
 

 

 

 

 

 

 

Health Evidence Review 

Commission 

 

 
November 10, 2016 

1:30 PM - 4:30 PM 

 

Clackamas Community College 

Wilsonville Training Center, Room 111-112 

29373 SW Town Center Loop E, Wilsonville, Oregon, 

97070 

 



Section 1.0  

Call to Order 



AGENDA 
HEALTH EVIDENCE REVIEW COMMISSION 

Wilsonville Training Center, Rooms 111-112 
November 10, 2016 

1:30-4:30 pm 
(All agenda items are subject to change and times listed are approximate) 

# Time Item Presenter 
Action 
Item 

1 1:30 PM Call to Order Som Saha  

2 1:35 PM Approval of Minutes (October 6, 2016) Som Saha X 

3 1:40 PM Director’s Report Darren Coffman  

4 1.50 PM Value-based Benefits Subcommittee Report 
Ariel Smits 

Cat Livingston 
X 

5 2.40 PM 

Timing of Long-Acting Reversible Contraceptive 
(LARC) Placement 

 Coverage Guidance 

 Prioritized List changes 

Adam Obley 

Cat Livingston 
X 

6 3:30 PM 
Review of Prioritization of Acute and Chronic 
Hepatitis, including Hepatitis C 

Jim Rickards 

Darren Coffman 

Cat Livingston 

 

7 4:20 PM 

Next Steps 

 Schedule next meeting – January 12, 2017  
Wilsonville Training Center, Rooms 111-112 

Som Saha  

8 4:30 PM Adjournment Som Saha  

 

Note:  Public comment will be taken on each topic per HERC policy at the time at which that topic is 
discussed. 
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MINUTES 
 
 

HEALTH EVIDENCE REVIEW COMMISSION 
Clackamas Community College 

Wilsonville Training Center, Rooms 111-112 
Wilsonville, Oregon  

October 6, 2016 
 
Members Present: Kevin Olson, MD, Chair Pro tempore; Beth Westbrook, PsyD; Irene Croswell, RPh; 
Mark Gibson; Leda Garside, RN, MBA; Susan Williams, MD; Kim Tippens, ND, MPH; Kevin Olson, MD; 
Derrick Sorweide, DO; Chris Labhart; Holly Jo Hodges, MD; Gary Allen, DMD. 
 
Members Absent: Som Saha, MD, MPH, Chair; Wiley Chan, MD.  
 
Staff Present: Darren Coffman; Ariel Smits, MD, MPH; Cat Livingston, MD, MPH; Denise Taray, RN; Jason 
Gingerich. 
  
Also Attending:  Kim Wentz, MD & Jesse Little (Oregon Health Authority); Rachel Hackett, Adam Obley, 
MD, MPH, Craig Mosbaek (OHSU Center for Evidence Based Policy); Steve Tollenson* (MiMedx); Blair 
Elgren & Georgina Michael* (Osiris Therapies); Jeanine Comstock, Lake Artanis & David Potter (Rose City 
Interactivists); Bruce Wolfe, MD* (OHSU), Valerie Halpin, MD (Legacy). 
 

*offered testimony 
 

Call to Order 
 
Kevin Olson, Chair Pro Tempore of the Health Evidence Review Commission (HERC), called the meeting 
to order;, roll was called. 
 

Minutes Approval 
 
MOTION: To approve the minutes of the August 11, 2016 meeting as presented. CARRIES 11-0.  
 

Director’s Report  
 
Coffman said he is recruiting a potential Coordinated Care Organization representative for the 
Behavioral Health Advisory Panel. Olson said he may have a candidate from Providence and will work 
with Coffman to explore options. Any applicant between now and the next HERC meeting may attend as 
a non-voting special guest.  
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Value-based Benefits Subcommittee (VbBS) Report on Prioritized List Changes  
Meeting materials, pages 30-343  
 
Ariel Smits reported the VbBS met earlier in the day, October 6, 2016. Along with Cat Livingston, she 
summarized the subcommittee’s recommendations. 
 
RECOMMENDED CODE MOVEMENT (effective 1/1/17) 

 Various straightforward coding and guideline changes.  

 Delete the diagnosis code for congenital torticollis from an uncovered line and add to a covered line 
with a guideline limiting treatment to children aged 2 and younger. 

 Add wigs to a covered line with a guideline limiting coverage to hair loss from chemotherapy or 
radiation therapy. 

 Delete the diagnosis code for hallux rigidus from an uncovered line and add to a covered line along 
with several procedure codes used for its treatment. 

 
RECOMMENDED GUIDELINE CHANGES (effective 1/1/17) 

 Add a new guideline allowing removal of bony growths in the mouth if they interfere with the 
creation and fitting of dentures. 

 Edit the rehabilitation guideline to separate habilitative from rehabilitative services, each with a 30 
visit limit in most cases. Remove pulmonary and cardiac rehabilitation limitations from this 
guideline. 

 Edit the acupuncture guideline to include limits on acupuncture for tobacco cessation; more visits 
can be used if medically indicated. 

 Add a new guideline requiring 1 month of tobacco cessation prior to elective surgery. 

 Several guidelines with requirements of longer periods (6 months) for tobacco cessation for 
certain surgeries will continue, with new requirements for testing to confirm abstinence. 

 Add a new guideline requiring 6 months of smoking cessation prior to surgery for erectile 
dysfunction. 

 Add a new guideline regarding non-invasive tests for liver fibrosis. 
 
BIENNIAL REVIEW (EFFECTIVE 1/1/18) 

 Delete the lower line for minor joint deformities and add the few codes not also appearing on the 
upper line for major joint deformities to appropriate lines. 

 Move the bariatric surgery codes from the diabetes line to the upper obesity line. 

 Edit the bariatric surgery guideline to exclude gastric banding and clarify the accreditation 
requirements. 

 Add the gastric banding placement codes to the Services Recommended for Non-Coverage (SRNC) 
list, and leave the revision and removal codes kept on the obesity line. 
 

MOTION: To accept the VbBS recommendations on Prioritized List changes not related to coverage 
guidances, as stated. See the VbBS minutes of 10/6/2016 for a full description. (Changes related to the 
Coverage Guidance on Metabolic and Bariatric Surgery are shown above, but were voted on under 
that topic.)  Carries: 11-0.  
 

  

http://www.oregon.gov/oha/herc/CommitteeMeetingMaterials/HERC%20Materials%2010-6-2016.pdf
http://www.oregon.gov/OHA/OHPR/Pages/herc/index.aspx#Meeting_Minutes_and_Agendas
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Topic: Metabolic and Bariatric Surgery   
Meeting materials, page 171  
 
Olson asked Gingerich to share a presentation given at VbBS earlier in the day, which examines the 
reduction in diabetes medication prescribed for patients who underwent bariatric surgery [“Bariatric 
Surgery utilization analysis comparing commercial and Medicaid populations” (pages 246-249)]. Data 
was collected for 2011-2013 through the All Payer All Claims database and include Medicaid and 
commercial insurance claims, not including Medicare. Diabetes medications filled before and after 
surgery date were compared.  
 
Commercial insurance data showed 1000+ surgeries in 3 years while Medicaid showed 240. After the 
surgery, there were significant reductions in claims for diabetes medication. Gingerich said any 
prescription paid for privately would not appear on the APAC database, so actual medication usage 
could be higher, especially in the commercial population. Additionally, for some who still took 
medications after surgery, the quantity of prescriptions filled was significantly less.  
 
Livingston said the evidence was presented to the Commission at the March 10, 2016 meeting (page 8). 
She reminded members of the coverage recommendation (“box”) language, which adds coverage for a 
broader population; there seems to be solid evidence of improvement in morbidity with bariatric 
surgery for these populations. 
 
At the VbBS morning session, the subcommittee members modified the staff recommendation to 
exclude coverage for placement of gastric bands (“lap bands”). The revised recommendations included 
the following: 

 eliminate coverage for placement of lap bands  

 retain requirements for accreditation standards 

 add coverage for reoperations (less intensive to more intensive) 

 add exclusions for marijuana  
 
Westbrook asked if the supplements and vitamins required for bariatric patents are part of the benefit. 
Coffman said vitamins and supplements are on the preferred drug list. 
 
For the coverage guidance recommendations, there was discussion about lap bands. Members were 
generally in favor of removing the recommendation for coverage but were unable to justify stating that 
lap bands are not recommended for coverage.  
 
Dr. Obley said evidence shows that weight loss from gastric bypass is significantly higher than with 
banding or gastric sleeve. Appointed expert, Bruce Wolfe, OHSU, added that more than half of the bands 
placed have since been removed. Some of the complications were inadequate weight loss, and stomach 
erosion. He said the decrease in advertising in recent years led directly to a decrease in lap band 
placements. Late complications are hard to track since the treatment for complications is virtually never 
given at the bariatric surgery centers. 
 
Dr. Valerie Halpin asked staff to ensure that patents who have lap bands are able to receive continued 
care. Livingston said she will see that the codes are included on the appropriate lines.  
 
Williams said she was concerned about changing the coverage guidance document to exclude lap bands 
because the evidence presented in the document created by HTAS doesn’t match that type of 

http://www.oregon.gov/oha/herc/CommitteeMeetingMaterials/HERC%20Materials%2010-6-2016.pdf
http://www.oregon.gov/oha/herc/CommitteeMeetingMaterials/HERC%20Minutes%203-10-2016.pdf
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recommendation. She feels a responsibility to the evidence. Commissioners who are member of HTAS 
said generally they feel HERC members are a second set of eyes and are not dismayed if their initial 
recommendation is amended. The important facts are the coverage guidance should be based on the 
evidence, studies, testimony and stewardship.  
 
Gibson said for consistency, it helps when the coverage guidance and Prioritized List changes agree. 
Through continued discussion, members came to agreement to remove placement of gastric bands from 
the recommendation but not to add a recommendation for noncoverage.  
 
MOTION: To remove the recommendation for gastric banding from the box language, add a clarifying 
statement in the rationale to addressing the lowereffectiveness for banding and approve the 
Metabolic and Bariatric Surgery coverage guidance as amended. Carries:  11-0. 
 
MOTION: To approve the VbBS recommendations for the January 1, 2018 Prioritized List, including 
deletion of the lower obesity line as well as code movement and guideline note changes.. Carries 11-0.  
 
Approved Coverage Guidance: 

HERC Coverage Guidance 

Coverage of metabolic and bariatric surgery (including Roux-en-Y gastric bypass and sleeve 

gastrectomy) is recommended for: 

 Adult obese patients (BMI ≥ 35) with  

o Type 2 diabetes (strong recommendation) OR 

o at least two of the following other serious obesity-related comorbidities: 

hypertension, coronary heart disease, mechanical arthropathy in major weight 

bearing joint, sleep apnea (weak recommendation) 

 Adult obese patients (BMI ≥ 40) (strong recommendation) 

 

Metabolic and bariatric surgery is recommended for coverage in these populations only when 

provided in a facility accredited by the Metabolic and Bariatric Surgery Accreditation and Quality 

Improvement Program (weak recommendation).  

Metabolic and bariatric surgery is not recommended for coverage in: 

 Patients with BMI <35, or 35-40 without the defined comorbid conditions above (weak 

recommendation) 

 Children and adolescents (weak recommendation) 
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Changes for the Prioritized List of Health Services: 
 
 Line: 30 
 Condition: TYPE 2 DIABETES MELLITUS (See Coding Specification Below) (See Guideline Notes 8,62,64,65) 
 Treatment: MEDICAL THERAPY, BARIATRIC SURGERY WITH BMI >= 35 
 
 Line: 325 
 Condition: OBESITY (ADULT BMI ≥ 30, CHILDHOOD BMI ≥ 95 PERCENTILE) (See Guideline Notes 5,8, 64,65) 
 Treatment: INTENSIVE NUTRITIONAL/PHYSICAL ACTIVITY COUNSELING AND BEHAVIORAL INTERVENTIONS, BARIATRIC SURGERY 
  
 Line: 589 (Note: This line has been recommended for deletion under another agenda item) 
 Condition: OBESITY (ADULT BMI ≥ 30, CHILDHOOD BMI ≥ 95 PERCENTILE) (See Guideline Notes 8,64,65) 
 Treatment: NON-INTENSIVE NUTRITIONAL/PHYSICAL ACTIVITY COUNSELING AND BEHAVIORAL INTERVENTIONS; BARIATRIC SURGERY 

FOR OBESITY WITH A SIGNIFICANT COMORBIDITY OTHER THAN TYPE II DIABETES & BMI >=35 OR BMI>=40 WITHOUT A 
SIGNIFICANT COMORBIDITY 

 

GUIDELINE NOTE 8, BARIATRIC SURGERY 

Lines 30,589 325 

Bariatric/metabolic surgery (limited to Roux-en-Y gastric bypass and sleeve gastrectomy) is included on 
Line 325under when the following criteria are met: 

A) Age ≥ 18 
B) The patient has obesity with a: 

1) a BMI ≥ 35 with co-morbid type II diabetes for inclusion on Line 30 TYPE 2 DIABETES 
MELLITUS; OR 

2) BMI >=35 with at least one significant co-morbidity other than type II diabetes (e.g., 
obstructive sleep apnea, hyperlipidemia, hypertension) or BMI >= 40 without a significant 
co-morbidity for inclusion on Line 589 

1) BMI ≥ 40 OR 

2) BMI ≥ 35 with: 

a) Type 2 diabetes, OR 

b) at least two of the following other serious obesity-related comorbidities: hypertension, 

coronary heart disease, mechanical arthropathy in major weight bearing joint, sleep 

apnea 

B) No prior history of Roux-en-Y gastric bypass or laparoscopic adjustable gastric banding, or 

repeat gastric banding or unless they resulted in failure due to complications of the original 

surgery. Repeat bariatric surgery is included when it is a conversion from a less intensive (such 

as gastric band or sleeve gastrectomy) to a more intensive surgery (e.g. Roux-en-Y).  Repair of 

surgical complications (excluding failure to lose sufficient weight) are also included on this and 

other lines. Reversal of surgical procedures and devices is included on this line when benefits of 

reversal outweigh harms.   

C) Participate in the following four evaluations and meet criteria as described. 
1) Psychosocial evaluation: (Conducted by a licensed mental health professional) 

a) Evaluation to assess potential compliance with post-operative requirements. 
b) Must remain free of abuse of or dependence on alcohol or marijuana during the six-

month period immediately preceding surgery. No current use of nicotine or illicit drugs 
and must remain abstinent from their use during the six-month observation period. 
Testing will, at a minimum, be conducted within one month of the quit date and within 
1 month of the surgery to confirm abstinence from nicotine and illicit drugs. 
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c) No mental or behavioral disorder that may interfere with postoperative outcomes2. 
d) Patient with previous psychiatric illness must be stable for at least 6 months. 

2) Medical evaluation: (Conducted by OHP primary care provider) 
a) Pre-operative physical condition and mortality risk assessed with patient found to be an 

appropriate candidate. 
b) Optimize medical control of diabetes, hypertension, or other co-morbid conditions.  
c) Female patient not currently pregnant with no plans for pregnancy for at least 2 years 

post-surgery. Contraception methods reviewed with patient agreement to use effective 
contraception through 2nd year post-surgery. 

3) Surgical evaluation: (Conducted by a licensed bariatric surgeon associated with program23) 
a) Patient found to be an appropriate candidate for surgery at initial evaluation and 

throughout period leading to surgery while continuously enrolled on OHP.  
b) Received counseling by a credentialed expert on the team regarding the risks and 

benefits of the procedure3 and understands the many potential complications of the 
surgery (including death) and the realistic expectations of post-surgical outcomes. 

4) Dietician evaluation: (Conducted by licensed dietician) 
a) Evaluation of adequacy of prior dietary efforts to lose weight. If no or inadequate prior 

dietary effort to lose weight, must undergo six-month medically clinically supervised 
weight reduction program (including intensive nutrition and physical activity counseling 
as defined by the USPSTF). 

b) Counseling in dietary lifestyle changes 
D) Participate in additional evaluations:  

1) Post-surgical attention to lifestyle, an exercise program and dietary changes and 
understands the need for post-surgical follow-up with all applicable professionals (e.g. 
nutritionist, psychologist/psychiatrist, exercise physiologist or physical therapist, support 
group participation, regularly scheduled physician follow-up visits). 

 
1 Many patients (>50%) have depression as a co-morbid diagnosis that, if treated, would not preclude 

their participation in the bariatric surgery program. 
2 All surgical services must be provided by a program with current certification accreditation (as a 

comprehensive center or low acuity center) by the Metabolic and Bariatric Surgery Accreditation and 
Quality Improvement Program (MBSAQIP). , or in active pursuit of such certification with all of the 
following: a dedicated, comprehensive, multidisciplinary, pathway-directed bariatric program in place; 
hospital to have performed bariatrics > 1 year and > 25 cases the previous 12 months; trained and 
credentialed bariatric surgeon performing at least 50 cases in past 24 months; qualified bariatric call 
coverage 24/7/365;appropriate bariatric-grade equipment in outpatient and inpatient facilities; 
appropriate medical specialty services to complement surgeons’ care for patients; and quality 
improvement program with prospective documentation of surgical outcomes. If the program is still 
pursuing (MBSAQIP) certification, it must also restrict care to lower-risk OHP patients including: age < 
65 years; BMI < 70; no major elective revisional surgery; and, no extreme medical comorbidities (such 
as wheel-chair bound, severe cardiopulmonary compromise, or other excessive risk). All programs must 
agree to yearly submission of outcomes data to Division of Medicaid Assistance Programs (DMAP). 

3 Only Roux-en-Y gastric bypass, laparoscopic adjustable gastric banding and sleeve gastrectomy are 
approved for inclusion. 

 
  



 

HERC Minutes October 6, 2016  7 

 

Code Movement Table 

Code Code Description Coding changes.  

Z46.51 Encounter for fitting and adjustment of gastric lap band  
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Remove from Line 30 and 589, 
and place on Line 325 only 

43644 Laparoscopy, surgical, gastric restrictive procedure; with gastric 
bypass and Roux-en-Y gastroenterostomy (roux limb 150 cm or less) 

43645 Laparoscopy, surgical, gastric restrictive procedure; with gastric 
bypass and small intestine reconstruction to limit absorption 

43771 Laparoscopy, surgical, gastric restrictive procedure; revision of 
adjustable gastric restrictive device component only 

43772 Laparoscopy, surgical, gastric restrictive procedure; removal of 
adjustable gastric restrictive device component only 

43773 Laparoscopy, surgical, gastric restrictive procedure; removal and 
replacement of adjustable gastric restrictive device component only 

43774 Laparoscopy, surgical, gastric restrictive procedure; removal of 
adjustable gastric restrictive device and subcutaneous port 
components 

43775 Laparoscopy, surgical, gastric restrictive procedure; longitudinal 
gastrectomy (ie, sleeve gastrectomy) 

43846 Gastric restrictive procedure, with gastric bypass for morbid obesity; 
with short limb (150 cm or less) Roux-en-Y gastroenterostomy 

43847 Gastric restrictive procedure, with gastric bypass for morbid obesity; 
with small intestine reconstruction to limit absorption 

43848 Revision, open, of gastric restrictive procedure for morbid obesity, 
other than adjustable gastric restrictive device (separate procedure) 

S2083 Adjustment of gastric band diameter via subcutaneous port by 
injection or aspiration of saline 

43770 Laparoscopy, surgical, gastric restrictive procedure; placement of 
adjustable gastric restrictive device (eg, gastric band and 
subcutaneous port components) 

Remove from Line 30 and place on 
the Services Recommended for 
NonCoverage table. 

 
 

Topic: Process Efficiencies   
Handout, page 1 
 
Gingerich said the coverage guidance monitoring process is straining staff resources. Currently, each 
guidance is either approved or retired with all approved guidances rescanned every two years. An 
option to reduce the strain on resources is to add a new status option; passive monitoring.  
 
Under the proposal, once a year, in conjunction with the annual topic nomination, staff will solicit 
requests to revisit all existing coverage guidance topics. Then, staff will evaluate those requests to 
determine whether newly available evidence or information would suggest a revision of the existing 
coverage guidance or a new coverage guidance on a subset of topic. Members of the public may also 
submit requests at other times of the year and staff may request a review based on evidence or 
information they become aware of through other means. 
 
When a request is submitted, staff will evaluate the new information and make a recommendation as to 
whether a revision to, or replacement of, the existing coverage guidance may be warranted based on its 

http://www.oregon.gov/oha/herc/CommitteeMeetingMaterials/Handout%20HERC%2010-6-2016.pdf
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impact on cost, health outcomes or values and preferences. The request, as well as a staff 
recommendation, and any other evidence considered during staff’s evaluation of the recommendation, 
will be provided to the originating subcommittee and considered by the Commission during a regular 
meeting. 
 
Westbrook voiced her support for amending the coverage guidance process. This option seems to give 
more resources to looking at new options rather than perpetually reviewing currently approved 
guidances.  
 
Coffman said this proposal must be vetted before a Rules Advisory Committee (RAC) before it may be 
adopted and implemented. 
 
MOTION: To begin amending Administrative Rules to allow a change to the coverage guidance 
monitoring process to as described in the meeting materials, including an annual solicitation of 
requests for updates to existing coverage guidances. Carries: 11-0 
 

Topic: Skin Substitutes for Chronic Skin Ulcers  
Handout, page 3   
 
Livingston and Obley said the coverage guidance process for skin substitutes for chronic skin ulcers has 
been in process for nearly a year. The work has shown that much of the evidence is suboptimal quality 
and subject to publication bias. Despite this, there appears to be a class effect of skin substitutes for 
diabetic foot ulcers, based on a recent Cochrane systematic review, and there is inadequate evidence to 
really differentiate between brands that have randomized controlled trials. Other factors such as cost, 
number of applications and ease of use may play a role in preference of one skin substitute over 
another. 
 
There are elements of the draft coverage guidance, such as wound care requirements, that are still 
potentially useful to plans. Staff recommends this coverage guidance be dropped. Furthermore, staff 
recommends that VbBS evaluate the draft language around criteria for use of a skin substitute and 
potentially adopt this as part of a Prioritized List Guideline Note. Additionally, staff recommend that 
such a guideline note lack references to specific brands of skin substitutes or simply list those that have 
RCTs. 
 
Public testimony  
 
Georgina Michael (Osiris Therapies) said they have read the Cochrane review and said that their product 
should have been included. She said that Cochrane noted the oversight and urged Osiris Therapies to 
contact the study’s authors directly. Ms. Michael also mentioned a study where this product was shown 
to be cost-effective.  
 
Steve Tollenson (MiMedx) said treating diabetic foot ulcers are only a piece of the puzzle; venous leg 
ulcers--the most difficult and expensive ulcers to treat--should be considered. He submitted a petition 
from providers urging use of a product made by MiMedx.  
 

http://www.oregon.gov/oha/herc/CommitteeMeetingMaterials/Handout%20HERC%2010-6-2016.pdf
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MOTION: To accept the staff’s recommendation to discontinue the coverage guidance and to ask VbBS 
to review the utilization criteria and make recommendations for use in the Prioritized List. Carries: 11-
0. 
 

Coverage Guidance Topic: Non-Invasive Liver Fibrosis Testing in Patients with Chronic Hepatitis C 
Meeting materials, pages 347-405 
 
Obley and Livingston presented the proposed coverage guidance from HTAS.  
 
Hepatitis C virus (HCV) is a major cause of liver disease in the United States. Chronic HCV infection is the 
leading indication for liver transplantation. Modes of transmission for HCV include injection drug use 
and receipt of blood products prior to 1992. There are no accurate tools to predict the disease course:  

 12-25% of patients infected will clear the infection without treatment and not develop chronic 
HCV 

 5-20% will develop cirrhosis over 20-30 years 

 1-5% will die from HCV-related liver disease 
 
Prior to 2013, treatment courses were 24-48 weeks and had many adverse effects with variable 
response rates. Newer treatments use direct-acting antivirals such as sofosbuvir and have higher rates 
of sustained response at 12 weeks and fewer side effects.  
 
In patients with chronic HCV, disease progression is correlated with the presence and severity of liver 
fibrosis. ETAVIR fibrosis stage is the most commonly used scale for assessing fibrosis (scaring) in biopsy 
specimens: 

 F0 = No fibrosis 

 F1 = Portal fibrosis without septa 

 F2 = Portal fibrosis with few septa 

 F3 = Portal fibrosis with numerous 
septa without cirrhosis 

 F4 = Cirrhosis 

 
Chronic HVC infection staging is historically done by liver biopsies to gauge fibrosis. However, risks of 
biopsy include bleeding, infection, pain and interpretation errors. Some insurers have treatment 
thresholds for direct-acting retrovirals, covering them when fibrosis stage is ≥F2 or ≥F3. Staging can also 
be used to diagnose cirrhosis (F4).   
 
There are now various imaging and proprietary blood tests, as well as non-proprietary blood tests that 
can be used instead of a liver biopsy. The accuracy of these tests are described in terms of sensitivity 
(portion of patients who do have the condition in question who have a positive test) and specificity 
(portion of patients who do not have the condition who have a negative test result). Receiver Operating 
Curve (ROC) is the graphical illustration of the trade‐off between sensitivity and specificity for an index 
diagnostic test with continuous results compared to a reference standard (in this case, liver biopsy). The 
Area under the Receiver Operating Curve (AUROC) is the overall measure of how well the index test 
compares to the reference standard across a range of possible cutoffs for what defines a positive versus 
negative test result. AUROC must be interpreted; a test that has a cutoff value that allows perfect 
sensitivity and specificity (perfect classification of those with and without the condition) would have 
AUROC of 1.0.  
 
The Commission used a scope statement that included adults and children with chronic hepatitis C 
infection. The identified interventions were noninvasive tests of liver fibrosis; with comparators included 

http://www.oregon.gov/oha/herc/CommitteeMeetingMaterials/HERC%20Materials%2010-6-2016.pdf


 

 

liver biopsy as well as other studied interventions. The critical outcomes were Hepatitis-related 
morbidity/progression, need for liver biopsy and quality of life. Important outcomes were adverse 
events and change in treatment plan (especially the decision to begin antiviral therapy).  
 
The key questions posed were:  

 What is the comparative effectiveness of noninvasive tests for the diagnosis and management 
of hepatic fibrosis in patients with chronic hepatitis C? 

 Does the comparative effectiveness of noninvasive tests of liver fibrosis in patients with chronic 
hepatitis C vary based on: 

o Duration of infection 
o Fibrosis score 
o Body habitus 
o Operator/interpreter training or experience 
o Co‐existence of other etiologies of liver disease (e.g., non‐alcoholic steatohepatitis) 

 What are the comparative diagnostic operating characteristics of tests of liver fibrosis? 

 What is the evidence for the timing of the initial testing for fibrosis and intervals for subsequent 
reassessment of fibrosis? 

 
Trusted sources and MEDLINE systematic reviews were searched. There was no direct evidence 
comparing diagnostic strategies on hepatitis‐related morbidity or progression. No studies directly 
addressed whether the use of noninvasive tests reduced the need for liver biopsy. 
 
Several recent, good‐quality systematic reviews that included a large number of studies comparing the 
diagnostic accuracy of noninvasive tests to the reference standard of liver biopsy were included. Studies 
were cross‐sectional or cohort designs and included HCV patients and patients with other conditions. 
Evidence quality for the imaging tests was very low to moderate confidence, depending on the test.  
 
Coverage is inconsistent between several insurance plans (Aetna, Cigna, Moda and Regence). Also, many 
organizations have published guidelines for various noninvasive tests for staging liver fibrosis, such as 
American Association for the Study of Liver Disease (AASLD), Infectious Disease Society of America 
(IDSA), and World Health Organization. 
 
Oregon Medicaid fee-for-service’s prior authorization criteria for hepatitis C treatment with direct-acting 
antivirals requires liver fibrosis staging by either: 

 A biopsy, transient elastography (FibroScan®), or serum test (FibroSure®) to indicate advanced 
fibrosis (METAVIR F3) or cirrhosis (METAVIR F4) 

 Radiologic, laboratory (APRI score >1.5 or FIB‐4 score >3.25), or clinical evidence (ascites, portal 
hypertension) of cirrhosis 

 
Livingston reviewed the GRADE-informed Framework, including the evidence findings as well as values 
and preferences and other factors.  
 
Livingston read through the box language (page 347), noting the recommendations for imaging and 
blood tests. She also described the proposed changes proposed to the Prioritized List (page 402)..  
 
Olson noted that currently in Oregon Medicaid, a fibrosis score of F3 or higher allows use of anti-viral 
medication. The Pharmacy & Therapeutics Committee recently declined to participate in the 

http://www.oregon.gov/oha/herc/CommitteeMeetingMaterials/HERC%20Materials%2010-6-2016.pdf
http://www.oregon.gov/oha/herc/CommitteeMeetingMaterials/HERC%20Materials%2010-6-2016.pdf


 

 

conversation about changing these requirements. It is unclear which government body should have 
ownership of the decision.  
 
Recently in Washington State, a United States District Court issued a preliminary injunction requiring 
their Medicaid program to cover direct‐acting antiviral medications for Medicaid clients with hepatitis C, 
regardless of the extent of liver fibrosis. 
 
MOTION: To approve the proposed Coverage Guidance on Non-Invasive Liver Fibrosis Testing in 

Patients with Chronic Hepatitis C as presented. Carries 10-0. (Abstained: Westbrook) 
 
MOTION: To approve the proposed Guideline Note on Diagnostic Testing for Liver Fibrosis to Guide 
Treatment of Hepatitis C in Non-Cirrhotic Patients for the Prioritized List as proposed. Carries 11-0.  
Approved Coverage Guidance: 

HERC Coverage Guidance 

If a fibrosis score of ≥F2 is the threshold for antiviral treatment of hepatitis C, the following are 
recommended for coverage (weak recommendation): 

       Imaging tests: 

 Transient elastography (FibroScan®) 

 Acoustic radiation force impulse imaging (ARFI) (Virtual Touch™ tissue quantification, 
ElastPQ) 

 Shear wave elastography (SWE) (Aixplorer®) 
       Blood tests (only if imaging tests are unavailable): 

 Enhanced Liver Fibrosis (ELF™) 

 Fibrometer™ 

 FIBROSpect® II 
 

If a fibrosis score of ≥F3 is the threshold for antiviral treatment of hepatitis C, one or more of the 
following are recommended for coverage (strong recommendation): 

       Imaging tests: 

 Transient elastography (FibroScan®)  

 Acoustic radiation force impulse imaging (ARFI) 

 Shear wave elastography (SWE)  
 

Magnetic resonance elastography is recommended for coverage for ≥F2 or ≥F3 only when at least 
one imaging test (FibroScan, ARFI, and SWE) has resulted in indeterminant results, a second one is 
similarly indeterminant, contraindicated or unavailable, and MRE is readily available (weak 
recommendation). 

Noninvasive tests should be performed no more often than once per year (weak recommendation). 

The following tests are not recommended for coverage for the detection of liver fibrosis to guide 
treatment decisions with antivirals in chronic hepatitis C (strong recommendation): 

       Imaging tests 

 Real time tissue elastography 



 

 

       Blood tests (proprietary): 

 Hepascore® (FibroScore®) 

 FibroSure® (FibroTest®) 

       Blood tests (non-proprietary): 

 Age-platelet index 

 AST-platelet ratio index (APRI) 

 AST-ALT ratio 

 Cirrhosis discriminant score (Bonacini index) 

 FIB-4 

 Fibro-α score 

 FibroIndex 

 Fibronectin discriminant score 

 FibroQ 

 Fibrosis–cirrhosis index 

 Fibrosis index 

 Fibrosis probability index (Sud index) 

 Fibrosis–protein index 

 Fibrosis Routine Test 

 Forns index 

 Globulin–albumin ratio 

 Göteborg University Cirrhosis Index (GUCI) 

 HALT-C model (Hepatitis C Antiviral Long-Term Treatment Against Cirrhosis) 

 King’s score 

 Lok index 

 MP3 score 

 Pohl index 

 Sabadell NIHCED index (Non-Invasive Hepatitis-C–Related Cirrhosis Early Detection) 

 Significant fibrosis index 

 Zeng index 

 
 
Changes for the Prioritized List of Health Services: 
 
Add a new guideline note as follows: 
 

GUIDELINE NOTE DIAGNOSTIC TESTING FOR LIVER FIBROSIS TO GUIDE TREATMENT OF HEPATITIS 
C IN NON-CIRRHOTIC PATIENTS 

Line 203 

If a fibrosis score of ≥F2 is the threshold for antiviral treatment of Hepatitis C, the following are 
included on this line: 

       Imaging tests: 

 Transient elastography (FibroScan®) 

 Acoustic radiation force impulse imaging (ARFI) (Virtual Touch™ tissue 



 

 

quantification, ElastPQ) 

 Shear wave elastography (SWE) (Aixplorer®) 

       Blood tests (only if imaging tests are unavailable): 

 Enhanced Liver Fibrosis (ELF™) 

 Fibrometer™ 

 FIBROSpect® II 
 

If a fibrosis score of ≥F3 is the threshold for antiviral treatment of Hepatitis C, one or more of the 
following are included on this line: 

       Imaging tests: 

 Transient elastography (FibroScan®)  

 Acoustic radiation force impulse imaging (ARFI) 

 Shear wave elastography (SWE)  
 

Magnetic resonance elastography (MRE) is included on this line for ≥F2 or ≥F3 only when at least 
one imaging test (FibroScan, ARFI, and SWE) has resulted in indeterminant results, a second one is 
similarly indeterminant, contraindicated or unavailable, and MRE is readily available. 

 

Noninvasive tests are covered no more often than once per year. 

 
The development of this guideline note was informed by a HERC Coverage Guidance. See 
http://www.oregon.gov/oha/herc/Pages/blog-liver-fibrosis.diagnosis.aspx 

 

Adjournment 
 
Meeting adjourned at 4:30 pm. Next meeting will be from 1:30-4:30 pm on Thursday, November 10, 
2016 at Clackamas Community College Wilsonville Training Center, Rooms 111-112, Wilsonville, Oregon. 

http://www.oregon.gov/oha/herc/Pages/blog-liver-fibrosis.diagnosis.aspx
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1) 81413 and 81414, Cardiac ion channelopathies genomic sequence analysis pane 

a. Definition: testing for genetic mutations which cause long or short QT syndrome, 

catecholaminergic polymorphic ventricular tachycardia and other causes of cardiac ion 

channel problems which cause repolarization issues.  These syndromes can result in 

arrhythmias and sudden death.  When a syndrome such as long or short QT syndrome is 

suspected, but cannot be confirmed by standard testing, then genetic testing may be 

beneficial in leading to treatment with beta blockers, cardiac defibrillators, or other 

therapy.  Negative testing should have a high negative predictive value, which would 

allow the avoidance of treatment.  

b. Major insurers are covering these tests for 1) asymptomatic patients with a known 

genetic familial mutation in a first degree relative or 2) patients with a clinical scenario 

suspicious for one of these mutations 

c. Hofman 2010 reports a significant number of otherwise asymptomatic patients with 

identified mutations are receiving treatment; therefore does appear to impact 

treatment plan 

d. GAP discussion: commonly used by genetics and cardiology, helpful for treating patients 

and for testing affected families. 

e. HERC staff recommendation: 

i. Add 81413 and 81414 to the Diagnostic Workup File 

 

2) 81422 Fetal chromosomal microdeletion(s) genomic sequence analysis of cell-free fetal DNA in 

maternal blood 

a. Definition: maternal blood test to screen for microdeletions.  Current national guidelines 

recommend that all pregnant women be offered screening for fetal aneuploidy; 

however, routine prenatal screening for microdeletion syndromes is not recommended 

by national organizations 

b. Private insurers are not covering this test 

c. GAP discussion: recommend reaching out to prenatal providers to check for possible 

utilization; either add with guideline limitations to the prenatal genetic testing guideline 

or do not add as premature.  Nutera representative testified: will send HERC staff 

literature and other materials in support of the use of this code 

d. Maternal Fetal Medicine specialists consulted and felt strongly against coverage—not 

recommended by ACOG, little evidence to support use. 

e. HERC staff recommendation: 

i. Place 81422 on the Services Recommended for Non-Coverage 

1. Investigational 

 

3) 81439 Inherited cardiomyopathy genomic sequence analysis panel 

a. Definition: testing for dilated cardiomyopathy.  Families may want asymptomatic 

members tested.  Several patented genetic tests exist 

b. This type of genetic testing is similar to 81413 and 81414 above, and discussed in the 

same literature.  Covered by most major insurers.  Appears to affect treatment 

VbBS Issue Summary Docs from 11-10-2016
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c. GAP discussion: commonly used by genetics and cardiology, helpful for treating patients 

and for testing affected families. 

d. HERC staff recommendation:  

i. Add 81439 to the Diagnostic Work Up File 

VbBS Issue Summary Docs from 11-10-2016
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Issue: The non-prenatal genetic testing guideline needs to have its references to NCCN guidelines 
updated. 
 
DIAGNOSTIC GUIDELINE D1, NON-PRENATAL GENETIC TESTING GUIDELINE 

A) Genetic tests are covered as diagnostic, unless they are listed below in section F1 as excluded or 
have other restrictions listed in this guideline. To be covered, initial screening (e.g. physical 
exam, medical history, family history, laboratory studies, imaging studies) must indicate that the 
chance of genetic abnormality is > 10% and results would do at least one of the following:  
1) Change treatment, 
2) Change health monitoring, 
3) Provide prognosis, or 
4) Provide information needed for genetic counseling for patient; or patient’s parents, siblings, 

or children 
B) Pretest and posttest genetic counseling is required for presymptomatic and predisposition 

genetic testing. Pretest and posttest genetic evaluation (which includes genetic counseling) is 
covered when provided by a suitable trained health professional with expertise and experience 
in genetics.  
1) “Suitably trained” is defined as board certified or active candidate status from the American 

Board of Medical Genetics, American Board of Genetic Counseling, or Genetic Nursing 
Credentialing Commission. 

C) A more expensive genetic test (generally one with a wider scope or more detailed testing) is not 
covered if a cheaper (smaller scope) test is available and has, in this clinical context, a 
substantially similar sensitivity. For example, do not cover CFTR gene sequencing as the first test 
in a person of Northern European Caucasian ancestry because the gene panels are less 
expensive and provide substantially similar sensitivity in that context. 

D) Related to genetic testing for patients with breast/ovarian and colon/endometrial cancer or 
other related cancers suspected to be hereditary, or patients at increased risk to due to family 
history. 
1) Services are provided according to the Comprehensive Cancer Network Guidelines. 

a) Lynch syndrome (hereditary colorectal, endometrial and other cancers associated with 
Lynch syndrome) services (CPT 81288, 81292-81300, 81317-81319, 81435, 81436) and 
familial adenomatous polyposis (FAP) services (CPT 81201-81203) should be provided as 
defined by the NCCN Clinical Practice Guidelines in Oncology. Genetic/Familial High-Risk 
Assessment: Colorectal V2.2016 (9/26/16) V.1.2015 (5/4/15). www.nccn.org. 

b) Breast and ovarian cancer syndrome genetic testing services (CPT 81162, 81211-81217) 
for women without a personal history of breast, ovarian and other associated cancers 
should be provided to high risk women as defined by the US Preventive Services Task 
Force or according to the NCCN Clinical Practice Guidelines in Oncology: 
Genetic/Familial High-Risk Assessment: Breast and ovarian. V1.2017 (9/19/16). V2.2015 
(6/25/15). www.nccn.org.  

c) Breast and ovarian cancer syndrome genetic testing services (CPT 81162, 81211-81217) 
for women with a personal history of breast, ovarian, and other associated cancers and 
for men with breast cancer should be provided according to the NCCN Clinical Practice 
Guidelines in Oncology. Genetic/Familial High-Risk Assessment: Breast and Ovarian. 
V1.2017 (9/19/16). V2.2015 (6/25/15). www.nccn.org. 

VbBS Issue Summary Docs from 11-10-2016

http://www.nccn.org/
http://www.nccn.org/
http://www.nccn.org/


VbB
S Is

su
e S

um
mary

 D
oc

s f
rom

 11
-10

-20
16

Updates to the Non-Prenatal Genetic Testing Guideline 

 

2 
 

d) PTEN (Cowden syndrome) services (CPT 81321-81323) should be provided as defined by 
the NCCN Clinical Practice Guidelines in Oncology. Colorectal Screening. V2.2016 
(9/26/16) V.1.2015 (5/4/15). www.nccn.org. 

2) Genetic counseling should precede genetic testing for hereditary cancer whenever possible. 
a) Pre and post-test genetic counseling should be covered when provided by a suitable 

trained health professional with expertise and experience in cancer genetics. Genetic 
counseling is recommended for cancer survivors when test results would affect cancer 
screening. 
i)  “Suitably trained” is defined as board certified or active candidate status from the 

American Board of Medical Genetics, American Board of Genetic Counseling, or 
Genetic Nursing Credentialing Commission. 

b) If timely pre-test genetic counseling is not possible for time-sensitive cases, appropriate 
genetic testing accompanied by pre- and post- test informed consent and post-test 
disclosure performed by a board-certified physician with experience in cancer genetics 
should be covered. 
i) Post-test genetic counseling should be performed as soon as is practical. 

3) If the mutation in the family is known, only the test for that mutation is covered. For 
example, if a mutation for BRCA 1 has been identified in a family, a single site mutation 
analysis for that mutation is covered (CPT 81215), while a full sequence BRCA 1 and 2 (CPT 
81211) analyses is not. There is one exception, for individuals of Ashkenazi Jewish ancestry 
with a known mutation in the family, the panel for Ashkenazi Jewish BRCA mutations is 
covered (CPT 81212). 

4) Costs for rush genetic testing for hereditary breast/ovarian and colon/endometrial cancer is 
not covered.  

E) Related to diagnostic evaluation of individuals with intellectual disability (defined as a full scale 
or verbal IQ < 70 in an individual > age 5), developmental delay (defined as a cognitive index <70 
on a standardized test appropriate for children < 5 years of age), Autism Spectrum Disorder, or 
multiple congenital anomalies:  
1) CPT 81228, Cytogenomic constitutional microarray analysis for copy number variants for 

chromosomal abnormalities: Cover for diagnostic evaluation of individuals with intellectual 
disability/developmental delay; multiple congenital anomalies; or, Autism Spectrum 
Disorder accompanied by at least one of the following: dysmorphic features including macro 
or microcephaly, congenital anomalies, or intellectual disability/developmental delay in 
addition to those required to diagnose Autism Spectrum Disorder. 

2) CPT 81229, Cytogenomic constitutional microarray analysis for copy number variants for 
chromosomal abnormalities; plus cytogenetic constitutional microarray analysis for single 
nucleotide polymorphism (SNP) variants for chromosomal abnormalities: Cover for 
diagnostic evaluation of individuals with intellectual disability/developmental delay; 
multiple congenital anomalies; or, Autism Spectrum Disorder accompanied by at least one 
of the following: dysmorphic features including macro or microcephaly, congenital 
anomalies, or intellectual disability/developmental delay in addition to those required to 
diagnose Autism Spectrum Disorder; only if (a) consanguinity and recessive disease is 
suspected, or (b) uniparental disomy is suspected, or (c) another mechanism is suspected 
that is not detected by the copy number variant test alone. 

3) CPT 81243, 81244, Fragile X genetic testing is covered for individuals with intellectual 
disability/developmental delay. Although the yield of Fragile X is 3.5-10%, this is included 
because of additional reproductive implications.  
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4) A visit with the appropriate specialist (often genetics, developmental pediatrics, or child 
neurology), including physical exam, medical history, and family history is covered. Physical 
exam, medical history, and family history by the appropriate specialist, prior to any genetic 
testing is often the most cost-effective strategy and is encouraged.  

F) Related to other tests with specific CPT codes: 
1) The following tests are not covered: 

a) CPT 81225, CYP2C9 (cytochrome P450, family 2, subfamily C, polypeptide 9) (eg, drug 
metabolism), gene analysis, common variants (eg, *2, *3, *5, *6) 

b) CPT 81226, CYP2D6 (cytochrome P450, family 2, subfamily D, polypeptide 6) (eg, drug 
metabolism), gene analysis, common variants (eg, *2, *3, *4, *5, *6, *9, *10, *17, *19, 
*29, *35, *41, *1XN, *2XN, *4XN).  

c) CPT 81227, CYP2C9 (cytochrome P450, family 2, subfamily C, polypeptide 9) (eg, drug 
metabolism), gene analysis, common variants (eg, *2, *3, *5, *6) 

d) CPT 81287, MGMT (O-6-methylguanine-DNA methyltransferase) (eg, glioblastoma 
multiforme), methylation analysis  

e) CPT 81291, MTHFR (5,10-methylenetetrahydrofolate reductase) (eg, hereditary 
hypercoagulability) gene analysis, common variants (eg, 677T, 1298C) 

f) CPT 81330, SMPD1(sphingomyelin phosphodiesterase 1, acid lysosomal) (eg, Niemann-
Pick disease, Type A) gene analysis, common variants (eg, R496L, L302P, fsP330) 

g) CPT 81350, UGT1A1 (UDP glucuronosyltransferase 1 family, polypeptide A1) (eg, 
irinotecan metabolism), gene analysis, common variants (eg, *28, *36, *37) 

h) CPT 81355, VKORC1 (vitamin K epoxide reductase complex, subunit 1) (eg, warfarin 
metabolism), gene analysis, common variants (eg, -1639/3673) 

i) CPT 81417, re-evaluation of whole exome sequencing 
j) CPT 81425-81427, Genome sequence analysis 
k) CPT 81470, 81471, X-linked intellectual disability (XLID) genomic sequence panels 
l) CPT 81504, Oncology (tissue of origin), microarray gene expression profiling of > 2000 

genes, utilizing formalin-fixed paraffin-embedded tissue, algorithm reported as tissue 
similarity scores 

2) The following tests are covered only if they meet the criteria in section A above AND the 
specified situations: 
a) CPT 81205, BCKDHB (branched-chain keto acid dehydrogenase E1, beta polypeptide) 

(eg, Maple syrup urine disease) gene analysis, common variants (eg, R183P, G278S, 
E422X): Cover only when the newborn screening test is abnormal and serum amino 
acids are normal 

b) Diagnostic testing for cystic fibrosis (CF) 
CFTR, cystic fibrosis transmembrane conductance regulator tests. CPT 81220, 81222, 
81223: For infants with a positive newborn screen for cystic fibrosis or who are 
symptomatic for cystic fibrosis, or for clients that have previously been diagnosed 
with cystic fibrosis but have not had genetic testing, CFTR gene analysis of a panel 
containing at least the mutations recommended by the American College of Medical 
Genetics* (CPT 81220) is covered. If two mutations are not identified, CFTR full gene 
sequencing (CPT 
81223) is covered. If two mutations are still not identified, duplication/deletion 
testing (CPT 81222) is covered. These tests may be ordered as reflex testing on the 
same specimen. 

c) Carrier testing for cystic fibrosis 
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i) CFTR gene analysis of a panel containing at least the mutations recommended by 
the American College of Medical Genetics* (CPT 81220) is covered once in a 
lifetime. 

d) CPT 81224, CFTR (cystic fibrosis transmembrane conductance regulator) (eg. cystic 
fibrosis) gene analysis; introm 8 poly-T analysis (eg. male infertility): Covered only after 
genetic counseling. 

e) CPT 81240. F2 (prothrombin, coagulation factor II) (eg, hereditary hypercoagulability) 
gene analysis, 20210G>A variant: Factor 2 20210G>A testing should not be covered for 
adults with idiopathic venous thromoboembolism; for asymptomatic family members of 
patients with venous thromboembolism and a Factor V Leiden or Prothrombin 
20210G>A mutation; or for determining the etiology of recurrent fetal loss or placental 
abruption. 

f) CPT 81241. F5 (coagulation Factor V) (eg, hereditary hypercoagulability) gene analysis, 
Leiden variant: Factor V Leiden testing should not be covered for: adults with idiopathic 
venous thromoboembolism; for asymptomatic family members of patients with venous 
thromboembolism and a Factor V Leiden or Prothrombin 20210G>A mutation; or for 
determining the etiology of recurrent fetal loss or placental abruption.  

g) CPT 81256, HFE (hemochromatosis) (eg, hereditary hemochromatosis) gene analysis, 
common variants (eg, C282Y, H63D): Covered for diagnostic testing of patients with 
elevated transferrin saturation or ferritin levels. Covered for predictive testing ONLY 
when a first degree family member has treatable iron overload from HFE. 

h) CPT 81221, SERPINA1 (serpin peptidase inhibitor, clade A, alpha-1 antiproteinase, 
antitrypsin, member 1) (eg, alpha-1-antitrypsin deficiency), gene analysis, common 
variants (eg, *S and *Z): The alpha-1-antitrypsin protein level should be the first line test 
for a suspected diagnosis of AAT deficiency in symptomatic individuals with unexplained 
liver disease or obstructive lung disease that is not asthma or in a middle age individual 
with unexplained dyspnea. Genetic testing of the anpha-1 phenotype test is appropriate 
if the protein test is abnormal or borderline. The genetic test is appropriate for siblings 
of people with AAT deficiency regardless of the AAT protein test results. 

i) CPT 81415-81416, exome testing: A genetic counseling/geneticist consultation is 
required prior to ordering test 

j) CPT 81430-81431, Hearing loss (eg, nonsyndromic hearing loss, Usher syndrome, 
Pendred syndrome); genomic sequence analysis panel: Testing for mutations in GJB2 
and GJB6 need to be done first and be negative in non-syndromic patients prior to panel 
testing. 

k) CPT 81440, 81460, 81465, mitochondrial genome testing: A genetic 
counseling/geneticist or metabolic consultation is required prior to ordering test. 

l) CPT 81412 Ashkenazi Jewish carrier testing panel: panel testing is only covered when 
the panel would replace and would be similar or lower cost than individual gene testing 
including CF carrier testing. 

 
* American College of Medical Genetics Standards and Guidelines for Clinical Genetics Laboratories. 
2008 Edition, Revised 3/2011 and found at 
https://www.acmg.net/StaticContent/SGs/CFTR%20Mutation%20Testing.pdf 
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Code Code Description Line(s) Involved Issue Recommendation(s) 

H2023 Supported employment, per 
15 minutes 

27 lines H2023 is on various lines on the 
Prioritized List.  The other 3 
supported employment HCPCS 

codes (H2024-H2026) are 
ancillary.  Supported 
employment is based on 
disability status, not underlying 
diagnosis, and ability to access 
this program is determined by 
extensive federal and state 
rules. 

Remove H2023 from all lines on 
the Prioritized List 
 
Advise HSD to place H2023 on the 
Ancillary List 

H2011 Crisis intervention service, 

per 15 minutes 
 Crisis intervention HCPCS codes 

are currently on the mental health 

lines. Advocates requested that 

H2011 be Diagnostic.  BHAP 

unanimously agreed. 

Remove H2011 from all lines on 
the Prioritized List 
 
Advise HSD to place H2011 on the 
Diagnostic Workup File 
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Question: Which mental health conditions should be paired with residential treatment? 
 
Question source: BHAP 
 
Issue: HSD requested that HCPCS H0018 (Behavioral health; short-term residential (non-hospital 
residential treatment program), without room and board, per diem) be added to line 66 SUBSTANCE-
INDUCED MOOD, ANXIETY, DELUSIONAL AND OBSESSIVE-COMPULSIVE DISORDERS to pair with F15.94 
(Other stimulant use, unspecified with stimulant-induced mood disorder). H00018 is currently on 
multiple mental health lines, including lines for mood disorders.  BHAP requested that HERC staff review 
previous work from the Mental Health and Chemical Dependency Subcommittee regarding placement of 
residential treatment and make placement/removal recommendations. 
 
In March, 2003, MHCD recommended: Do not pair residential treatment with lines 305 (Obsessive 
Compulsive Disorders), 513 (Somatization Disorders), 514 (Simple Phobia), 515 (Social Phobia), and 615 
(Factitious Disorders).  The following lines were recommended for residential treatment: 145 Anorexia 
nervosa, 146 reactive attachment disorders, 162 Schizophrenia, 163 Major depression, recurrent, 164 
bipolar disorders, 189 Major depression, mild/single episode, 190 other psychoses, 268 oppositional 
defiant disorder, 374 conduct disorder, child, 376 Bulimia nervosa, 390 paranoid disorder,  432 
Functional encopresis, 458 Eating disorder NOS, 459 Dissociative disorders, 460 Chronic Organic MH 
Disorders, 569 impulse disorders, 616 Hypochondriasis.  Short term only residential treatment was 
approved for 425 borderline personality, and 427 schizotypal personality. 
 
In regards to the specific question from HSD, the 2003 MHCD review did not recommend residential 
treatment for substance induced delirium or delusions, OCD, or anxiety.  
 
HERC staff/BHAP recommendations: 

1) Do not add HCPCS H0018 (Behavioral health; short-term residential (non-hospital residential 
treatment program) to line 66 SUBSTANCE-INDUCED MOOD, ANXIETY, DELUSIONAL AND 
OBSESSIVE-COMPULSIVE DISORDERS 

2) Remove HCPCS H0018 from lines – see table below 
a. 153 FEEDING AND EATING DISORDERS OF INFANCY OR CHILDHOOD 
b. 216 NON-SUBSTANCE-RELATED ADDICTIVE BEHAVIORAL DISORDERS 
c. 257 PSYCHOLOGICAL FACTORS AGGRAVATING PHYSICAL CONDITION (EG. ASTHMA, 

CHRONIC GI CONDITIONS, HYPERTENSION) 
d. 394 SEPARATION ANXIETY DISORDER 
e. 397 PANIC DISORDER; AGORAPHOBIA    
f. 419 OVERANXIOUS DISORDER; GENERALIZED ANXIETY DISORDER; ANXIETY DISORDER, 

UNSPECIFIED 
g. 442 STEREOTYPY/HABIT DISORDER AND SELF-ABUSIVE BEHAVIOR DUE TO 

NEUROLOGICAL DYSFUNCTION  
h. 466 OBSESSIVE-COMPULSIVE DISORDERS    
i. 554 SOMATIC SYMPTOMS AND RELATED DISORDERS 
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Line  Approved 2003 
Review 

HERC staff/BHAP 
recommendation 

Comments 

4 SUBSTANCE USE DISORDER Not reviewed   

7 MAJOR DEPRESSION, RECURRENT; MAJOR DEPRESSION, SINGLE 
EPISODE, SEVERE 

Yes   

26 SCHIZOPHRENIC DISORDERS Yes   

29 BIPOLAR DISORDERS Yes   

101 BORDERLINE PERSONALITY DISORDER    Short term only   

153 FEEDING AND EATING DISORDERS OF INFANCY OR CHILDHOOD Not reviewed Remove Line not on List in 2003 

177 POSTTRAUMATIC STRESS DISORDER    No   

206 CHRONIC ORGANIC MENTAL DISORDERS INCLUDING 
DEMENTIAS    

Yes   

208 DEPRESSION AND OTHER MOOD DISORDERS, MILD OR 
MODERATE    

Yes  Mild episode of major 
depression was yes, chronic 
depression was no 

216 NON-SUBSTANCE-RELATED ADDICTIVE BEHAVIORAL DISORDERS No Remove Gambling is only diagnosis on 
line 

257 PSYCHOLOGICAL FACTORS AGGRAVATING PHYSICAL CONDITION 
(EG. ASTHMA, CHRONIC GI CONDITIONS, HYPERTENSION) 

No Remove  

282 OTHER PSYCHOTIC DISORDERS    Yes   

287 ANOREXIA NERVOSA Yes   

386 BULIMIA NERVOSA AND UNSPECIFIED EATING DISORDERS Yes   

394 SEPARATION ANXIETY DISORDER No Remove  

397 PANIC DISORDER; AGORAPHOBIA    No Remove  

412 DISSOCIATIVE DISORDERS    Yes   

417 SCHIZOTYPAL PERSONALITY DISORDERS    Short term only   

419 OVERANXIOUS DISORDER; GENERALIZED ANXIETY DISORDER; 
ANXIETY DISORDER, UNSPECIFIED 

No Remove  

425 OPPOSITIONAL DEFIANT DISORDER    Yes   

442 STEREOTYPY/HABIT DISORDER AND SELF-ABUSIVE BEHAVIOR 
DUE TO NEUROLOGICAL DYSFUNCTION   

No Remove  
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454 REACTIVE ATTACHMENT DISORDER OF INFANCY OR EARLY 
CHILDHOOD   

Yes   

466 OBSESSIVE-COMPULSIVE DISORDERS    No Remove  

474 ENCOPRESIS NOT DUE TO A PHYSIOLOGICAL CONDITION Yes   

483 CONDUCT DISORDER, AGE 18 OR UNDER    Yes   

549 IMPULSE DISORDERS Yes   

554 SOMATIC SYMPTOMS AND RELATED DISORDERS No Remove  
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Question: How should Avoidant/Restrictive Food Intake Disorder be indicated on the Prioritized List? 
 
Question source: Chris Potter, on behalf of the Kartini Clinic 
 
Issue: Avoidant/Restrictive Food Intake Disorder is coded by ICD-10 F50.8 (Other eating disorder).  The 
2017 ICD-10 coding set has broken F50.8 down into F50.81 (Binge eating disorder) and F50.89 (Other 
specified eating disorder). For the ICD-10 conversion, BHAP placed F50.9 on line 386 BULIMIA NERVOSA 
AND UNSPECIFIED EATING DISORDERS with a coding specification: “ICD-10-CM F50.8 is included on this 
line only for binge eating disorder. All other diagnoses using this code (i.e. pica in adults) are included on 
line 664 PICA.”  Of note, PICA is now line 635 and F50.8 does not appear on line 635.  The ICD-9 code 
referred to by Mr. Potter, ICD-9 307.59 (Other disorders of eating) was on line 153 FEEDING AND 
EATING DISORDERS OF INFANCY OR CHILDHOOD.  307.59 included binge eating disorder, feeding 
disorder of infancy or early childhood, refusing food, psychogenic loss of appetite, and a variety of other 
subdiagnoses.  

 
From Mr. Potter: 

I am writing you on behalf of my Consulting Client, The Kartini Clinic, regarding an apparent gap 
is the ICD 10 code assignment for the Diagnosis of Avoidant/Restrictive Food Intake Disorder 
(ARFID).  This diagnosis was added during development of DSM-5.  The DSM-V code for 
Avoidant/Restrictive Food Intake Disorder is 307.59.  Unfortunately, this DSM code maps to ICD 
10 as F50.8 on Prioritized List Line 386 for “Bulimia Nervosa And Unspecified Eating 
Disorders.”  The caveat of this concern is written at the end of this Line, “ICD-10-CM F50.8 is 
included on this line only for binge eating disorder. All other diagnoses using this code (i.e. pica 
in adults) are included on Line 664, pica.”  Since ARFID is neither ‘Binge Eating Disorder,’ nor 
‘Pica,’ there is no place to enter ARFID as a legitimate Eating Disorder on ICD 10.   

 
This became a concern, and barrier to treatment, for an individual referred to Kartini Clinic, 
using the F50.8 ICD 10 code for ARFID.  The Prior Authorization was initially declined, and it took 
some effort to rectify the situation.  ARFID had been previously grouped, in DSM-IV with the 
diagnosis of FEEDING AND EATING DISORDERS OF INFANCY OR CHILDHOOD (Line 153).  Since 
ARFID is now a recognized diagnosis in DSM-5, I am asking that the committee consider adding it 
to the Prioritized List, or differentiating it from 'Pica' and 'Binge Eating Disorder.'   
 

HERC staff/BHAP recommendations: 
1) Add ICD-10 F50.89 (Other specified eating disorder) to line 153 FEEDING AND EATING 

DISORDERS OF INFANCY OR CHILDHOOD and line 635 PICA 
a. Keep on line 386 BULIMIA NERVOSA AND UNSPECIFIED EATING DISORDERS 
b. Add a coding specification to lines 153 and 635 as shown below 

i. “ICD-10 F50.89 is included on lines 153 for avoidant/restrictive food intake 
disorder and on line 386 for psychogenic loss of appetite.  ICD-10 F50.89 is 
included on line 635 for pica in adults and for all other diagnoses using this 
code.” 

2) Keep ICD-10 F50.81 (Binge eating disorder) on line 386 
3) Remove the coding specification from line 386 as it no longer pertains to that line 

a. “ICD-10-CM F50.8 is included on this line only for binge eating disorder. All other 
diagnoses using this code (i.e. pica in adults) are included on line 664 PICA.”   
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Code Code Description Line(s) Involved Issue Recommendation(s) 

29822  Arthroscopy, shoulder, 
surgical; debridement, limited 

157 PYOGENIC ARTHRITIS HSD requested addition of 29822 
to line 157 to pair with M0.09 
(Pyogenic arthritis, unspecified). 
The similar code 29823 (extensive 
debridement) is on line 157 
 

Add 29822 to line 157 

29821 Arthroscopy, shoulder, surgical; 
synovectomy, complete 

406 BENIGN CONDITIONS OF 
BONE AND JOINTS AT HIGH RISK 
FOR COMPLICATIONS 

M12.211 (Villonodular synovitis 
(pigmented), right shoulder) is on 
406, 561.  29821 is on 157, 361, 
423. Synovectomy is the standard 
treatment for this condition. 
 

Add 29821 to line 406 

B69.0 Cysticercosis of central nervous 
system 

338 BENIGN CEREBRAL CYSTS    HSD requested that B69.0 pair 
with CPT 61516 (Craniectomy, 
trephination, bone flap 
craniotomy; for excision or 
fenestration of cyst, 
supratentorial) which is on line 
338.  B69.0 is currently on line 329 
CYSTICERCOSIS, OTHER CESTODE 
INFECTION, TRICHINOSIS 
 

Add B69.0 to line 338 

37212  Transcatheter therapy, venous 
infusion for thrombolysis, any 
method, including radiological 
supervision and interpretation, 
initial treatment day 

51 DEEP ABSCESSES, INCLUDING 
APPENDICITIS AND PERIORBITAL 
ABSCESS 

HSD has requested that G08 
(Intracranial and intraspinal 
phlebitis and thrombophlebitis) 
pair with CPT 37212.  G08 
currently is on line 51, which is 
where the ICD-9 equivalent was 
also located.  37212 is on lines 
83,285 which do not have other 
appropriate intracranial CPTs. 
 

Add 37212 to line 51 
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Code Code Description Line(s) Involved Issue Recommendation(s) 

38747 
 

Abdominal lymphadenectomy, 
regional, including celiac, 
gastric, portal, peripancreatic, 
with or without para-aortic and 
vena caval nodes  

321 CANCER OF PANCREAS HSD requested that 38747 pair 
with C25.0 (Malignant neoplasm 
of head of pancreas).  38747 is 
currently on lines 220,234,427,574 

Add 38747 to line 321 

15100 Split-thickness autograft, trunk, 
arms, legs; first 100 sq cm or 
less, or 1% of body area of 
infants and children 

205 CANCER OF BONES HSD requested that 15100 pair 
with C41.1 (Malignant neoplasm 
of mandible).  15100 is currently 
on 16 lines  

Add 15100 to line 205 

67917 
 

Repair of ectropion; extensive 
(eg, tarsal strip operations) 

280 CANCER OF SKIN, EXCLUDING 
MALIGNANT MELANOMA 

HSD requested that 67917 pair 
with C44.122 (Squamous cell 
carcinoma of skin of right eyelid, 
including canthus). 67917 is 
currently on lines 475,489,499. 

Add 67917 to line 280 

21230 
 
 
21235 
 

Graft; rib cartilage, 
autogenous, to face, chin, nose 
or ear  
Graft; ear cartilage, 
autogenous, to nose or ear 
(includes obtaining graft) 

280 CANCER OF SKIN, EXCLUDING 
MALIGNANT MELANOMA 

HSD requested that 21235 pair 
with C44.321 (Squamous cell 
carcinoma of skin of nose). 21235 
is on lines 207,380,647.  21230 is 
appropriate to pair as well 

Add 21230 and 21235 to line 280 

77293 Respiratory motion 
management simulation 

321 CANCER OF PANCREAS HSD requested that 77293 pair 
with C25.0 (Malignant neoplasm 
of head of pancreas). 77293 is on 
30+ lines 
 

Add 77293 to line 321 

43266 Esophagogastroduodenoscopy, 
flexible, transoral; with 
placement of endoscopic stent 
(includes pre- and post-dilation 
and guide wire passage, when 
performed) 
 

220 CANCER OF STOMACH HSD requested that 43266 pair 
with C16.4 (Malignant neoplasm 
of pylorus). 43266 is on lines 
319,383,595,642 

Add 43266 to line 220 
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Code Code Description Line(s) Involved Issue Recommendation(s) 

31600 Tracheostomy, planned 205 CANCER OF BONES HSD requested that 31600 pair 
with C41.1 (Malignant neoplasm 
of mandible).  31600 is currently 
on 18 lines 

Add 31600 to line 205 

38720  
 
38724 

Cervical lymphadenectomy 
(complete)  
Cervical lymphadenectomy 
(modified radical neck 
dissection) 

205 CANCER OF BONES HSD requested that 38724 pair 
with C41.1 (Malignant neoplasm 
of mandible).  38724 is currently 
on lines 215, 234, 280, 292, 319, 
427, 574,595.  38724 is also 
appropriate. 
 

Add 38720 and 38724 to line 205 

38760 Inguinofemoral 
lymphadenectomy, superficial, 
including Cloquet's node 

291 CANCER OF VAGINA, VULVA, 
AND OTHER FEMALE GENITAL 
ORGANS 

HSD requested that 38760 pair 
with C51.9 (Malignant neoplasm 
of vulva, unspecified). 38760 is on 
lines 234, 242, 280, 402, 403, 427, 
574. CPT 37862 and 37864 
(Limited lymphadenectomy for 
staging) is on line 291.  Standard 

treatment is radical vulvectomy 

plus unilateral or bilateral 

lymphadenectomy. 
 

Add 38760 to line 291 

77789 Surface application of low dose 
rate radionuclide source 

117 CANCER OF EYE AND ORBIT    HSD requested that 77789 pair 
with C69.31 (Malignant neoplasm 
of right choroid). Line 117 has 
generally all of the other radiation 
therapy codes.  77789 is on most 
radiation therapy lines.  
Brachytherapy appears to be 
standard treatment for choroid 
malignancies. 
 

Add 77789 to line 117 
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Code Code Description Line(s) Involved Issue Recommendation(s) 

49203-
49205 

Excision or destruction, open, 
intra-abdominal tumors, cysts 
or endometriomas, 1 or more 
peritoneal, mesenteric, or 
retroperitoneal primary or 
secondary tumors; 

219 CANCER OF KIDNEY AND 
OTHER URINARY ORGANS 

HSD requested that 49404 pair 
with C62.11 (Malignant neoplasm 
of descended right testis) and 
C64.2 (Malignant neoplasm of left 
kidney, except renal pelvis).  For 
testicular cancer, this is generally 
codes as a lymphadenectomy.  
Other abdominal organ 
malignancies (stomach, colon, 
etc.) have this codes series paired. 

Add 49203-49205 to line 219 

78816 Positron emission tomography 
(PET) with concurrently 
acquired computed 
tomography (CT) for 
attenuation correction and 
anatomical localization 
imaging; whole body 

117 CANCER OF EYE AND ORBIT HSD requested that 78816 pair 
with C69.3 (Malignant neoplasm 
of choroid).  This ICD-10 code 
includes choroid melanoma (the 
most common choroid 
malignancy).  GN19 specifies that 
PET scans are covered for initial 
staging of melanoma. 

Add 78816 to line 117 
 
Add Line 117 to GN19 PET SCAN 
GUIDELINES 

21210 Graft, bone; nasal, maxillary or 
malar areas (includes obtaining 
graft) 

305 CLEFT PALATE AND/OR CLEFT 
LIP   

HSD requested pairing of 21210 
with cleft palate. 21210 is 
currently on lines 207, 233, 587, 
647. The bone graft is done as part 
of the cleft repair. 

Add 21210 to line 305 
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Question: Where should ankle arthritis be prioritized? 
 
Question source: HERC staff, Chris Seuferling, DPM and Ejiro Isiorho, DPM  
 
Issue: During the ICD-10 podiatry review, the podiatry experts recommended moving ankle arthritis 
(M24.17x Other articular cartilage disorders, ankle/foot) from line 545 DEFORMITIES OF FOOT to line 

436 INTERNAL DERANGEMENT OF KNEE AND LIGAMENTOUS DISRUPTIONS OF THE KNEE, RESULTING IN 
SIGNIFICANT INJURY/IMPAIRMENT as they felt that ankle arthritis was of equivalent severity to knee 
arthritis.  They also proposed moving a set of CPT codes for repair of ankle arthritis to this line (CPT 

codes 20920-20924,27612,27690-27692,28008,28010,28035,28050-28072,28086-28092,28110-
28119,28126-28160,28220-28341,28360,28705-28760,29450,29750,29891-29907).  This 
recommendation was discussed at two VBBS meetings, but never approved.  However, M24.17 was 
moved to line 436 in error, but none of the proposed CPT codes for repair were moved.  M24.17 also 
currently appears on line 392 DEFORMITY/CLOSED DISLOCATION OF MINOR JOINT AND RECURRENT 
JOINT DISLOCATIONS; it no longer appears on line 545.  The relevant repair CPT codes for ankle arthritis 
appear on line 392.  In a separate issue for this meeting, HERC staff are proposing deletion of line 392.  
The other M24.1 series codes for other non-ankle joints appear on line 392 and line 530 DEFORMITIES 
OF UPPER BODY AND ALL LIMBS other than the hip diagnosis (M24.15) which appears on the line 361 in 
addition to lines 392 and 530. 
 
There are multiple other ICD-10 codes which can be used for ankle arthritis, which appear in the table 
below.  These codes are on inconsistent lines and may or may not have CPT codes pairing with them that 
are appropriate for surgical repair.  
 
Of note, major arthritis or recurrent dislocations of foot joints appear on line 364 DEFORMITY/CLOSED 
DISLOCATION OF MAJOR JOINT AND RECURRENT JOINT DISLOCATIONS.  Another appropriate arthritis 

line is 361 RHEUMATOID ARTHRITIS, OSTEOARTHRITIS, OSTEOCHONDRITIS DISSECANS, AND 
ASEPTIC NECROSIS OF BONE. 
 
This topic was discussed at the October, 2016 VBBS meeting, and the podiatry experts 
presented alternative ICD-10 code placement recommendations.  HERC staff was directed to 
work with the podiatry experts to finalize the code placements.  
 
Specifically, the podiatry experts requested  

1) M12.87 (Other specific arthropathies, not elsewhere classified, ankle and foot) considered for 
placement on lines 361 and 467 as they felt this code series represented arthritides such 
as ankylosing spondylitis, calcium pyrophosphate deposition disease, and septic joint.  
M02.87 (Other reactive arthropathies, ankle and foot), M12.57 (Traumatic arthropathy, 
ankle and foot), M19.07 (Primary osteoarthritis, ankle and foot), M19.27 (Secondary 
osteoarthritis, ankle and foot) are currently on line 261.  Ankylosing spondylitis generally 
only affects the axial skeleton (spine). The entire M11.8 series (Other specified crystal 
arthropathies, various joints) is currently on 663 MUSCULOSKELETAL CONDITIONS WITH 
NO OR MINIMALLY EFFECTIVE TREATMENTS OR NO TREATMENT NECESSARY and is the 
correct coding for calcium pyrophosphate deposition disease.  Line 501 CALCIUM 
PYROPHOSPHATE DEPOSITION DISEASE (CPPD) AND HYDROXYAPETITE DEPOSITION 
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DISEASE is the designated line for this type of condition.  The M00 series is designated 
for septic joints and are located on 157 PYOGENIC ARTHRITIS.  HERC staff feel that the 
original recommendation of line 663 was more appropriate, and further suggest moving 
M11.8 series to line 501. 

2) The podiatry experts suggested that M24.17 (Other articular cartilage disorders, ankle or 

foot), M24.87 (Other specific joint derangements of ankle, not elsewhere classified), and 

M25.87 (Other specified joint disorders, ankle and foot) be placed on lines 361, 364, and 467 
to allow treatment for osteochondritis dissecans.  Osteochondritis dissecans is coded 
with M93.27 (Osteochondritis dissecans, ankle and joints of foot), which is currently on 
line 361 RHEUMATOID ARTHRITIS, OSTEOARTHRITIS, OSTEOCHONDRITIS DISSECANS, 
AND ASEPTIC NECROSIS OF BONE.   

3) The podiatry experts suggested that M24.17 (Other articular cartilage disorders, ankle or 

foot), M24.87 (Other specific joint derangements of ankle, not elsewhere classified), and 

M25.87 (Other specified joint disorders, ankle and foot) be placed on lines 361, 364, and 467 
for recurrent deformity with articular changes.  The M24.15 series (Other articular 
cartilage disorders, unspecified hip) are on lines 361 and 530 DEFORMITIES OF UPPER 
BODY AND ALL LIMBS.  M24.17 (Recurrent dislocation, ankle) is on line 364 
DEFORMITY/CLOSED DISLOCATION OF MAJOR JOINT AND RECURRENT JOINT 
DISLOCATIONS 

4) The podiatry experts suggested that M24.17 (Other articular cartilage disorders, ankle or 

foot), M24.87 (Other specific joint derangements of ankle, not elsewhere classified), and 

M25.87 (Other specified joint disorders, ankle and foot) be placed on lines 361, 364, and 467 
for diagnostic and therapeutic injections. 
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HERC staff recommendations: 
1) Consolidate all specific ankle arthritis ICD-10 diagnosis codes to the arthritis medical and surgical 

lines (lines 361 and 467) as shown in the table below 
a. Leave “not elsewhere classified” and other non-specific diagnoses on uncovered lines 
b. Appropriate surgical CPT codes appear on line 361 for repair  
c. ICD-10 M24.17 (Other articular cartilage disorders, ankle and foot) should only appear 

on an uncovered line as the primary types of arthritis (osteoarthritis, traumatic arthritis, 
etc.) are already on the upper lines 

d. Some codes appear on inappropriate lines and are proposed for more appropriate 
placement 

2) Move the M11.8 series (Other specified crystal arthropathies, various joints) to line 501 
CALCIUM PYROPHOSPHATE DEPOSITION DISEASE (CPPD) AND HYDROXYAPETITE 
DEPOSITION DISEASE  

a. Remove from line 663 MUSCULOSKELETAL CONDITIONS WITH NO OR 
MINIMALLY EFFECTIVE TREATMENTS OR NO TREATMENT NECESSARY 

b. Calcium pyrophosphate deposition disease and hydroxyapatite deposition 
disease are listed as subdiagnoses for these codes 
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ICD-10 
Code 

Code Description Current line(s) Recommended 
Line(s) 

M11.8 Other specified crystal 
arthropathies 

663 MUSCULOSKELETAL CONDITIONS WITH NO 
OR MINIMALLY EFFECTIVE TREATMENTS OR NO 
TREATMENT NECESSARY 

501 CALCIUM 
PYROPHOSPHATE 
DEPOSITION 
DISEASE (CPPD) 
AND 
HYDROXYAPETITE 
DEPOSITION 
DISEASE 

M12.57 Traumatic arthropathy, 
ankle and foot 

361 RHEUMATOID ARTHRITIS, OSTEOARTHRITIS, 
OSTEOCHONDRITIS DISSECANS, AND ASEPTIC 
NECROSIS OF BONE (surgical line) 
467 OSTEOARTHRITIS AND ALLIED DISORDERS 
(medical line) 

361, 467 

M12.87 Other specific 
arthropathies, not 
elsewhere classified, ankle 
and foot 

663  663 

M13.17 Monoarthritis, not 
elsewhere classified, ankle 
and foot 

663 663 

M13.87 Other specified arthritis, 
ankle and foot 

467 361, 467 

M19.07 Primary osteoarthritis, 
ankle and foot 

361,467 361,467 

M19.17 Post-traumatic 
osteoarthritis, ankle and 
foot 

361,467 361,467 

M19.27 Secondary osteoarthritis, 
ankle and foot 

361,467 361,467 

M24.17  Other articular cartilage 
disorders, ankle or foot 

392 DEFORMITY/CLOSED DISLOCATION OF 
MINOR JOINT AND RECURRENT JOINT 
DISLOCATIONS 
436 INTERNAL DERANGEMENT OF KNEE AND 
LIGAMENTOUS DISRUPTIONS OF THE KNEE, 
RESULTING IN SIGNIFICANT 
INJURY/IMPAIRMENT 

361, 364, 467 392 
and 436 
 

M24.87 Other specific joint 
derangements of ankle, 
not elsewhere classified 

364 DEFORMITY/CLOSED DISLOCATION OF 
MAJOR JOINT AND RECURRENT JOINT 
DISLOCATIONS 
545 DEFORMITIES OF FOOT 

361, 364, 467 545 
 

M25.87 Other specified joint 
disorders, ankle and foot 

530 DEFORMITIES OF UPPER BODY AND ALL 
LIMBS 

361, 364, 467 530 
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Question: Should unspecified and NEC diagnosis codes for malabsorption be moved to a low priority 
line? 
 
Question source: Alison Little, MD, CCO Medical Director 
 
Issue: there are several unspecified and otherwise non-specific ICD-10 codes for intestinal 
malabsorption and inflammation which are on lines prioritized above the current funding line.  These 
codes are being used for Small intestinal bacterial overgrowth (SIBO) and other non-standard diagnoses 
which can have expensive treatments or treatments with unknown effectiveness.  
 
HERC traditionally has placed unspecified and NEC codes on very low priority lines. 
 
More specific codes exist for the conditions represented by these codes; for example ICD-10 K90.89 
(Other intestinal malabsorption) which is on line 232 INTESTINAL MALABSORPTION. 
 
ICD-10 A04.9 and K90.9 have no subdiagnoses.   
 
ICD-10 K90.49 (Malabsorption due to intolerance, not elsewhere classified) includes fat malabsorption, 
chronic steatorrhea, infant intolerance of formula, milk intolerance and protein-losing enteropathy as 
subdiagnoses.  K90.49 is on line 232 INTESTINAL MALABSORPTION. 
 
HERC staff recommendations: 

1) Add ICD-10 A04.9 (Bacterial intestinal infection, unspecified) to line 664 GASTROINTESTINAL 
CONDITIONS WITH NO OR MINIMALLY EFFECTIVE TREATMENTS OR NO TREATMENT 
NECESSARY   

a. Remove A04.9 from line 150 ENTERIC INFECTIONS AND OTHER BACTERIAL FOOD 
POISONING 

2) Add ICD-10 K90.9 (Intestinal malabsorption, unspecified) to line 555 OTHER NONINFECTIOUS 
GASTROENTERITIS AND COLITIS  

a. Remove K90.0 from line 232 INTESTINAL MALABSORPTION 
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Ventral hernias Page 1 
 

 
Question: Should the complicated hernia guideline be edited for clarity? 
 
Question source: Alison Little, MD, Medical Director, PacificSource 
 
Issue:  There is still confusion about obstructed versus incarcerated ventral hernias and 
whether they fall on Line 172 or on Line 527.   
 
 
GUIDELINE NOTE 24, COMPLICATED HERNIAS 
Lines 172,527 
Complicated hernias are included on Line 172 if they cause symptoms of obstruction 
and/or strangulation. Incarcerated hernias (defined as non-reducible by physical 
manipulation) are also included on Line 172, excluding ventral hernias. Incarcerated 
ventral hernias are included on Line 527, because the chronic incarceration of large 
ventral hernias does not place the patient at risk for impending strangulation. 
 
HERC Staff Recommendation:  

1) Modify Guideline Note 24 as follows: 
 

GUIDELINE NOTE 24, COMPLICATED HERNIAS 
Lines 172,527 
Complicated hernias are included on Line 172 if they cause symptoms of 
intestinal obstruction and/or strangulation. Incarcerated hernias (defined as 
non-reducible by physical manipulation) are also included on Line 172, excluding 
incarcerated ventral hernias. Incarcerated ventral hernias are included on Line 
527, because the chronic incarceration of large ventral hernias does not place 
the patient at risk for impending strangulation.  

 

VbBS Issue Summary Docs from 11-10-2016



VbB
S Is

su
e S

um
mary

 D
oc

s f
rom

 11
-10

-20
16

2017 CPT Codes

Straightforward

Code Description Placement Comments

27197 Closed treatment of posterior pelvic ring fracture(s), 

dislocation(s), diastasis or subluxation of the ilium, 

sacroiliac joint, and/or sacrum, with or without 

anterior pelvic ring fracture(s) and/or dislocation(s) of 

the pubic symphysis and/or superior/inferior rami, 

unilateral or bilateral; without manipulation

187 FRACTURE OF PELVIS, OPEN AND CLOSED  27193 and 27914 (Closed treatment of pelvic ring 

fracture, dislocation, diastasis or subluxation) are 

on line 187

27198 Closed treatment of posterior pelvic ring fracture(s), 

dislocation(s), diastasis or subluxation of the ilium, 

sacroiliac joint, and/or sacrum, with or without 

anterior pelvic ring fracture(s) and/or dislocation(s) of 

the pubic symphysis and/or superior/inferior rami, 

unilateral or bilateral; with manipulation, requiring 

more than local anesthesia (ie, general anesthesia, 

moderate sedation, spinal/epidural)

187 FRACTURE OF PELVIS, OPEN AND CLOSED  see above 

28291 Hallux rigidus correction with cheilectomy, 

debridement and capsular release of the first 

metatarsophalangeal joint; with implant

361 RHEUMATOID ARTHRITIS, OSTEOARTHRITIS, 

OSTEOCHONDRITIS DISSECANS, AND ASEPTIC 

NECROSIS OF BONE

Discussed with hallux rigidus topic October 2016

28295 Correction, hallux valgus (bunionectomy), with 

sesamoidectomy, when performed; with proximal 

metatarsal osteotomy, any method

545 DEFORMITIES OF FOOT Bunions are on line 545

31551 Laryngoplasty; for laryngeal stenosis, with graft, 

without indwelling stent placement, younger than 12 

years of age

47 CLEFT PALATE WITH AIRWAY OBSTRUCTION   

70 LARYNGEAL STENOSIS OR PARALYSIS WITH 

AIRWAY COMPLICATIONS

521 PARALYSIS OF VOCAL CORDS OR LARYNX

31582 (Laryngoplasty; for laryngeal stenosis, with 

graft or core mold, including tracheotomy) is on 

47,70,521 (removed from 367 August 2016)

31552 Laryngoplasty; for laryngeal stenosis, with graft, 

without indwelling stent placement, age 12 years or 

older

47, 70, 521 See above

31553 Laryngoplasty; for laryngeal stenosis, with graft, with 

indwelling stent placement, younger than 12 years of 

age

47, 70, 521 See above

31554 Laryngoplasty; for laryngeal stenosis, with graft, with 

indwelling stent placement, age 12 years or older

47, 70, 521 See above

1VbBS Issue Summary Docs from 11-10-2016



VbB
S Is

su
e S

um
mary

 D
oc

s f
rom

 11
-10

-20
16

2017 CPT Codes

Straightforward

Code Description Placement Comments

31572 Laryngoscopy, flexible; with ablation or destruction of 

lesion(s) with laser, unilateral

210 SUPERFICIAL ABSCESSES AND CELLULITIS

292 CANCER OF ORAL CAVITY, PHARYNX, NOSE 

AND LARYNX  

377 BENIGN NEOPLASM OF RESPIRATORY AND 

INTRATHORACIC ORGANS  

641 BENIGN POLYPS OF VOCAL CORDS   

31512 (Laryngoscopy, indirect; with removal of 

lesion) is on lines 121 FOREIGN BODY IN 

PHARYNX, LARYNX, TRACHEA, BRONCHUS AND 

ESOPHAGUS, 210,377

31540 (Laryngoscopy, direct, operative, with 

excision of tumor and/or stripping of vocal cords 

or epiglottis) is on lines 210,292,319 CANCER OF 

ESOPHAGUS,641

31573 Laryngoscopy, flexible; with therapeutic injection(s) 

(eg, chemodenervation agent or corticosteroid, 

injected percutaneous, transoral, or via endoscope 

channel), unilateral

210 SUPERFICIAL ABSCESSES AND CELLULITIS

367 DYSTONIA (UNCONTROLLABLE); LARYNGEAL 

SPASM  

31571 (Laryngoscopy, direct, with injection into 

vocal cord(s), therapeutic) is on 210,367

31574 Laryngoscopy, flexible; with injection(s) for 

augmentation (eg, percutaneous, transoral), unilateral

70 LARYNGEAL STENOSIS OR PARALYSIS WITH 

AIRWAY COMPLICATIONS

521 PARALYSIS OF VOCAL CORDS OR LARYNX

Used for vocal cord paralysis, diagnosis on lines 70 

and 521

31591 Laryngoplasty, medialization, unilateral 70 LARYNGEAL STENOSIS OR PARALYSIS WITH 

AIRWAY COMPLICATIONS

521 PARALYSIS OF VOCAL CORDS OR LARYNX

Used for vocal cord paralysis, diagnosis on lines 70 

and 521

31592 Cricotracheal resection 267 CANCER OF LUNG, BRONCHUS, PLEURA, 

TRACHEA, MEDIASTINUM AND OTHER 

RESPIRATORY ORGANS

377 BENIGN NEOPLASM OF RESPIRATORY AND 

INTRATHORACIC ORGANS

Used for tracheal tumors and stenosis (malignant 

tracheal tumor C33 is on 267, benign D14.2 is on 

377)

Tracheal stenosis is coded J39.8 (Other specified 

diseases of upper respiratory tract) with is on 47 

CLEFT PALATE WITH AIRWAY OBSTRUCTION
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33390 Valvuloplasty, aortic valve, open, with 

cardiopulmonary bypass; simple (ie, valvotomy, 

debridement, debulking, and/or simple commissural 

resuspension)

73 ACUTE AND SUBACUTE ISCHEMIC HEART 

DISEASE, MYOCARDIAL INFARCTION  

86 MYOCARDITIS, PERICARDITIS, AND 

ENDOCARDITIS

110 CONGENITAL STENOSIS AND INSUFFICIENCY 

OF AORTIC VALVE  

190 RHEUMATIC MULTIPLE VALVULAR DISEASE

193 CHRONIC ISCHEMIC HEART DISEASE

228 DISEASES AND DISORDERS OF AORTIC VALVE

290 COMPLICATIONS OF A PROCEDURE ALWAYS 

REQUIRING TREATMENT  

Replaces 33400 (Valvuloplasty, aortic valve; open, 

with cardiopulmonary bypass) which was on lines 

73,86,110,190,193,228,290

Also replaces 33401 (Valvuloplasty, aortic valve; 

open, with inflow occlusion) which was on lines 

73,86,190,193,228,290

33391 Valvuloplasty, aortic valve, open, with 

cardiopulmonary bypass; complex (eg, leaflet 

extension, leaflet resection, leaflet reconstruction, or 

annuloplasty)

73 ACUTE AND SUBACUTE ISCHEMIC HEART 

DISEASE, MYOCARDIAL INFARCTION  

86 MYOCARDITIS, PERICARDITIS, AND 

ENDOCARDITIS

110 CONGENITAL STENOSIS AND INSUFFICIENCY 

OF AORTIC VALVE  

190 RHEUMATIC MULTIPLE VALVULAR DISEASE

193 CHRONIC ISCHEMIC HEART DISEASE

228 DISEASES AND DISORDERS OF AORTIC VALVE

290 COMPLICATIONS OF A PROCEDURE ALWAYS 

REQUIRING TREATMENT  

Replaces 33400 (Valvuloplasty, aortic valve; open, 

with cardiopulmonary bypass) which was on lines 

73,86,110,190,193,228,290

Also replaces 33401 (Valvuloplasty, aortic valve; 

open, with inflow occlusion) which was on lines 

73,86,190,193,228,290

36473 Endovenous ablation therapy of incompetent vein, 

extremity, inclusive of all imaging guidance and 

monitoring, percutaneous, mechanochemical; first 

vein treated

384 CHRONIC ULCER OF SKIN   

519 PHLEBITIS AND THROMBOPHLEBITIS, 

SUPERFICIAL   

522 POSTTHROMBOTIC SYNDROME

643 VARICOSE VEINS OF LOWER EXTREMITIES 

WITHOUT ULCER OR OTHER MAJOR 

COMPLICATION

36478 (Endovenous ablation therapy of 

incompetent vein, extremity, inclusive of all 

imaging guidance and monitoring, percutaneous, 

laser; first vein treated) and other similar codes 

are on lines 384,519,522,643
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36474 Endovenous ablation therapy of incompetent vein, 

extremity, inclusive of all imaging guidance and 

monitoring, percutaneous, mechanochemical; 

subsequent vein(s) treated in a single extremity, each 

through separate access sites (List separately in 

addition 

384 CHRONIC ULCER OF SKIN   

519 PHLEBITIS AND THROMBOPHLEBITIS, 

SUPERFICIAL   

522 POSTTHROMBOTIC SYNDROME

643 VARICOSE VEINS OF LOWER EXTREMITIES 

WITHOUT ULCER OR OTHER MAJOR 

COMPLICATION

See above

36901 Introduction of needle(s) and/or catheter(s), dialysis 

circuit, with diagnostic angiography of the dialysis 

circuit, including all direct puncture(s) and catheter 

placement(s), injection(s) of contrast, all necessary 

imaging from the arterial anastomosis and adjacent 

artery through entire venous outflow including the 

inferior or superior vena cava, fluoroscopic guidance, 

radiological supervision and interpretation and image 

documentation and report;

63 END STAGE RENAL DISEASE 

131 ACUTE KIDNEY INJURY

226 DISORDERS OF FLUID, ELECTROLYTE, AND 

ACID-BASE BALANCE  

290 COMPLICATIONS OF A PROCEDURE ALWAYS 

REQUIRING TREATMENT  

344 CHRONIC KIDNEY DISEASE

Replacing 36147 (Introduction of needle and/or 

catheter, arteriovenous shunt created for dialysis 

(graft/fistula); initial access with complete 

radiological evaluation of dialysis access, including 

fluoroscopy, image documentation and report) 

which was on lines 63,131,226,290,344

36902 Introduction of needle(s) and/or catheter(s), dialysis 

circuit, with diagnostic angiography of the dialysis 

circuit, including all direct puncture(s) and catheter 

placement(s), injection(s) of contrast, all necessary 

imaging from the arterial anastomosis and adjacent 

artery through entire venous outflow including the 

inferior or superior vena cava, fluoroscopic guidance, 

radiological supervision and interpretation and image 

documentation and report; with transluminal balloon 

angioplasty, peripheral dialysis segment, including all 

imaging and radiological supervision and interpretation 

necessary to perform the angioplasty

63 END STAGE RENAL DISEASE 

131 ACUTE KIDNEY INJURY

226 DISORDERS OF FLUID, ELECTROLYTE, AND 

ACID-BASE BALANCE  

290 COMPLICATIONS OF A PROCEDURE ALWAYS 

REQUIRING TREATMENT  

344 CHRONIC KIDNEY DISEASE

Replacing 36148 (Introduction of needle and/or 

catheter, arteriovenous shunt created for dialysis 

(graft/fistula); additional access for therapeutic 

intervention) which was on lines 63,131,226,344.  

Should also be on line 290 as dialysis stent 

stenosis is on line 290

also replacing 36870 (Thrombectomy, 

percutaneous, arteriovenous fistula, autogenous 

or nonautogenous graft (includes mechanical 

thrombus extraction and intra-graft thrombolysis)) 

which was on lines 63,131,290,344
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36903 Introduction of needle(s) and/or catheter(s), dialysis 

circuit, with diagnostic angiography of the dialysis 

circuit, including all direct puncture(s) and catheter 

placement(s), injection(s) of contrast, all necessary 

imaging from the arterial anastomosis and adjacent 

artery through entire venous outflow including the 

inferior or superior vena cava, fluoroscopic guidance, 

radiological supervision and interpretation and image 

documentation and report; with transcatheter 

placement of intravascular stent(s), peripheral dialysis 

segment, including all imaging and radiological 

supervision and interpretation necessary to perform 

the stenting, and all angioplasty within the peripheral 

dialysis segment

63 END STAGE RENAL DISEASE 

131 ACUTE KIDNEY INJURY

226 DISORDERS OF FLUID, ELECTROLYTE, AND 

ACID-BASE BALANCE  

290 COMPLICATIONS OF A PROCEDURE ALWAYS 

REQUIRING TREATMENT  

344 CHRONIC KIDNEY DISEASE

See above

36904 Percutaneous transluminal mechanical thrombectomy 

and/or infusion for thrombolysis, dialysis circuit, any 

method, including all imaging and radiological 

supervision and interpretation, diagnostic angiography, 

fluoroscopic guidance, catheter placement(s), and 

intraprocedural pharmacological thrombolytic 

injection(s);

63 END STAGE RENAL DISEASE 

131 ACUTE KIDNEY INJURY

226 DISORDERS OF FLUID, ELECTROLYTE, AND 

ACID-BASE BALANCE  

290 COMPLICATIONS OF A PROCEDURE ALWAYS 

REQUIRING TREATMENT  

344 CHRONIC KIDNEY DISEASE

See above

36905 Percutaneous transluminal mechanical thrombectomy 

and/or infusion for thrombolysis, dialysis circuit, any 

method, including all imaging and radiological 

supervision and interpretation, diagnostic angiography, 

fluoroscopic guidance, catheter placement(s), and 

intraprocedural pharmacological thrombolytic 

injection(s); with transluminal balloon angioplasty, 

peripheral dialysis segment, including all imaging and 

radiological supervision and interpretation necessary 

to perform the angioplasty

63 END STAGE RENAL DISEASE 

131 ACUTE KIDNEY INJURY

226 DISORDERS OF FLUID, ELECTROLYTE, AND 

ACID-BASE BALANCE  

290 COMPLICATIONS OF A PROCEDURE ALWAYS 

REQUIRING TREATMENT  

344 CHRONIC KIDNEY DISEASE

See above
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36906 Percutaneous transluminal mechanical thrombectomy 

and/or infusion for thrombolysis, dialysis circuit, any 

method, including all imaging and radiological 

supervision and interpretation, diagnostic angiography, 

fluoroscopic guidance, catheter placement(s),  and 

intraprocedural pharmacological thrombolytic 

injection(s); with transcatheter placement of 

intravascular stent(s), peripheral dialysis segment, 

including all imaging and radiological supervision and 

interpretation necessary to perform the stenting, and 

all angioplasty within the peripheral dialysis circuit

63 END STAGE RENAL DISEASE 

131 ACUTE KIDNEY INJURY

226 DISORDERS OF FLUID, ELECTROLYTE, AND 

ACID-BASE BALANCE  

290 COMPLICATIONS OF A PROCEDURE ALWAYS 

REQUIRING TREATMENT  

344 CHRONIC KIDNEY DISEASE

See above

36907 Transluminal balloon angioplasty, central dialysis 

segment, performed through dialysis circuit, including 

all imaging and radiological supervision and 

interpretation required to perform the angioplasty 

63 END STAGE RENAL DISEASE 

131 ACUTE KIDNEY INJURY

226 DISORDERS OF FLUID, ELECTROLYTE, AND 

ACID-BASE BALANCE  

290 COMPLICATIONS OF A PROCEDURE ALWAYS 

REQUIRING TREATMENT  

344 CHRONIC KIDNEY DISEASE

See above

36908 Transcatheter placement of intravascular stent(s), 

central dialysis segment, performed through dialysis 

circuit, including all imaging radiological supervision 

and interpretation required to perform the stenting, 

and all angioplasty in the central dialysis segment 

63 END STAGE RENAL DISEASE 

131 ACUTE KIDNEY INJURY

226 DISORDERS OF FLUID, ELECTROLYTE, AND 

ACID-BASE BALANCE  

290 COMPLICATIONS OF A PROCEDURE ALWAYS 

REQUIRING TREATMENT  

344 CHRONIC KIDNEY DISEASE

See above

36909 Dialysis circuit permanent vascular embolization or 

occlusion (including main circuit or any accessory 

veins), endovascular, including all imaging and 

radiological supervision and interpretation necessary 

to complete the intervention

63 END STAGE RENAL DISEASE 

131 ACUTE KIDNEY INJURY

226 DISORDERS OF FLUID, ELECTROLYTE, AND 

ACID-BASE BALANCE  

290 COMPLICATIONS OF A PROCEDURE ALWAYS 

REQUIRING TREATMENT  

344 CHRONIC KIDNEY DISEASE

See above
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37246 Transluminal balloon angioplasty (except lower 

extremity artery(ies) for occlusive disease, intracranial, 

coronary, pulmonary, or dialysis circuit), open or 

percutaneous, including all imaging and radiological 

supervision and interpretation necessary to perform 

the angioplasty within the same artery; initial artery

48 COARCTATION OF THE AORTA   

74 CONGENITAL PULMONARY VALVE ANOMALIES

110 CONGENITAL STENOSIS AND INSUFFICIENCY 

OF AORTIC VALVE  

228 DISEASES AND DISORDERS OF AORTIC VALVE   

240 LIMB THREATENING VASCULAR DISEASE, 

INFECTIONS, AND VASCULAR COMPLICATIONS

290 COMPLICATIONS OF A PROCEDURE ALWAYS 

REQUIRING TREATMENT  

310 DISORDERS OF ARTERIES, OTHER THAN 

CAROTID OR CORONARY  

354 NON-LIMB THREATENING PERIPHERAL 

VASCULAR DISEASE

452 ATHEROSCLEROSIS, AORTIC AND RENAL  

New codes replacing the following (along with 

accompanying radiology code): 

35450 (Transluminal balloon angioplasty, open; 

renal or other visceral artery): 240,354,452

35452 (Transluminal balloon angioplasty, open; 

aortic): 48,74,110,228,240,354,452

35458 (Transluminal balloon angioplasty, open; 

brachiocephalic trunk or branches, each vessel): 

240,354 

35471 (Transluminal balloon angioplasty, 

percutaneous; renal or visceral artery): 

32,240,290,310,354,452 [line 32 not appropriate]

35472 (Transluminal balloon angioplasty, 

percutaneous; aortic): 48,240,290,354

35475 (Transluminal balloon angioplasty, 

percutaneous; brachiocephalic trunk or branches, 

each vessel): 240,354

NOTE: line 240 contains LE artery occlusive dx 

(also contains UE artery dx
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37247 Transluminal balloon angioplasty (except lower 

extremity artery(ies) for occlusive disease, intracranial, 

coronary, pulmonary, or dialysis circuit), open or 

percutaneous, including all imaging and radiological 

supervision and interpretation necessary to perform 

the angioplasty within the same artery; each additional 

artery

48 COARCTATION OF THE AORTA   

74 CONGENITAL PULMONARY VALVE ANOMALIES

110 CONGENITAL STENOSIS AND INSUFFICIENCY 

OF AORTIC VALVE  

228 DISEASES AND DISORDERS OF AORTIC VALVE   

240 LIMB THREATENING VASCULAR DISEASE, 

INFECTIONS, AND VASCULAR COMPLICATIONS

290 COMPLICATIONS OF A PROCEDURE ALWAYS 

REQUIRING TREATMENT  

310 DISORDERS OF ARTERIES, OTHER THAN 

CAROTID OR CORONARY  

354 NON-LIMB THREATENING PERIPHERAL 

VASCULAR DISEASE

452 ATHEROSCLEROSIS, AORTIC AND RENAL  

See above

37248 Transluminal balloon angioplasty (except dialysis 

circuit), open or percutaneous, including all imaging 

and radiological supervision and interpretation 

necessary to perform the angioplasty within the same 

vein; initial vein

83 PHLEBITIS AND THROMBOPHLEBITIS, DEEP     

240 LIMB THREATENING VASCULAR DISEASE, 

INFECTIONS, AND VASCULAR COMPLICATIONS

285 BUDD-CHIARI SYNDROME, AND OTHER 

VENOUS EMBOLISM AND THROMBOSIS  

290 COMPLICATIONS OF A PROCEDURE ALWAYS 

REQUIRING TREATMENT   

354 NON-LIMB THREATENING PERIPHERAL 

VASCULAR DISEASE 

Replacing (along with accompanying radiology 

code):

35460 (Transluminal balloon angioplasty, open; 

venous):  240,354

35476 (Transluminal balloon angioplasty, 

percutaneous; venous): 83,240,285,290,354
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37249 Transluminal balloon angioplasty (except dialysis 

circuit), open or percutaneous, including all imaging 

and radiological supervision and interpretation 

necessary to perform the angioplasty within the same 

vein; each additional vein (List separately in add

83 PHLEBITIS AND THROMBOPHLEBITIS, DEEP     

240 LIMB THREATENING VASCULAR DISEASE, 

INFECTIONS, AND VASCULAR COMPLICATIONS

285 BUDD-CHIARI SYNDROME, AND OTHER 

VENOUS EMBOLISM AND THROMBOSIS  

290 COMPLICATIONS OF A PROCEDURE ALWAYS 

REQUIRING TREATMENT   

354 NON-LIMB THREATENING PERIPHERAL 

VASCULAR DISEASE 

See above

62320 Injection(s), of diagnostic or therapeutic substance(s) 

(eg, anesthetic, antispasmodic, opioid, steroid, other 

solution), not including neurolytic substances, 

including needle or catheter placement, interlaminar 

epidural or subarachnoid, cervical or thoracic; without 

imaging guidance

75 NEUROLOGICAL DYSFUNCTION IN BREATHING, 

EATING, SWALLOWING, BOWEL, OR BLADDER 

CONTROL CAUSED BY CHRONIC CONDITIONS; 

ATTENTION TO OSTOMIES

297 NEUROLOGICAL DYSFUNCTION IN POSTURE 

AND MOVEMENT CAUSED BY CHRONIC 

CONDITIONS  

Replaces deleted codes 62310 (Injection(s), of 

diagnostic or therapeutic substance(s) (including 

anesthetic, antispasmodic, opioid, steroid, other 

solution), not including neurolytic substances, 

including needle or catheter placement, includes 

contrast for localization when performed, epidural 

or subarachnoid; cervical or thoracic) and 63211 

(lumbar or sacral (caudal)): lines 75,297, as well as 

associated radiologic supervision codes.

62321 Injection(s), of diagnostic or therapeutic substance(s) 

(eg, anesthetic, antispasmodic, opioid, steroid, other 

solution), not including neurolytic substances, 

including needle or catheter placement, interlaminar 

epidural or subarachnoid, cervical or thoracic, with 

imaging guidance (ie, fluoroscopy or CT)

75 NEUROLOGICAL DYSFUNCTION IN BREATHING, 

EATING, SWALLOWING, BOWEL, OR BLADDER 

CONTROL CAUSED BY CHRONIC CONDITIONS; 

ATTENTION TO OSTOMIES

297 NEUROLOGICAL DYSFUNCTION IN POSTURE 

AND MOVEMENT CAUSED BY CHRONIC 

CONDITIONS  

See above
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62322 Injection(s), of diagnostic or therapeutic substance(s) 

(eg, anesthetic, antispasmodic, opioid, steroid, other 

solution), not including neurolytic substances, 

including needle or catheter placement, interlaminar 

epidural or subarachnoid, lumbar or sacral (caudal); 

without imaging guidance

75 NEUROLOGICAL DYSFUNCTION IN BREATHING, 

EATING, SWALLOWING, BOWEL, OR BLADDER 

CONTROL CAUSED BY CHRONIC CONDITIONS; 

ATTENTION TO OSTOMIES

297 NEUROLOGICAL DYSFUNCTION IN POSTURE 

AND MOVEMENT CAUSED BY CHRONIC 

CONDITIONS  

See above

62323 Injection(s), of diagnostic or therapeutic substance(s) 

(eg, anesthetic, antispasmodic, opioid, steroid, other 

solution), not including neurolytic substances, 

including needle or catheter placement, interlaminar 

epidural or subarachnoid, lumbar or sacral  (caudal); 

with imaging guidance (ie, fluoroscopy or CT)

75 NEUROLOGICAL DYSFUNCTION IN BREATHING, 

EATING, SWALLOWING, BOWEL, OR BLADDER 

CONTROL CAUSED BY CHRONIC CONDITIONS; 

ATTENTION TO OSTOMIES

297 NEUROLOGICAL DYSFUNCTION IN POSTURE 

AND MOVEMENT CAUSED BY CHRONIC 

CONDITIONS  

See above

62324 Injection(s), including indwelling catheter placement, 

continuous infusion or intermittent bolus, of diagnostic 

or therapeutic substance(s) (eg, anesthetic, 

antispasmodic, opioid, steroid, other solution), not 

including neurolytic substances, interlaminar epidural 

or subarachnoid, cervical or thoracic; without imaging 

guidance

Ancillary Replaces 62318 (Injection(s), including indwelling 

catheter placement, continuous infusion or 

intermittent bolus, of diagnostic or therapeutic 

substance(s) (including anesthetic, antispasmodic, 

opioid, steroid, other solution), not including 

neurolytic substances, includes contrast for 

localization when performed, epidural or 

subarachnoid; cervical or thoracic) and 62319 

which are Ancillary 

62325 Injection(s), including indwelling catheter placement, 

continuous infusion or intermittent bolus, of diagnostic 

or therapeutic substance(s) (eg, anesthetic, 

antispasmodic, opioid, steroid, other solution), not 

including neurolytic substances, interlaminar epidural 

or subarachnoid, cervical or thoracic; with imaging 

guidance (ie, fluoroscopy or CT)

Ancillary See above
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62326 Injection(s), including indwelling catheter placement, 

continuous infusion or intermittent bolus, of diagnostic 

or therapeutic substance(s) (eg, anesthetic, 

antispasmodic, opioid, steroid, other solution), not 

including neurolytic substances, interlaminar epidural 

or subarachnoid, lumbar or sacral (caudal); without 

imaging guidance

Ancillary See above

62327 Injection(s), including indwelling catheter placement, 

continuous infusion or intermittent bolus, of diagnostic 

or therapeutic substance(s) (eg, anesthetic, 

antispasmodic, opioid, steroid, other solution), not 

including neurolytic substances, interlaminar epidural 

or subarachnoid, lumbar or sacral (caudal); with 

imaging guidance (ie, fluoroscopy or CT)

Ancillary See above

80305 Drug test(s), presumptive, any number of drug classes, 

any number of devices or procedures (eg, 

immunoassay); capable of being read by direct optical 

observation only (eg, dipsticks, cups, cards, cartridges) 

includes sample validation when performed, per 

Diagnostic Procedures File

80306 Drug test(s), presumptive, any number of drug classes, 

any number of devices or procedures (eg, 

immunoassay); read by instrument assisted direct 

optical observation (eg, dipsticks, cups, cards, 

cartridges), includes sample validation when 

performed, per d

Diagnostic Procedures File

80307 Drug test(s), presumptive, any number of drug classes, 

any number of devices or procedures, by instrument 

chemistry analyzers (eg, utilizing immunoassay [eg, 

EIA, ELISA, EMIT, FPIA, IA, KIMS, RIA]), chromatography 

(eg, GC, HPLC), and mass spectrometry eit

Diagnostic Procedures File
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81413 Cardiac ion channelopathies (eg, Brugada syndrome, 

long QT syndrome, short QT syndrome, 

catecholaminergic polymorphic ventricular 

tachycardia); genomic sequence analysis panel, must 

include sequencing of at least 10 genes, including 

ANK2, CASQ2, CAV3, KCN

Diagnostic Workup File GAP

81414 Cardiac ion channelopathies (eg, Brugada syndrome, 

long QT syndrome, short QT syndrome, 

catecholaminergic polymorphic ventricular 

tachycardia); duplication/deletion gene analysis panel, 

must include analysis of at least 2 genes, including 

KCNH2 and KCNQ1

Diagnostic Workup File GAP

81422 Fetal chromosomal microdeletion(s) genomic 

sequence analysis (eg, DiGeorge syndrome, Cri-du-chat 

syndrome), circulating cell-free fetal DNA in maternal 

blood

Services recommended for non-coverage GAP

81439 Inherited cardiomyopathy (eg, hypertrophic 

cardiomyopathy, dilated cardiomyopathy, 

arrhythmogenic right ventricular cardiomyopathy) 

genomic sequence analysis panel, must include 

sequencing of at least 5 genes, including DSG2, 

MYBPC3, MYH7, PKP2, and TTN

Diagnostic Workup File GAP

84410 Testosterone; bioavailable, direct measurement (eg, 

differential precipitation)

Diagnostic Procedures File

87483 Infectious agent detection by nucleic acid (DNA or 

RNA); central nervous system pathogen (eg, Neisseria 

meningitidis, Streptococcus pneumoniae, Listeria, 

Haemophilus influenzae, E. coli, Streptococcus 

agalactiae, enterovirus, human parechovirus, herpes si

Diagnostic Procedures File

90674 Influenza virus vaccine, quadrivalent (ccIIV4), derived 

from cell cultures, subunit, preservative and antibiotic 

free, 0.5 mL dosage, for intramuscular use

3 PREVENTION SERVICES WITH EVIDENCE OF 

EFFECTIVENESS
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90697 Diphtheria, tetanus toxoids, acellular pertussis vaccine, 

inactivated poliovirus vaccine, Haemophilus influenzae 

type b PRP-OMP conjugate vaccine, and hepatitis B 

vaccine (DTaP-IPV-Hib-HepB), for intramuscular use

3 PREVENTION SERVICES WITH EVIDENCE OF 

EFFECTIVENESS

92242 Fluorescein angiography and indocyanine-green 

angiography (includes multiframe imaging) performed 

at the same patient encounter with interpretation and 

report, unilateral or bilateral

100,117,143,159,171, 175, 179, 248, 249, 252, 

270, 274, 278,284,301, 302, 304, 313, 315, 323, 

324, 340, 341, 342, 353, 356, 359, 365, 370, 372, 

375, 379, 388, 399, 410, 441, 445, 453, 455, 456, 

464, 475, 476, 488, 499, 505, 564, 567, 572, 597, 

630, 636, 644

Combines two non-deleted CPT codes: 92235 

(Fluorescein angiography (includes multiframe 

imaging) with interpretation and report) and 

92240 (Indocyanine-green angiography (includes 

multiframe imaging) with interpretation and 

report) which are both on 50+ lines (all the same 

except 99235 is on lines 175, 179)

96160 Administration of patient-focused health risk 

assessment instrument (eg, health hazard appraisal) 

with scoring and documentation, per standardized 

instrument

Diagnostic Procedures File Replacing 99420 Administration and 

interpretation of health risk assessment 

instrument (eg, health hazard appraisal): 

Diagnostic 

96161 Administration of caregiver-focused health risk 

assessment instrument (eg, depression inventory) for 

the benefit of the patient, with scoring and 

documentation, per standardized instrument

Diagnostic Procedures File Reviewed at BHAP October 2016

96936 Reflectance confocal microscopy (RCM) for cellular and 

sub-cellular imaging of skin; interpretation and report 

only, each additional lesion (List separately in addition 

to code for primary procedure)

Services recommended for non-coverage 96931-96935 (Reflectance confocal microscopy 

(RCM) for cellular and sub-cellular imaging of skin) 

are SRNC.  Reviewed October 2015 as new codes 

and found to be experimental

97161 Physical therapy evaluation: low complexity, requiring 

these components: A history with no personal factors 

and/or comorbidities that impact the plan of care; An 

examination of body system(s) using standardized 

tests and measures addressing 1-2 elements f

All lines with 97001 currently

34,50,61,72,75,76,78,85,95, 96,135, 136, 140, 154, 

157, 164, 182, 187, 188, 200, 201, 205, 206, 212, 

259, 261, 276, 290, 297, 306, 314, 317, 322, 346, 

350, 351, 353, 360, 361, 364, 366, 381, 382, 392, 

406, 407, 413, 421, 423, 427, 428, 436, 447, 459, 

467, 470, 471, 482, 490, 512, 532, 558, 561, 574, 

592, 611

PT evaluation and reevaluation (97001-97002) are 

being replaced by 97161-97164
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97162 Physical therapy evaluation: moderate complexity, 

requiring these components: A history of present 

problem with 1-2 personal factors and/or 

comorbidities that impact the plan of care; An 

examination of body systems using standardized tests 

and measures in

All lines with 97001 currently PT evaluation and reevaluation (97001-97002) are 

being replaced by 97161-97164

97163 Physical therapy evaluation: high complexity, requiring 

these components: A history of present problem with 

3 or more personal factors and/or comorbidities that 

impact the plan of care; An examination of body 

systems using standardized tests and measures 

All lines with 97001 currently PT evaluation and reevaluation (97001-97002) are 

being replaced by 97161-97164

97164 Re-evaluation of physical therapy established plan of 

care, requiring these components: An examination 

including a review of history and use of standardized 

tests and measures is required; and Revised plan of 

care using a standardized patient assessment i

All lines with 97001 currently PT evaluation and reevaluation (97001-97002) are 

being replaced by 97161-97164

97165 Occupational therapy evaluation, low complexity, 

requiring these components: An occupational profile 

and medical and therapy history, which includes a brief 

history including review of medical and/or therapy 

records relating to the presenting problem; An 

All lines with 97003 currently

34,50,61,72,75,76,78,85,95,96, 135, 136, 140, 154, 

157, 164, 182, 187, 188, 200, 201, 205, 206, 212, 

259, 261, 276, 290, 297, 306, 314, 322, 346, 350, 

351, 353, 360, 361, 364, 366, 381, 382, 392, 406, 

407, 413, 421, 423, 427, 428, 436, 447, 467, 471, 

482, 490, 512, 532, 558, 561, 574, 592, 611

OT evaluation and reevaluation (97003-97004) are 

being replaced by 97165-97168

97166 Occupational therapy evaluation, moderate 

complexity, requiring these components: An 

occupational profile and medical and therapy history, 

which includes an expanded review of medical and/or 

therapy records and additional review of physical, 

cognitive, or

All lines with 97003 currently  OT evaluation and reevaluation (97003-97004) are 

being replaced by 97165-97168
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97167 Occupational therapy evaluation, high complexity, 

requiring these components: An occupational profile 

and medical and therapy history, which includes 

review of medical and/or therapy records and 

extensive additional review of physical, cognitive, or 

psych

All lines with 97003 currently  OT evaluation and reevaluation (97003-97004) are 

being replaced by 97165-97168

97168 Re-evaluation of occupational therapy established plan 

of care, requiring these components: An assessment of 

changes in patient functional or medical status with 

revised plan of care; An update to the initial 

occupational profile to reflect changes in con

All lines with 97003 currently  OT evaluation and reevaluation (97003-97004) are 

being replaced by 97165-97168

97169 Athletic training evaluation, low complexity, requiring 

these components: A history and physical activity 

profile with no comorbidities that affect physical 

activity; An examination of affected body area and 

other symptomatic or related systems addressing

Services recommended for non-coverage Athletic training is not a covered service

97170 Athletic training evaluation, moderate complexity, 

requiring these components: A medical history and 

physical activity profile with 1-2 comorbidities that 

affect physical activity; An examination of affected 

body area and other symptomatic or related syst

Services recommended for non-coverage Athletic training is not a covered service

97171 Athletic training evaluation, high complexity, requiring 

these components: A medical history and physical 

activity profile, with 3 or more comorbidities that 

affect physical activity; A comprehensive examination 

of body systems using standardized tests an

Services recommended for non-coverage Athletic training is not a covered service
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97172 Re-evaluation of athletic training established plan of 

care requiring these components: An assessment of 

patient's current functional status when there is a 

documented change; and A revised plan of care using a 

standardized patient assessment instrument a

Services recommended for non-coverage Athletic training is not a covered service

99151 Moderate sedation services provided by the same 

physician or other qualified health care professional 

performing the diagnostic or therapeutic service that 

the sedation supports, requiring the presence of an 

independent trained observer to assist in the m

Ancillary Replacing 99143-99150 (Moderate sedation 

services) which were Ancillary

99152 Moderate sedation services provided by the same 

physician or other qualified health care professional 

performing the diagnostic or therapeutic service that 

the sedation supports, requiring the presence of an 

independent trained observer to assist in the m

Ancillary Replacing 99143-99150 (Moderate sedation 

services) which were Ancillary

99153 Moderate sedation services provided by the same 

physician or other qualified health care professional 

performing the diagnostic or therapeutic service that 

the sedation supports, requiring the presence of an 

independent trained observer to assist in the m

Ancillary Replacing 99143-99150 (Moderate sedation 

services) which were Ancillary

99155 Moderate sedation services provided by a physician or 

other qualified health care professional other than the 

physician or other qualified health care professional 

performing the diagnostic or therapeutic service that 

the sedation supports; initial 15 min

Ancillary Replacing 99143-99150 (Moderate sedation 

services) which were Ancillary

99156 Moderate sedation services provided by a physician or 

other qualified health care professional other than the 

physician or other qualified health care professional 

performing the diagnostic or therapeutic service that 

the sedation supports; initial 15 min

Ancillary Replacing 99143-99150 (Moderate sedation 

services) which were Ancillary
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99157 Moderate sedation services provided by a physician or 

other qualified health care professional other than the 

physician or other qualified health care professional 

performing the diagnostic or therapeutic service that 

the sedation supports; each additiona

Ancillary Replacing 99143-99150 (Moderate sedation 

services) which were Ancillary
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22853 Insertion of interbody biomechanical device(s) (eg, 

synthetic cage, mesh) with integral anterior 

instrumentation for device anchoring (eg, screws, 

flanges), when performed, to intervertebral disc space 

in conjunction with interbody arthrodesis, each inter

51 DEEP ABSCESSES, INCLUDING APPENDICITIS AND 

PERIORBITAL ABSCESS  

154 CERVICAL VERTEBRAL 

DISLOCATIONS/FRACTURES, OPEN OR CLOSED; 

OTHER VERTEBRAL DISLOCATIONS/FRACTURES, 

OPEN OR UNSTABLE; SPINAL CORD INJURIES WITH 

OR WITHOUT EVIDENCE OF VERTEBRAL INJURY

205 CANCER OF BONES 

259 CHRONIC OSTEOMYELITIS 

351 CONDITIONS OF THE BACK AND SPINE WITH 

URGENT SURGICAL INDICATIONS

366 SCOLIOSIS

406 ENIGN CONDITIONS OF BONE AND JOINTS AT 

HIGH RISK FOR COMPLICATIONS

482 CLOSED DISLOCATIONS/FRACTURES OF NON-

CERVICAL VERTEBRAL COLUMN WITHOUT 

NEUROLOGIC INJURY OR STRUCTURAL INSTABILITY

532 CONDITIONS OF THE BACK AND SPINE 

WITHOUT URGENT SURGICAL INDICATIONS

561 BENIGN NEOPLASM OF BONE AND ARTICULAR 

CARTILAGE INCLUDING OSTEOID OSTEOMAS; 

BENIGN NEOPLASM OF CONNECTIVE AND OTHER 

SOFT TISSUE

Replaces 22851 (Application of intervertebral 

biomechanical device(s) (eg, synthetic cage(s), 

methylmethacrylate) to vertebral defect or 

interspace) which was on lines 51, 154, 205, 259, 

351, 366, 406, 482, 532, 561

22854 Insertion of intervertebral biomechanical device(s) (eg, 

synthetic cage, mesh) with integral anterior 

instrumentation for device anchoring (eg, screws, 

flanges), when performed, to vertebral corpectomy(ies) 

(vertebral body resection, partial or complete) 

51, 154, 205, 259, 351, 366, 406, 482, 532, 561 See 22853
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22859 Insertion of intervertebral biomechanical device(s) (eg, 

synthetic cage, mesh, methylmethacrylate) to 

intervertebral disc space or vertebral body defect 

without interbody arthrodesis, each contiguous defect 

(List separately in addition to code for primary

51, 154, 205, 259, 351, 366, 406, 482, 532, 561 See 22853

22867 Insertion of interlaminar/interspinous process 

stabilization/distraction device, without fusion, 

including image guidance when performed, with open 

decompression, lumbar; single level

Services recommended for non-coverage See issues

22868 Insertion of interlaminar/interspinous process 

stabilization/distraction device, without fusion, 

including image guidance when performed, with open 

decompression, lumbar; second level (List separately in 

addition to code for primary procedure)

Services recommended for non-coverage See issues

22869 Insertion of interlaminar/interspinous process 

stabilization/distraction device, without open 

decompression or fusion, including image guidance 

when performed, lumbar; single level

Services recommended for non-coverage See issues

22870 Insertion of interlaminar/interspinous process 

stabilization/distraction device, without open 

decompression or fusion, including image guidance 

when performed, lumbar; second level (List separately 

in addition to code for primary procedure)

Services recommended for non-coverage See issues

33340 Percutaneous transcatheter closure of the left atrial 

appendage with endocardial implant, including 

fluoroscopy, transseptal puncture, catheter 

placement(s), left atrial angiography, left atrial 

appendage angiography, when performed, and 

radiological supe

Services recommended for non-coverage See issues

36456 Partial exchange transfusion, blood, plasma or 

crystalloid necessitating the skill of a physician or other 

qualified health care professional, newborn

Services recommended for non-coverage See issues

2VbBS Issue Summary Docs from 11-10-2016



VbB
S Is

su
e S

um
mary

 D
oc

s f
rom

 11
-10

-20
16

2017 CPT Codes Issue

Code Description Placement Notes

43284 Laparoscopy, surgical, esophageal sphincter 

augmentation procedure, placement of sphincter 

augmentation device (ie, magnetic band), including 

cruroplasty when performed

Services recommended for non-coverage See Issues

43285 Removal of esophageal sphincter augmentation device 430 COMPLICATIONS OF A PROCEDURE USUALLY 

REQUIRING TREATMENT 

See Issues

58674 Laparoscopy, surgical, ablation of uterine fibroid(s) 

including intraoperative ultrasound guidance and 

monitoring, radiofrequency

Services recommended for non-coverage see issues

62380 Endoscopic decompression of spinal cord, nerve root(s), 

including laminotomy, partial facetectomy, 

foraminotomy, discectomy and/or excision of herniated 

intervertebral disc, 1 interspace, lumbar

Services recommended for non-coverage See issues

76706 Ultrasound, abdominal aorta, real time with image 

documentation, screening study for abdominal aortic 

aneurysm (AAA)

3 PREVENTION SERVICES WITH EVIDENCE OF 

EFFECTIVENESS 

625 PREVENTION SERVICES WITH LIMITED OR NO 

EVIDENCE OF EFFECTIVENESS

See issues

77065 Diagnostic mammography, including computer-aided 

detection (CAD) when performed; unilateral

Diagnostic Procedures File See issues

77066 Diagnostic mammography, including computer-aided 

detection (CAD) when performed; bilateral

Diagnostic Procedures File See issues

77067 Screening mammography, bilateral (2-view study of 

each breast), including computer-aided detection (CAD) 

when performed

3 PREVENTION SERVICES WITH EVIDENCE OF 

EFFECTIVENESS 

See issues

81327 SEPT9 (Septin9) (eg, colorectal cancer) methylation 

analysis

Services recommended for non-coverage See issues

81539 Oncology (high-grade prostate cancer), biochemical 

assay of four proteins (Total PSA, Free PSA, Intact PSA, 

and human kallikrein-2 [hK2]), utilizing plasma or 

serum, prognostic algorithm reported as a probability 

score

Services recommended for non-coverage See issues

93590 Percutaneous transcatheter closure of paravalvular 

leak; initial occlusion device, mitral valve

290 COMPLICATIONS OF A PROCEDURE ALWAYS 

REQUIRING TREATMENT

See Issues
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93591 Percutaneous transcatheter closure of paravalvular 

leak; initial occlusion device, aortic valve

290 COMPLICATIONS OF A PROCEDURE ALWAYS 

REQUIRING TREATMENT

See Issues

93592 Percutaneous transcatheter closure of paravalvular 

leak; each additional occlusion device (List separately in 

addition to code for primary procedure)

290 COMPLICATIONS OF A PROCEDURE ALWAYS 

REQUIRING TREATMENT

See Issues

96377 Application of on-body injector (includes cannula 

insertion) for timed subcutaneous injection

All lines with chemotherapy See issues
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1) 22853-22859 Insertion of interbody biomechanical device(s) (eg, synthetic cage, mesh) 

a. Codes:  
i. 22853 Insertion of interbody biomechanical device(s) (eg, synthetic cage, mesh) 

with integral anterior instrumentation for device anchoring (eg, screws, flanges), 
when performed, to intervertebral disc space in conjunction with interbody 
arthrodesis, each interspace 

ii. 22854 Insertion of intervertebral biomechanical device(s) (eg, synthetic cage, 

mesh) with integral anterior instrumentation for device anchoring (eg, screws, 

flanges), when performed, to vertebral corpectomy(ies) (vertebral body 

resection, partial or complete) 

iii. 22859 Insertion of intervertebral biomechanical device(s) (eg, synthetic cage, 

mesh, methylmethacrylate) to intervertebral disc space or vertebral body defect 

without interbody arthrodesis, each contiguous defect (List separately in 

addition to code for primary 

b. Previous coding: Replaces 22851 (Application of intervertebral biomechanical device(s) 

(eg, synthetic cage(s), methylmethacrylate) to vertebral defect or interspace) which was 

on lines 51, 154, 205, 259, 351, 366, 406, 482, 532, 561 

c. Expert input: Dr. Jung Yoo, OHSU neurosurgery.  Recommend placement where 22851 

was previously. Dr. Yoo considers the new codes to not be substantially different than 

the old code. 

d. HERC staff recommendation:  

i. Place 22853-22859 Insertion of interbody biomechanical device(s) (eg, synthetic 
cage, mesh) on lines 51, 154, 205, 259, 351, 366, 406, 482, 532, 561 

1. 51 DEEP ABSCESSES, INCLUDING APPENDICITIS AND PERIORBITAL 
ABSCESS   

2. 154 CERVICAL VERTEBRAL DISLOCATIONS/FRACTURES, OPEN OR 
CLOSED; OTHER VERTEBRAL DISLOCATIONS/FRACTURES, OPEN OR 
UNSTABLE; SPINAL CORD INJURIES WITH OR WITHOUT EVIDENCE OF 
VERTEBRAL INJURY 

3. 205 CANCER OF BONES  
4. 259 CHRONIC OSTEOMYELITIS  
5. 351 CONDITIONS OF THE BACK AND SPINE WITH URGENT SURGICAL 

INDICATIONS 
6. 366 SCOLIOSIS 
7. 406 ENIGN CONDITIONS OF BONE AND JOINTS AT HIGH RISK FOR 

COMPLICATIONS 
8. 482 CLOSED DISLOCATIONS/FRACTURES OF NON-CERVICAL VERTEBRAL 

COLUMN WITHOUT NEUROLOGIC INJURY OR STRUCTURAL INSTABILITY 
9. 532 CONDITIONS OF THE BACK AND SPINE WITHOUT URGENT SURGICAL 

INDICATIONS 
10. 561 BENIGN NEOPLASM OF BONE AND ARTICULAR CARTILAGE 

INCLUDING OSTEOID OSTEOMAS; BENIGN NEOPLASM OF CONNECTIVE 
AND OTHER SOFT TISSUE 
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2) 22867-22870 Insertion of interlaminar/interspinous process stabilization/distraction device 

a. Codes 

i. 22867 Insertion of interlaminar/interspinous process stabilization/distraction 

device, without fusion, including image guidance when performed, with open 

decompression, lumbar; single level 

ii. 22868 second level 

iii. 22869 Insertion of interlaminar/interspinous process stabilization/distraction 

device, without open decompression or fusion, including image guidance when 

performed, lumbar; single level 

iv. 22870 second level 

b. Previous coding: there are no previous codes for this type of procedure 

c. Definition: Interspinous spacers are devices implanted between vertebral spinous 

processes. Interlaminar spacers are implanted between adjacent lamina and have 2 sets 

of wings that are placed around the inferior and superior spinous processes. These 

implants aim to restrict painful motion while otherwise enabling normal motion. The 

devices (spacers) distract the laminar space and/or spinous processes and restrict 

extension. This procedure theoretically enlarges the neural foramen and decompresses 

the cauda equina in patients with spinal stenosis and neurogenic claudication.  These 

devices can be used as part of decompressive surgery or can be used alone as a 

minimally invasive surgery. There are several FDA approved devices, including the X-

STOP® Interspinous Process Decompression (IPD®) System (the manufacturer has 

removed this from the market), Coflex® Interlaminar Technology implant (formerly 

known as Interspinous U), and the  Superion® Interspinous Spacer (ISS, VertiFlex). 

d. Evidence—interspinous spacers vs decompressive surgery for lumbar spinal stenosis 

i. Wu 2014, systematic review and meta-analysis of interspinous spacers vs 

traditional decompressive surgery for lumbar spinal stenosis 

1. N=5 (2 RCTs and 2 non-randomized prospective studies) 

a. N=204 in the interspinous spacer (IS) group and 217 patients in 

the traditional decompressive surgery (TDS) group.  

2. Pooled analysis showed no significant difference between the IS and 

TDS groups for low back pain (WMD: 1.2; 95% CI: 210.12, 12.53; P = 

0.03; I2 = 66%), leg pain (WMD: 7.12; 95% CI: 23.88, 18.12; P = 0.02; I2 = 

70%), ODI (WMD: 6.88; 95% CI: 214.92, 28.68; P = 0.03; I2 = 79%), RDQ 

(WMD: 21.30, 95% CI: 23.07, 0.47; P = 0.00; I2 = 0%), or complications 

(RR: 1.39; 95% CI: 0.61, 3.14; P = 0.23; I2 = 28%). The TDS group had a 

significantly lower incidence of reoperation (RR: 3.34; 95% CI: 1.77, 

6.31; P = 0.60; I2 = 0%). 

3. Conclusion: Although patients may obtain some benefits from 

interspinous spacers implanted through a minimally invasive technique, 

interspinous spacer use is associated with a higher incidence of 

reoperation and higher cost. The indications, risks, and benefits of using 

an interspinous process device should be carefully considered before 

surgery.  
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e. Evidence— interspinous spacers vs conservative care for lumbar spinal stenosis  

i. Zucherman 2006 

1. RCT of interspinous spacers (X-stop) vs conservative therapy 

2. N=191 patients (100 in the X STOP group and 91 in the control group). 

3.  At every follow-up visit, X STOP patients had significantly better 

outcomes in each domain of the Zurich Claudication Questionnaire. At 2 

years, the X STOP patients improved by 45.4% over the mean baseline 

Symptom Severity score compared with 7.4% in the control group; the 

mean improvement in the Physical Function domain was 44.3% in the X 

STOP group and _0.4% in the control group. In the X STOP group, 73.1% 

patients were satisfied with their treatment compared with 35.9% of 

control patients.  

4. Conclusions. The X STOP provides a conservative yet effective 

treatment for patients suffering from lumbar spinal stenosis. In the 

continuum of treatment options, the X STOP offers an attractive 

alternative to both conservative care and decompressive surgery  

ii. Pullizzi 2014, RCT of interspinous spacers (X-stop) vs conservative therapy 

1. N=542 patients (422 X-Stop, 120 conservative care controls) 

2. One-year follow-up evaluation revealed positive good results in the 

83.5% of patients treated with IPD with respect to 50% of the 

nonoperative group cases. During the first three years, in 38 out of the 

120 control cases, a posterior decompression and/or spinal fixation was 

performed because of unsatisfactory results of the conservative 

therapy. In 24 of 422 patients, the IPD device had to be removed, and a 

decompression and/or pedicle screw fixation was performed because of 

the worsening of neurological symptoms.  

3. Conclusions: Our results support the effectiveness of surgery in patients 

with stenosis. IPD may offer an effective and less invasive alternative to 

classical microsurgical posterior decompression in selected patients 

with spinal stenosis and lumbar degenerative disk diseases 

f. Evidence—complications 

i. Kim 2013, case series of 50 implants (various type) in 38 patients 

1. Postoperative CT revealed 11 nondisplaced spinous process fractures in 

11 patients. (28.9% of patients, 22% of levels). Five fractures were 

associated with mild to moderate lumbar back pain and six fractures 

were asymptomatic.  

2. Three patients underwent IPS removal and laminectomy. 

ii. Barbagallo 2009, case series of 69 patients treated with X-Stop for lumbar spinal 

stenosis 

1. Eight complications were recorded: 4 device dislocations and 4 spinous 

process (SP) fractures, including 2 spontaneous fractures of the L4 SP in 

patients treated at L3–L4 and L4–L5.  

g. Other policies 
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i. NICE 2010, interspinous distraction for lumbar spinal stenosis causing 

neurogenic claudication 

1. Current evidence on interspinous distraction procedures for lumbar 

spinal stenosis causing neurogenic claudication shows that these 

procedures are efficacious for carefully selected patients in the short 

and medium term, although failure may occur and further surgery may 

be needed. 

ii. Aetna, Cigna and BCBS consider interspinous distraction and spacers 

experimental for all indications 

1. Lack of better outcomes vs traditional decompression with higher rates 

of complications; lack of evidence for use as stand-alone procedure 

h. Expert guidelines 

i. North American Spine Society 2011, guidelines for treatment of lumbar spinal 

stenosis; study not included due to length, can be found here: 

(https://www.spine.org/Portals/0/Documents/ResearchClinicalCare/Guidelines/

LumbarStenosis.pdf) 

ii.  

1. There is insufficient evidence at this time to make a recommendation 

for or against the placement of an interspinous process spacing device 

in patients with lumbar spinal stenosis [compared to medical/non-

surgical management] 

i. HERC staff summary: There is no evidence of benefit of these devices compared to 

traditional decompression surgery, but there is a higher complication and re-operation 

rate.  Two trials have shown benefit of these devices compared to medical 

management; however, NASS and private insurers have not found sufficient evidence 

for use as a stand-alone procedure. 

j. HERC staff recommendation: 

i. Place 22867-22870 Insertion of interlaminar/interspinous process 

stabilization/distraction device on the Services Recommended for Non-

Coverage table 

1. As effective as current therapy with higher rates of complications 
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3) 62380: Endoscopic decompression of spinal cord, nerve root(s), including laminotomy, partial 

facetectomy, foraminotomy, discectomy and/or excision of herniated intervertebral disc, 1 

interspace, lumbar 

a. This is a new code, the first CPT code released for endoscopic minimally invasive spinal 

surgery.  The open equivalent is 63030 Laminotomy (hemilaminectomy), with 

decompression of nerve root(s), including partial facetectomy, foraminotomy and/or 

excision of herniated intervertebral disc; 1 interspace, lumbar which is on lines 154 

CERVICAL VERTEBRAL DISLOCATIONS/FRACTURES, OPEN OR CLOSED; OTHER VERTEBRAL 

DISLOCATIONS/FRACTURES, OPEN OR UNSTABLE; SPINAL CORD INJURIES WITH OR 

WITHOUT EVIDENCE OF VERTEBRAL INJURY, 351 CONDITIONS OF THE BACK AND SPINE 

WITH URGENT SURGICAL INDICATIONS, 366 SCOLIOSIS,532 CONDITIONS OF THE BACK 

AND SPINE WITHOUT URGENT SURGICAL INDICATIONS 

b. Evidence—lumbar discectomy for lumbar disc herniation 

i. Rasouli 2014, Cochrane review of minimally invasive lumbar discectomy vs 

open; study not included due to length, can be viewed here: 

http://onlinelibrary.wiley.com/doi/10.1002/14651858.CD010328.pub2/pdf 

1. N=11 studies (1172 participants).  

2. There was low quality evidence that MID was associated with worse leg 

pain than MD/OD at follow-up ranging from six months to two years 

(e.g. at one year: MD 0.13, 95% CI 0.09 to 0.16), but differences were 

small (less than 0.5 points on a 0 to 10 scale) and did not meet standard 

thresholds for clinically meaningful differences. There was low-quality 

evidence that MID was associated with worse LBP than MD/OD at six-

month follow-up (MD 0.35, 95% CI 0.19 to 0.51) and at two years (MD 

0.54, 95% CI 0.29 to 0.79). There was no significant difference at one 

year (0 to 10 scale: MD 0.19, 95%CI -0.22 to 0.59). Statistical 

heterogeneity was small to high (I2 statistic= 35% at six months, 90% at 

one year and 65% at two years). There were no clear differences 

between MID techniques and MD/OD on other primary outcomes 

related to functional disability (Oswestry Disability Index greater than 

six months postoperatively) and persistence of motor and sensory 

neurological deficits, though evidence on neurological deficits was 

limited by the small numbers of participants in the trials with 

neurological deficits at baseline.  

3. MID was associated with lower risk of surgical site and other infections, 

but higher risk of re-hospitalisation due to recurrent disc herniation. In 

addition, MID was associated with slightly lower quality of life (less than 

5 points on a 100-point scale) on some measures of quality of life, such 

as some physical subclasses of the 36-item Short Form. Some trials 

found MID to be associated with shorter duration of hospitalisation 

than MD/OD, but results were inconsistent. 

4. Authors’ conclusions MID may be inferior in terms of relief of leg pain, 

LBP and re-hospitalisation; however, differences in pain relief appeared 
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to be small and may not be clinically important. Potential advantages of 

MID are lower risk of surgical site and other infections. MID may be 

associated with shorter hospital stay but the evidence was inconsistent. 

Given these potential advantages, more research is needed to define 

appropriate indications for MID as an alternative to standard MD/OD. 

ii. Wang 2014, meta-analysis of minimally invasive lumbar discectomy vs open for 

lumbar disc herniation 

1. N=11 studies (1012 patients)  

2. The results of the meta-analysis indicated that there were significant 

differences between the two groups in blood loss (SMD = −0.93, 95% CI 

−1.84, −0.02; p = 0.05), and the number of days stays in hospital (SMD = 

−0.79, 95% CI −1.55, −0.04; p = 0.04). However, there were no 

significant differences in the short-term back visual analog scale (VAS) 

scores (SMD = −0.34, 95% CI −0.81, 0.14; p = 0.16), the long-term back 

VAS scores (SMD = 0.13, 95% CI −0.04, 0.30; p = 0.14), the short-term 

leg VAS scores (SMD = 0.14, 95%CI −0.01, 0.29; p = 0.07), the long-term 

leg VAS scores (SMD = 0.12, 95% CI −0.05, 0.30; p = 0.17), the short-

term Oswestry disability index (ODI) scores (SMD = 0.01, 95% CI −0.14, 

0.15; p = 0.92), the long-term ODI scores (SMD = 0.11, 95% CI −0.03, 

0.25; p = 0.14), and the incidence of complications (RR = 1.22, 95% 

CI0.88, 1.69; p = 0.24).  

3. The results of this meta-analysis demonstrate that ILMI and MD are 

both safe and effective surgical procedures for treating LDH. Compared 

with MD, ILMI can shorten days in hospital, decrease the mounts of 

blood loss during surgery. However, the overall GRADE evidence quality 

was very low. Therefore, further validation is required, and medical 

institutions should conduct high-quality studies. 

iii. Nerland 2015, case series of minimally invasive lumbar decompression for 

lumbar stenosis 

1. N=885 patients with central stenosis of the lumbar spine (414 open 

laminectomy, 471 microdecompression) 

2. 721 patients (81%) completed the one year follow-up. Equivalence 

between microdecompression and laminectomy was shown for the 

Oswestry disability index (difference 1.3 points, 95% confidence interval 

−1.36 to 3.92, P<0.001 for equivalence). Equivalence was confirmed in 

the propensity matched cohort and full information regression analyses. 

No difference was found between groups in quality of life (EQ-5D) one 

year after surgery. The number of patients with complications was 

higher in the laminectomy group (15.0% v 9.8%, P=0.018), but after 

propensity matching for complications the groups did not differ 

(P=0.23). The duration of surgery for single level decompression was 

shorter in the microdecompression group (difference 11.2 minutes, 95% 

confidence interval 4.9 to 17.5, P<0.001), but after propensity matching 

the groups did not differ (P=0.15). Patients in the microdecompression 
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group had shorter hospital stays, both for single level decompression 

(difference 1.5 days, 95% confidence interval 1.7 to 2.6, P<0.001) and 

two level decompression (0.8 days, 1.0 to 2.2, P=0.003).  

3. Conclusion: At one year the effectiveness of microdecompression is 

equivalent to laminectomy in the surgical treatment of central stenosis 

of the lumbar spine. Favourable outcomes were observed at one year in 

both treatment groups. 

c. Other policies 

i. Premara BCBS and Aetna find minimally invasive lumbar spine surgery 

investigational 

d. HERC staff summary: There is limited, low quality evidence regarding percutaneous 

endoscopic lumbar spinal surgery 

e. HERC staff recommendation: 

i. Place 62380: Endoscopic decompression of spinal cord, nerve root(s), including 

laminotomy, partial facetectomy, foraminotomy, discectomy and/or excision of 

herniated intervertebral disc, 1 interspace, lumbar on the Services 

Recommended for Non-Coverage table 

1. Investigational 
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1) 33340 Percutaneous transcatheter closure of the left atrial appendage with endocardial implant, 

including fluoroscopy, transseptal puncture, catheter placement(s), left atrial angiography, left 

atrial appendage angiography, when performed, and radiological supervision and interpretation 

a. Current coding: this procedure is coded with the generic CPT 93799 Unlisted 

cardiovascular service or procedure  

b. Description: placement of a device to reduce the risk of thromboembolism from the left 

atrial appendage (LAA) in patients with non-valvular atrial fibrillation in patients who are 

candidates for anticoagulation but who have an appropriate rationale to seek a non-

pharmacologic alternative to warfarin.  The FDA approved the Watchman device in 2015 

for percutaneous left atrial appendage occlusion  

c. Evidence 

i. Noelk 2016, systematic review percutaneous left atrial appendage occlusion for 

stroke prevention in atrial fibrillation vs oral anticoagulation (OAC) 

1. N=20 studies 

a. 2 RCTs (1,104 patients), 11 observational studies (1,792 

patients) of percutaneous LAA occlusion 

b. 7 studies of surgical LAA occlusion 

2. Trials found low-strength evidence that percutaneous LAA exclusion 

confers similar risks of stroke and mortality as continued OAC, but this 

evidence was limited to the Watchman device in patients eligible for 

long-term OAC. Observational studies found moderate-strength 

evidence of serious harms with a variety of percutaneous LAA 

procedures. There is low-strength evidence that surgical LAA exclusion 

does not add significant harm during heart surgery for another 

indication, but evidence on stroke reduction is insufficient. 

3. Conclusions:  

a. There is limited evidence that the Watchman device may be 

noninferior to long-term OAC in selected patients.  

b. There is no evidence to recommend percutaneous left atrial 

appendage exclusion in patients with atrial fibrillation who are 

ineligible for therapeutic anticoagulation; randomized trials 

have not been performed. 

c. In the few published case series available, the overall risk of 

serious adverse events with percutaneous device therapy is ≈1 

in 15 patients. 

d. Surgical left atrial appendage exclusion does not seem to be 

associated with increased harm when performed during cardiac 

surgery for another indication, but there is insufficient evidence 

to compare the efficacy of this procedure to anticoagulation 

therapy. 

ii. Singh 2013, economic analysis of left atrial appendage occlusion vs oral 

anticoagulation 

1. Canadian study 
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2. Warfarin therapy had the lowest discounted quality-adjusted life years 

at 4.55, followed by dabigatran at 4.64 and LAA occlusion at 4.68. The 

average discounted lifetime cost was $21 429 or a patient taking 

warfarin, $25 760 for a patient taking dabigatran, and $27 003 for LAA 

occlusion. Compared with warfarin, the incremental cost-effectiveness 

ratio for LAA occlusion was $41 565. Dabigatran was extendedly 

dominated. 

3. Conclusions—Percutaneous LAA occlusion represents a novel therapy 

for stroke reduction that is cost-effective compared with warfarin for 

patients at risk who have nonvalvular atrial fibrillation. 

iii. Munkholm-Larsen 2012, systematic review percutaneous left atrial appendage 

occlusion for stroke prevention in atrial fibrillation 

1. N=14 studies (2,444 patients) 

2. Periprocedural mortality and stroke rates were 1.1% and 0.6%, 

respectively. The incidences of pericardial effusion/ cardiac tamponade 

and device embolisation were 4% and 0.7%, respectively. At the time of 

the latest followup (up to 40 months), the overall incidence of stroke 

among all studies was 1.4% per annum.  

3. Existing evidence suggests that PLAAO is a relatively safe treatment for 

patients with AF. However, there is a need for further evaluation of its 

efficacy in the form of large and well-designed randomised controlled 

trials. 

a. Other policies 

i. NICE 2010 

1. Update 2014:  

a. Consider left atrial appendage occlusion (LAAO) if 

anticoagulation is contraindicated or not tolerated and discuss 

the benefits and risks of LAAO with the person. 

b. Do not offer LAAO (left atrial appendage occlusion) as an 

alternative to anticoagulation unless anticoagulation is 

contraindicated or not tolerated  

2. Current evidence suggests that percutaneous occlusion of the left atrial 

appendage (LAA) is efficacious in reducing the risk of thromboembolic 

complications associated with non-valvular atrial fibrillation (AF) 

3. Percutaneous occlusion of the LAA is a technically challenging 

procedure which should only be carried out by clinicians with specific 

training and appropriate experience in the procedure. 

4. This procedure should be carried out only in units with on-site cardiac 

surgery 

ii. American College of Cardiology/American Heart Association 2015; study not 

included due to length, can be viewed here: 

http://content.onlinejacc.org/article.aspx?articleid=2360689\ 
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a. The current ACC/American Heart Association/HRS Guideline for the 

Management of Patients with Atrial Fibrillation does not include 

recommendations for the use of LAA occlusion devices because of the 

lack of adequate data and the absence of an FDA-approved LAA 

closure device labeled for the indication of stroke prevention at the 

time of their development 

iii. HERC staff summary: percutaneous left atrial appendage occlusion has not 

been shown to be superior or cost-effective compared to anticoagulation in 

patients who are eligible for anticoagulation.  These devices have not been 

studied in patients who are not eligible for anticoagulation.  There is a high 

rate of complications with these devices 

iv. HERC staff recommendation: 

a. Add 33340 Percutaneous transcatheter closure of the left atrial 

appendage with endocardial implant to the Services Recommended 

for Non-Coverage table 

i. Experimental 
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2) 36456 Partial exchange transfusion, blood, plasma or crystalloid necessitating the skill of a 

physician or other qualified health care professional, newborn 

a. Current coding:  

i. 36450 (Exchange transfusion, blood; newborn) which is Ancillary 

ii. 36455 (Exchange transfusion, blood; other than newborn) is Services 

Recommended for Non-Coverage 

b. Description: This is a treatment in which red blood cells are selectively removed from 

the blood of a neonate to treat polycythemia.  Previously, this procedure was coded 

with the same code as exchange transfusion (used to treat a wider variety of conditions 

including hyperbilirubinemia).  This new code is specific for partial exchange transfusion. 

c. Evidence 

i. Ozek 2010, Cochrane review of partial exchange transfusion for newborn 

polycythemia 

1. One study (Kumar 2004) reported no demonstrable effect on the risk of 

neonatal mortality (RR 5.23, 95% CI 0.66, 41.26). 

2. Four studies reported on neurodevelopmental assessment at 18months 

or older. The completeness of follow-up differed widely between the 

studies. Overall, no difference was seen in developmental delay when 

all trials are analysed based on available cases (typical RR 1.45, 95% CI 

0.83 to 2.54) and when only the randomized controlled trials are 

analysed (typical RR 1.35, 95% CI 0.68 to 2.69).  

3. Two studies reported on necrotizing enterocolitis (Van der Elst 1980; 

Black 1985). An increase in the risk of NEC was noted in infants receiving 

PET (typical RR 11.18, 95% CI 1.49, 83.64; typical RD 0.14, 95% CI 0.05, 

0.22). No differences in short-term complications including 

hypoglycemia (two studies) and thrombocytopenia (one study) were 

noted. 

4. Authors’ conclusions: There are no proven clinically significant short or 

long-term benefits of PET in polycythemic newborn infants who are 

clinically well or who have minor symptoms related to hyperviscosity. 

PET may lead to an increase in the risk of NEC. The data regarding 

developmental follow-up are extremely imprecise due to the large 

number of surviving infants who were not assessed and, therefore, the 

true risks and benefits of PET are unclear. 

ii. Dempsey 2006, systematic review of partial exchange transfusion for neonatal 

polycythemia 

1. N=6 studies 

2. There is no evidence of an improvement in long term neurological 

outcome (mental developmental index, incidence of mental delay, and 

incidence of neurological diagnoses) after partial exchange transfusion 

in symptomatic or asymptomatic infants. There is no evidence of 

improvement in early neurobehavioural assessment scores (Brazelton 

neonatal behavioural assessment scale). Partial exchange transfusion 
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may be associated with an earlier improvement in symptoms, but there 

are insufficient data to calculate the size of the effect. Necrotising 

enterocolitis is probably increased by partial exchange transfusion 

(relative risk 8.68, 95% confidence interval 1.06 to 71.1). Conclusion: 

There is no evidence of long term benefit from partial exchange in 

polycythaemic infants, and the incidence of gastrointestinal injury is 

increased. The long term outcome is more likely to be related to the 

underlying cause of polycythaemia. 

iii. Expert input—no responses 

iv. HERC staff summary: recent systematic reviews find no evidence of decrease in 

mortality or improvement in neurodevelopmental outcomes for PET in neonates 

with polycythemia.  The procedure may increase the risk of NEC or other serious 

intestinal complications 

v. HERC staff recommendation 

1. Add 36456 (Partial exchange transfusion, blood) to the Services 

Recommended for Non-Coverage table 

a. No evidence of effectiveness, evidence of possible harm 
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3) 43284 and 43285, placement and removal of esophageal sphincter augmentation device 

a. Definition: Placement of one of a number of minimally invasive devices are marketed to 

provide a treatment option for GERD to patients who have failed standard medical 

therapies, or individuals who decide against or could not afford drug therapy. Devices 

include the LINX Reflux Management System (a sphincter augmentation device), the 

Durasphere, the Gatekeeper Reflux Repair System and the Plexiglas 

polymethylmethacrylate (PMMA) microspheres.  Standard therapies for GERD include 

PPIs, and fundoplication surgery. 

b. Codes: 

i. 43284 Laparoscopy, surgical, esophageal sphincter augmentation procedure, 

placement of sphincter augmentation device (ie, magnetic band), including 

cruroplasty when performed 

ii. 43285 Removal of esophageal sphincter augmentation device 

iii. Previously coded with HCPCS C9737 (Laparoscopy, surgical, esophageal 

sphincter augmentation with device (eg, magnetic band)) which was Ancillary 

c. Evidence 

i. Overall, little literature identified; not covered by major insurers 

ii. Sphincter augmentation procedures not listed as a treatment option in the 

AHRQ 2011 evidence based review of treatments for GERD or in the NICE 2014 

evidence based review for GORD; study not included due to length, can be 

viewed here: https://www.ncbi.nlm.nih.gov/pmc/articles/PMC2672641/ 

 

iii. NICE 2012, evidence review of laparoscopic insertion of a magnetic bead band 

for GERD 

1. The evidence on the safety and efficacy of laparoscopic insertion of a 

magnetic bead band for gastro-oesophageal reflux disease (GORD) is 

limited in quantity. Therefore, this procedure should only be used with 

special arrangements for clinical governance, consent and audit or 

research 

2. The evidence on efficacy consists of a single case series of 44 patients 

3. Note: Several studies are ongoing or published since this review 

iv. AHRQ 2013, emerging technologies review; study not included due to length, 

can be viewed here: http://effectivehealthcare.ahrq.gov/ehc/assets/File/Peptic-

Ulcer-Horizon-Scan-High-Impact-1512.pdf 

1. Review of the Linx Reflux Management System, a laparoscopically 

placed device that uses magnetic titanium beads on a wire placed 

around the outer muscle layer of the esophagus at the LES to ensure 

closure of the LES sphincter after swallowing  

2. Conclusion: small amount of data on safety and efficacy; lack of long-

term data on safety and efficacy.  

d. HERC staff recommendations: 

i. Place CPT 43284 on the Services Recommended for Non-Coverage table 

1. Experimental 
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ii. Place CPT 43285 on line 430 COMPLICATIONS OF A PROCEDURE USUALLY 

REQUIRING TREATMENT to allow removal of devices causing medical issues in 

patients who had previous placement 

 

4) 58674 Laparoscopy, surgical, ablation of uterine fibroid(s) including intraoperative ultrasound 

guidance and monitoring, radiofrequency 

a. Definition: Minimally invasive destruction of uterine fibroids with radiofrequency waves.  

Alternative treatments include oral contraceptives, Mirena IUD, hysterectomy, 

myomectomy, endometrial ablation, uterine artery embolization.   

b. Currently, vascular embolization, myomectomy, and hysterectomy are included on line 

409 UTERINE LEIOMYOMA AND POLYPS for treatment of uterine fibroids, with a 

guideline.  

c. Evidence 

i. Chittawar 2015 Review of nonsurgical/minimally invasive treatments for uterine 

fibroids 

1. Radiofrequency ablation/myolysis is an emerging conservative option  

2. Included 1 RCT (Brucker 2014, N=50), 1 prospective study (Guido 2013, 

N=135) 

ii. Van der Kooij 2012, Review of nonsurgical/minimally invasive treatments for 

uterine fibroids 

1. MRgFUS, myolysis/radiofrequency ablation, and laparoscopic or vaginal 

occlusion of uterine arteries are not widely studied and more evidence 

is needed before these interventions can be implemented in the 

therapeutic arsenal for symptomatic uterine fibroids in daily practice. 

2. No RCTs had been conducted at the time of this review 

iii. 1 RCT has been conducted of RFA vs laparoscpic myomectomy (published in two 

separate articles)–  

1. Brucker 2014 

2. Radiofrequency volumetric thermal ablation (RFVTA) of fibroids (N=25) 

versus laparoscopic myomectomy (LM) (N=25) 

3. The mean hospitalization times were 10.0± 5.5 (median 7.8 [range 4.2–

25.5]) hours for the RFVTA group and 29.9 ± 14.2 (median 22.6 [range 

16.1–68.1]) hours for the LM group (P b 0.001, Wilcoxon test). 

Intraoperative blood loss was 16 ± 9 (median 20 [range: 0–30]) mL for 

the RFVTA procedures and 51±57 (median 35 [range 10–300]) mL for 

the LM procedures. The percentage of fibroids imaged by laparoscopic 

ultrasound that were treated/excised was 98.6% for RFVTA and 80.3% 

for LM. Two complications were reported: vertigo (n=1; RFVTA) and port 

site hematoma (n=1; LM).  

4. Conclusion: Radiofrequency volumetric thermal ablation resulted in the 

treatment of more fibroids, a significantly shorter hospital stay, and less 

intraoperative blood loss than laparoscopic myomectomy. 

5. Hahn 2013 
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6. Both groups had similar pain medication, days of work missed. Mean 

symptom severity scores decreased (improved) by − 7.8 for the ablation 

subjects and by − 17.9 for the myomectomy subjects (p=0.16). Health-

related quality of life improved (increased) by 7.5 and 13.1, respectively, 

for the two groups (p=0.46). Two myomectomy subjects had 

pregnancies that ended in a Cesarean delivery and a vaginal delivery of 

healthy infants. Two pregnancies in the RFVTA group ended in full-term 

vaginal deliveries of healthy infants. 

7. Conclusions: Early postoperative recovery and twelve-month results 

attest to similar clinical benefits from RFVTA and LM. 

iv. Literature submitted by Dr. Sedacky (plus Hahn 2013): 

1. Chudnoff 2013, HALT cohort study 

a. N=135, followed through 24 months 

b. At 3-, 6-, and 12-month follow-ups, mean alkaline hematin and 

associated menstrual blood loss decreased from baseline levels 

by 31.8%, 40.7%, and 38.3%, respectively (P<.001, paired t test). 

Symptom severity decreased from a baseline mean transformed 

score of 61.1 to 26.6 at 12 months postprocedure (P<.001, 

paired t test). Health related quality of life improved from a 

mean transformed score of 37.3 at baseline to 79.5 at 12 

months (P<.001, paired t test). At 12 months postprocedure, 

total mean myoma volume decreased from baseline by 45.1% 

(measured by magnetic resonance imaging). There was one 

serious adverse event (one of 135 [0.7%]) requiring readmission 

5 weeks postprocedure and one surgical reintervention for 

persistent bleeding. Ninety-four percent of the women reported 

satisfaction with the treatment. 

c. CONCLUSION: Radiofrequency volumetric thermal ablation of 

myomas is well tolerated and results in rapid recovery, high 

patient satisfaction, improved quality of life, and effective 

symptom relief. 

2. Guido 2013, 24 month follow up of HALT study above 

a. N=112 women 

b. Change in symptom severity from baseline was –35.7 (95% CI, –

40.1 to –31.4; p<.001). Change in health-related quality of life 

(HRQL) was 40.9 (95% CI, 36.2 to 45.6; p < .001). HRQL 

subscores also improved significantly from baseline to 24 

months in all categories (concern, activities, energy/mood, 

control, self-consciousness, and sexual function) [p<.001]. Six 

patients underwent surgical re-intervention for fibroid-related 

bleeding between 12 and 24 months providing a re-intervention 

rate of 4.8% (6/124). 

c. Conclusion: Radiofrequency volumetric thermal ablation of 

myomas significantly reduces symptom severity and improves 
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quality of life with low surgical re-intervention through 24 

months of follow up 

3. Berman 2014, 36 month follow up of HALT study above 

a. N=104 

b. change in mean (SD) symptom severity from baseline (60.2 

[18.8]) to 36 months was –32.6 (95% confidence interval, –37.5 

to –27.8; p , .001). Health-related quality of life also was 

improved, from the baseline value of 39.2 (19.2) to 38.6 (95% 

confidence interval, 33.3 to 43.9; p , .001) at 36 months. 

Patient-reported Uterine Fibroid Symptom and Health-Related 

Quality of Life questionnaire subscores demonstrated 

statistically significant improvement from baseline to 36 months 

in all categories (Concern, Activities, Energy/Mood, Control, 

Self-consciousness, and Sexual Function) (p , .001). For the 104 

participants with 36-month data, mean state of health scores 

(EuroQOL-5D Health State Index) improved from a baseline 

value of 71.0 (19.3) to 86.2 (11.7) at 36 months. The cumulative 

repeat intervention rate of 11% (14 of 135 participants) at 36 

months was well below the possible 25% maximum expected at 

the beginning of the trial. 

c. Conclusion: RFVTA of uterine myomas resulted in sustained 

relief from myoma symptoms and continued improvement in 

health-related quality of life through 36 months after ablation. 

The low repeat intervention data through 36 months is a 

positive outcome for patient well-being. 

4. Bongers 2014, cohort study 

a. N=50 

b. Perfused fibroid volumes were reduced at 3 months by an 

average of 68.8±27.8 % (P<0.0001; Wilcoxon signed-rank test). 

At 6 months, mean Menstrual Pictogram and Symptom Severity 

Score scores decreased by 60.8±38.2 and 59.7±30.4 %, 

respectively; the mean Health-Related Quality of Life score 

increased by 263±468 %. There were two serious adverse 

events (overnight admissions for abdominal pain and 

bradycardia, respectively) and no surgical reinterventions.  

a. These 6-month results suggest that the VizAblate System is safe 

and effective in providing relief of abnormal uterine bleeding 

associated with fibroids, with appropriate safety and a low 

reintervention rate. 

v. Expert input: From Amanda Sedacky from OHSU OB/Gyn. “I don’t think this is 

considered an experimental treatment anymore because it was FDA approved in 

2012 and there is good data to support its efficacy. I don’t think it has been 

widely adopted primarily due to the expense of purchasing the equipment, need 

for special training and some difficulty defining the procedure for insurance 
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coverage. It is definitely something that we should push to have here at OHSU in 

the future because some patients are asking for it and it is a good uterine 

sparing treatment where there are not a lot of other options.”  

d. Other policies 

i. Aetna 2016 covers radiofrequency ablation of fibroids 

ii. Most BCBS policies consider radiofrequency ablation of fibroids investigational 

e. HERC staff recommendation: 

i. Place 58674 on the Services Recommended for Non-Coverage table 

1. Experimental 

2. Only 2 studies (N=135, N=50) identified 

3. Can reassess after further evidence is published 
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5) 76706 Ultrasound, abdominal aorta, real time with image documentation, screening study for 

abdominal aortic aneurysm (AAA) 

a. Current coding: this type of screening was coded with the generic code 76770 

(Ultrasound, retroperitoneal (eg, renal, aorta, nodes), real time with image 

documentation; complete) which is diagnostic.  Also coded with HCPCS G0389 

(Ultrasound, B-scan and/or real time with image documentation; for abdominal aortic 

aneurysm (AAA) screening [one time for men 65 years of age or older]) which was 

Ancillary.  G0389 is deleted for 2017. 

b. The USPSTF recommends one-time screening for abdominal aortic aneurysm (AAA) with 

ultrasonography in men ages 65 to 75 years who have ever smoked (level B 

recommendation).  Screening for AAA in never-smoking men 65-75 is a C 

recommendation, in women ever-smokers is an I recommendation and in woman who 

have never smoked is a D recommendation. 

c. ICD-10 Z13.5 (Encounter for screening for cardiovascular disorders) is used to code for 
AAA screening and is on lines 3: PREVENTION SERVICES WITH EVIDENCE OF 
EFFECTIVENESS and 625: PREVENTION SERVICES WITH LIMITED OR NO EVIDENCE OF 
EFFECTIVENESS 

d. HERC staff recommendations: 

i. Add CPT 76706 to lines 3 PREVENTION SERVICES WITH EVIDENCE OF 

EFFECTIVENESS and 625 PREVENTION SERVICES WITH LIMITED OR NO EVIDENCE 

OF EFFECTIVENESS 

ii. Modify GN 106 to specify that the USPSTF “D” recommendations are included 

on line 625 

GUIDELINE NOTE 106, PREVENTIVE SERVICES 
Line 3,625 

Included on this line 3 are the following preventive services as required by federal law: 
1. US Preventive Services Task Force (USPSTF) “A” and “B” Recommendations  

http://www.uspreventiveservicestaskforce.org/Page/Name/uspstf-a-and-b-
recommendations/  

2. American Academy of Pediatrics (AAP) Bright Futures Guidelines: 
http://brightfutures.aap.org. Periodicity schedule available at http://www.aap.org/en-
us/professional-resources/practice-support/Periodicity/Periodicity%20Schedule_FINAL.pdf. 

3. Health Resources and Services Administration (HRSA) Women’s Preventive Services - Required 
Health Plan Coverage Guidelines:  

http://www.hrsa.gov/womensguidelines/  
4. Immunizations as recommended by the Advisory Committee on Immunization Practices (ACIP): 

http://www.cdc.gov/vaccines/schedules/hcp/index.html 

USPSTF “D” recommendations are included on line 625 
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6) 77065-77067 Diagnostic and screening mammography with computer-aided-detection 

a. Codes:  

i. 77065 Diagnostic mammography, including computer-aided detection (CAD) 

when performed; unilateral 

ii. 77066 Diagnostic mammography, including computer-aided detection (CAD) 

when performed; bilateral 

iii. 77067 Screening mammography, bilateral (2-view study of each breast), 

including computer-aided detection (CAD) when performed 

b. New codes are bundling computer-aided-detection (CAD) with mammography.  

Currently CAD (77051 and 77052) are Services Recommended for Non Coverage; 

mammography (77055, 77056, 77057) are Diagnostic Procedures File.  The non-

coverage of CAD is based on a coverage guidance and has an associated guideline 

c. Screening mammography (CPT 77057 currently, 77067 new code) is paired with ICD-10 

Z12.31 (Encounter for screening mammogram for malignant neoplasm of breast), which 

is on line 3 PREVENTION SERVICES WITH EVIDENCE OF EFFECTIVENESS 

d. HERC staff recommendations: 

i. Add 77065 and 77066 to the Diagnostic Procedures File 

1. Used for evaluation of a lump or other area of concern 

ii. Add 77067 to line 3 PREVENTION SERVICES WITH EVIDENCE OF EFFECTIVENESS  

1. Used for breast cancer screening in asymptomatic women 

2. Mammography is USPSTF “B” Recommendation for women 50-74, “C” 

Recommendation for women 40-49, and “I” Recommendation for 

women 75 and older 

iii. Delete GN D15 – no longer able to identify when CAD is used based on coding 

 

DIAGNOSTIC GUIDELINE D15, COMPUTER-AIDED MAMMOGRAPHY 

Computer-aided mammography (CPT code 77051 and 77052) is not a covered service. 
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7) 81327 SEPT9 (Septin9) (eg, colorectal cancer) methylation analysis 

a. Definition: blood test to screen for colorectal cancer (trade name Epi proColon) 

b. Evidence: 

i. Johnson 2015 

1. Trial to determine sensitivity and specificity of Epi proColon  

2. N=199 

a. 102 patients with colon cancer previously found on colonoscopy 

b. 97 control patients 

3. For all samples, sensitivity for CRC detection was 73.3% (95% CI 63.9–

80.9%) and 68.0% (95% CI 58.2–76.5%) for Septin9 and FIT, respectively. 

Specificity of the Epi proColon test was 81.5% (95% CI 75.5–86.3%) 

compared with 97.4% (95% CI 94.1–98.9%) for FIT. For paired samples, 

the sensitivity of the Epi proColon test (72.2% –95% CI 62.5–80.1%) was 

shown to be statistically non-inferior to FIT (68.0%–95% CI 58.2–76.5%). 

When test results for Epi proColon and FIT were combined, CRC 

detection was 88.7% at a specificity of 78.8%. 

4. Conclusions: At a sensitivity of 72%, the Epi proColon test is non- 

inferior to FIT for CRC detection, although at a lower specificity. With 

negative predictive values of 99.8%, both methods are identical in 

confirming the absence of CRC. 

5. Industry funded study 

ii. Jin 2015 

1. Sensitivity and specificity trail for second generation Septin9 test 

version 2.0 

2. N=135 patients with CRC, 169 patients of adenomatous polyps, 81 with 

hyperplastic polyps, and 91 healthy controls were included. The clinical 

status of all subjects was verified by colonoscopy. In all patients, 

peripheral blood samples were taken 

3. Results: The sensitivity and specificity of SEPT9 for CRC were 74.8% 

(95% confidence interval [CI]: 67.0–81.6%) and 87.4% (vs non-CRC, 95% 

CI: 83.5–90.6%), respectively. SEPT9 was positive in 66.7% of stage I, 

82.6% of stage II, 84.1% of stage III, and 100% of stage IV CRCs. The 

sensitivity of SEPT9 for advanced adenomas was 27.4% (95% CI: 18.7–

37.6%). The sensitivity and specificity of FIT for CRC was 58.0% (95% CI: 

46.1– 69.2%) and 82.4% (95% CI: 74.4–88.7%), respectively. SEPT9 

showed better performance in CRC detection than FIT, but similar 

among advanced adenomas. 

4. Conclusions: With improved performance characteristics in detecting 

CRC, the second generation SEPT9 assay could play an important role in 

CRC screening and early detection. 

c. HERC staff summary: new technology, still experimental 

d. HERC staff recommendation: 

i. Place CPT 81327 on the Services Recommended for Non-Coverage table 

1. Experimental 
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8) 81539 Oncology (high-grade prostate cancer), biochemical assay of four proteins (Total PSA, 

Free PSA, Intact PSA, and human kallikrein-2 [hK2]), utilizing plasma or serum, prognostic 

algorithm reported as a probability score 

a. The 4Kscore Test is a blood test that generates a risk score for the probability of finding 

high-grade prostate cancer (defined as a Gleason Score > 7) if a prostate biopsy were 

performed. The intended use of the test is to aid in the decision of whether or not to 

proceed with a prostate biopsy. The test algorithm combines the measurement of 4 

prostate-specific kallikreins (total prostate specific antigen (tPSA), free PSA (fPSA), intact 

PSA (iPSA), and human kallikrein 2 (hK2), which are combined in an algorithm with 

patient age, digital rectal exam (DRE) (nodules or no nodules), and whether the patient 

has had a prior negative prostate biopsy.  

b.  NCCN 2016 Prostate Cancer Early Detection  

i. 4Kscore listed as an option instead of biopsy for PSA >3 

1. “Biomarkers that improve the specificity of detection are not 

recommended as firstline screening tests.  However, there may be some 

patients who meet PSA standards for consideration for prostate biopsy, 

but for whom the patient and/or the physician wish to further define 

the probability of high-grade cancer.  A percent free PSA <10%, PHI>35 

or 4Kscore are potentially informative in patients who have never 

undergone biopsy or after a negative biopsy 

ii. 4Kscore listed as a possible further test after a benign prostate biopsy 

1. “follow up: consider percent free PSA, 4Kscore, HI, pSC1, or 

ConfirmMDx and/or Multiparametric MRI and/or refined prostate 

biopsy technique” 

2. Footnote: Those patients with negative prostate biopsies should be 

followed with DRE and PSA.  Tests that improve specificity in the post-

biopsy state—including 4Kscore, PHI, percent free PSA, PCA3 and 

ConfirmMDx—should be considered in patients thought to be higher 

risk despite a negative prostate biopsy.  

iii. The 4Kscore studies 

1. Prospective trial of 1012 patients showed that 4Kscore results have a 

high discrimination value (AUC 0.82).  In this study, using a threshold for 

biopsy of ≥15% risk allowed for 591 biopsies to be avoided (58%) while 

183 high grade tumors were detected and 48 high-grade tumors (4.7% 

of 1012 participants) were missed.   

2. Prospective study of 6129 men, AUD also 0.82 (95% CI 0.80-0.84).  Using 

6% risk of high grade cancer as a cutoff, 428 of 1000 men could avoid 

biopsy, with 119 of 133 high grade cancers detected and 14 of 133 

missed 

3. Multicenter utility study found a 65% reduction in prostate biopsies 

iv. Conclusion: The panel consensus is that the test can be considered for patients 

prior to biopsy and for those with prior negative biopsy for men thought to be 

at higher risk for clinically significant prostate cancer.  It is important for 
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patients and their urologists to understand, however, that no cut-off threshold 

has been established for the 4Kscore.  If a 4Kscore test is performed, the patient 

and his urologist should discuss the results and decide whether to proceed with 

biopsy.  

c. Similar code CPT 81313 (PCA3/KLK3 (prostate cancer antigen 3 [non-protein 

coding]/kallikrein-related peptidase 3 [prostate specific antigen]) ratio (eg, prostate 

cancer)) is SRNC, reviewed as part of the 2015 new CPT codes 

d. ConfirmMDx was reviewed as part of a coverage guidance and was recommended for 

non-coverage (CPT 81599, generic code) 

e. Free PSA (CPT 84154) is covered as Diagnostic Procedure 

f. HERC staff recommendation 

i. Place CPT 81539 on the Services Recommended for Non-Coverage table 

1. Utility still unclear; the alternative test, prostate biopsy, is covered and 

has proven diagnostic value.  Similar tests (i.e. ConfirmMDx) are SNRC 
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9) 93590-93592 Percutaneous transcatheter closure of paravalvular leak 

a. Definition: minimally invasive technique to repair a prosthetic value leak when the 

patient is symptomatic with heart failure or other complications and the patient cannot 

tolerate an open procedure. 

b. Coding 

i. 93590 Percutaneous transcatheter closure of paravalvular leak; initial occlusion 

device, mitral valve 

ii. 93591 Percutaneous transcatheter closure of paravalvular leak; initial occlusion 

device, aortic valve 

iii. 93592 Percutaneous transcatheter closure of paravalvular leak; initial occlusion 

device, each additional occlusion device 

iv. The open equivalent (CPT 33496 Repair of non-structural prosthetic valve 

dysfunction with cardiopulmonary bypass) is on lines 

74,94,110,115,190,192,227,261,290 

v. The percutaneous procedure was previously coded with the generic CPT 93799 

(Unlisted cardiovascular service or procedure) 

vi. Actual percutaneous replacement of the valves are covered (ex: 33361 

Transcatheter aortic valve replacement (TAVR/TAVI) with prosthetic valve; 

percutaneous femoral artery approach), 33418 Transcatheter mitral valve 

repair, percutaneous approach) 

vii. ICD-10 T82.03XA (Leakage of heart valve prosthesis) is on line 290 

COMPLICATIONS OF A PROCEDURE ALWAYS REQUIRING TREATMENT 

c. Evidence: case studies, case series and technical bulletins were identified.  Outcomes 

appear to vary based on technique, type of device used, indications, and underlying 

heart disease and comorbidities.  Appears to be an option for use when a patient cannot 

tolerate an open procedure.   

i. Cruz-Gonzalez 2016, systematic review of percutaneous repair of paravalvular 

leak (PVL)  

1. Percutaneous treatment of PVLs has emerged as a safe and less invasive 

alternative, with low complication rates and high technical and clinical 

success rates. However, it is a complex procedure, which needs to be 

performed by an experienced team of interventional cardiologists and 

echocardiographers. The success of the procedure is higher in centres 

with extensive experience in this field. 

2. N=13 studies with 392 patients (mostly case series and registry studies) 

a. Mitral or aortic valve repair 

b. Reported technical success (defined as the correct deployment 

of an occlusive device through the PVL and the lack of 

significant residual regurgitation or new prosthetic valve 

malfunction) ranged from 77% to 86%.  

c. Reported clinical success (defined as a reduction of ≥1 grade on 

the New York Heart Association functional class scale and/or 

improvement in HA) ranged from 67% to 77%.  
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d. High rate of complications (54%?) 

d. Expert group recommendations 

i. AHA/ACC 2014 Management of valvular disease 

a. Class 1: Surgery is recommended for operable patients with 

mechanical heart valves with intractable hemolysis or HF due to 

severe prosthetic or paraprosthetic regurgitation (Level of Evidence: 

B) 

b. CLASS IIa: Surgery is reasonable for operable patients with severe 

symptomatic or asymptomatic bioprosthetic regurgitation. (Level of 

Evidence C) 

c. Class IIa: Percutaneous repair of paravalvular regurgitation is 

reasonable in patients with prosthetic heart valves and intractable 

hemolysis or NYHA class III/IV HF who are at high risk for surgery and 

have anatomic features suitable for catheter-based therapy when 

performed in centers with expertise in the procedure. (Level of 

Evidence B) 

e. HERC staff summary: There is little high quality evidence identified regarding these 

procedures; however, these procedures are done on high risk patients with few other 

options 

f. HERC staff recommendations: 

i. Place 93590-93591 (Percutaneous transcatheter closure of paravalvular leak, 

aortic or mitral or additional procedure) on line 290 COMPLICATIONS OF A 

PROCEDURE ALWAYS REQUIRING TREATMENT 

1. Will pair with ICD-10 T82.03XA (Leakage of heart valve prosthesis)  

ii. Adopt the following new guideline note 

 
GUIDELINE NOTE XXX PERCUTANEOUS REPAIR OF PARAVALVULAR LEAKS 
Line 290 
Percutaneous transcatheter closure of paravalvular leak (CPT 93590-93592) is included on this line only 
for patients with  

1) prosthetic heart valves with paravalvular leak AND 
2) intractable hemolysis or NYHA class III/IV heart failure AND 
3) who are at high risk for surgery and have anatomic features suitable for catheter-based therapy 

AND 
4) when performed in centers with expertise in the procedure. 
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10) 96377 Application of on-body injector (includes cannula insertion) for timed subcutaneous 

injection 

a. Definition: an automatic injection system in which pre-loaded medication can be 

administered to a patient at a preselected time.  Amgen recently received approval for 

use of the Neulasta Delivery Kit.  The manufacturer advertises that this technology will 

improve the rate of patient follow up for medications like granulocyst-colony 

stimulating factor which need to be given the day after chemotherapy, and will no 

longer require the patient to return to a medical facility for the injection.  A patent was 

applied for in May, 2016 for an “on-body injector” by Medtronic. 

b. No other medication use other than Neulasta (pegfilgrastim) was found but future uses 

may be developed 

c. Previous coding: this device was previously coded as CPT 96372 (Therapeutic, 

prophylactic, or diagnostic injection (specify substance or drug); subcutaneous or 

intramuscular) which is Ancillary 

d. Expert input: Kevin Olson, MD 

i. These devices are helpful for rural patients and those with long travel times.  

The device avoids the need for the patient to return to the clinic or infusion 

center.  It also frees up infusion center time and staff.  It is commonly used in 

oncology practice.  

e. Comparative costs: 

i. From P&T: $5295 for the Neulasta 6mg/0.6ml syringe and $5408 for Neulasta 

Onpro 6mg/0.6ml.   

ii. The syringe would also require a nurse visit/injection fee 

f. HERC staff summary: the on-body injector avoids a nurse/clinic visit, and is commonly in 

use.  The cost is minimally higher than the traditional injection/visit. 

g. HERC staff recommendation 

i. Add 96377 to all lines with chemotherapy in the treatment description 

1. Alternate: Add 96377 to the Ancillary Procedures File 
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Issue:  
GUIDELINE NOTE 6, REHABILITATIVE AND HABILITATIVE THERAPIES was modified several times 
in the past year, to bring the guideline in line with federal rules.  One of the modifications 
approved in October, 2016 was to separate rehabilitative and habilitative services, giving them 
separate numberical limits.  This is to comply with a federal rule regarding coverage of 
habilitative services.  The CCO medical directors have requested that the federal definition of 
habilitative be added to the guideline to help clarify it.  

1) Excerpts from federal rule regarding habilitative services are shown below: 
a. Separate coverage limits must also be established for rehabilitative and 

habilitative services and devices (see 45 CFR 156.115(a)(5)(iii)) for plan years 
beginning on or after January 1, 2017. A combined limit that cannot be exceeded 
based on medical necessity is not permissible. States will need to assess any 
existing limits on this coverage to determine if an amendment to the ABP SPA is 
required. 

b. Text of 45 CFR 156.115(a)(5)(iii) 
i. (iii) For plan years beginning on or after January 1, 2017, do not impose 

combined limits on habilitative and rehabilitative services and devices. 
c. Federal definition of habilitative services: 

i. 45 CFR 156.115 
1. (5) With respect to habilitative services and devices -  
2. (i) Cover health care services and devices that help a person keep, 

learn, or improve skills and functioning for daily living (habilitative 
services). Examples include therapy for a child who is not walking 
or talking at the expected age. These services may include 
physical and occupational therapy, speech-language pathology 
and other services for people with disabilities in a variety of 
inpatient and/or outpatient settings;  
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HERC staff recommendation: 
1) Option 1: make no changes 

a. Federal definition will still exist; any changes or clarifications to this definition 
will not require any changes to GN6 

2) Option 2: Modify GN6 as shown below 
a. Adds federal definition of habilitative services; will require updates if definition is 

clarified or changed 
 
GUIDELINE NOTE 6, REHABILITATIVE AND HABILITATIVE THERAPIES 

Lines 34,50,61,72,75,76,78,85,95,96,135,136,140,154,157,164,182,187,188,200,201,205,
206,212,259,261,276,290,292,297,305,306,314,322,346,350,351,353,360,361,364,366,381,
382,392,406,407,413,421,423,427,428,436,447,459,467,470,471,482,490,501,512,532,558,
561,574,592,611,666  

 
The quantitative limits in this guideline note do not apply to mental health or substance abuse 
conditions. 
 
A total of 30 visits per year of rehabilitative therapy and a total of 30 visits per year of 
habilitative therapy (physical, occupational and speech therapy) are included on these lines 
when medically appropriate. Additional visits, not to exceed 30 visits per year of rehabilitative 
therapy and 30 visits per year of habilitative therapy, may be authorized in cases of a new acute 
injury, surgery, or other significant change in functional status.  Children under age 21 may have 
additional visits authorized beyond these limits if medically appropriate.  Habilitative services 
are defined as health care services and devices that help a person keep, learn, or improve skills 
and functioning for daily living. Examples include therapy for a child who is not walking or 
talking at the expected age. These services may include physical and occupational therapy, 
speech-language pathology and other services for people with disabilities in a variety of 
inpatient and/or outpatient settings. 
 
Physical, occupational and speech therapy are only included on these lines when the following 
criteria are met: 

1. therapy is provided by a licensed physical therapist, occupational therapist, speech 
language pathologist, physician, or other practitioner licensed to provide the therapy,  

2. there is objective, measurable documentation of clinically significant progress toward 
the therapy plan of care goals and objectives, 

3. the therapy plan of care requires the skills of a medical provider, and  
4. the client and/or caregiver cannot be taught to carry out the therapy regimen 

independently. 
 
No limits apply while in a skilled nursing facility for the primary purpose of rehabilitation, an 
inpatient hospital or an inpatient rehabilitation unit. 
 
Spinal cord injuries, traumatic brain injuries, or cerebral vascular accidents are not subject to 
the visit limitations during the first year after an acute injury. 
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Questions:  

1) How should the back surgical guideline be modified? 
 
Question source: HERC staff, OHSU Neurosurgery and Orthopedic Surgery, CCO Medical Directors, HSD 
 
Issue: There are multiple concerns and questions about the back surgery guideline that went into effect 
July 1, 2016.  These concerns were discussed at the October, 2016 VBBS meeting, with feedback from 
the commissioners and from Dr. Jason Cheng, OHSU Neurosurgery.  
 
During the October VBBs discussion, several issues were agreed upon 

1) Spinal fusion should be covered with spinal decompression surgery for cervical spinal stenosis 
2) Spondylolisthesis should have fusion surgery covered.  In order to meet the current GN37 

criteria, the spondylolisthesis will be greater than stage 1 (mild) with just pain, per Dr. Cheng 

3) Lumbar fusion should be allowed with lumbar decompression without spondylolisthesis in 
situations of spinal instability: “pre-existing or expected post-surgical spinal instability (e.g. 
degenerative scoliosis >10 degrees, >50% of foraminal joint expected to be resected).” 

 

There was discussion about including radiculopathy on the upper surgical line. The previously adopted 

definition of radiculopathy did not include radiating pain alone, and this definition was reaffirmed. The 

addition of ICD-10 codes for radiculopathy was not felt to be needed by the neurosurgeons. The current 

wording in the guideline, with the definition of radiculopathy from the beginning of the guideline to 

define when spinal foraminal stenosis causes objective evidence of neurologic impairment, was 

considered adequate by the neurosurgical experts.  The wording is required to be closer to the portion 

of the guideline dealing with spinal stenosis. 

 
 
 
  

VbBS Issue Summary Docs from 11-10-2016



VbB
S Is

su
e S

um
mary

 D
oc

s f
rom

 11
-10

-20
16

Back Surgery Guidelines 
 

2 
 

HERC staff recommendations: 
1) Modify GN 37 as shown below.   

a. Add coverage for spinal fusion with decompression for cervical spinal stenosis  
b. Add coverage for spinal fusion with decompression for lumbar spinal stenosis when 

i. Spondylolisthesis is present 
ii. When spinal instability is present 

c. Define neurologic impairment—move this definition to correspond to the portion of the 
GN that refers to it 

 

GUIDELINE NOTE 37, SURGICAL INTERVENTIONS FOR CONDITIONS OF THE BACK AND SPINE 
OTHER THAN SCOLIOSIS 

Lines 351,532 

Surgical consultation/consideration for surgical intervention are included on these lines only for 
patients with neurological complications, defined as showing objective evidence of one or more 
of the following: 

A. Markedly abnormal reflexes 
B. Segmental muscle weakness 
C. Segmental sensory loss 
D. EMG or NCV evidence of nerve root impingement 
E. Cauda equina syndrome 
F. Neurogenic bowel or bladder 
G. Long tract abnormalities 

 
Spondylolisthesis (ICD-10-CM M43.1, Q76.2) is included on Line 351 to pair only when it results 
in spinal stenosis with signs and symptoms of neurogenic claudication. Otherwise, these 
diagnoses are included on Line 532.  Decompression and fusion surgeries are both included on 
these lines for spondylolisthesis. 
 
Surgical correction of spinal stenosis (ICD-10-CM M48.0) is only included on Line 351 for 
patients with:  

1) MRI evidence of moderate to severe central or foraminal spinal stenosis AND 
2) A history of neurogenic claudication, or objective evidence of neurologic impairment 

consistent with MRI findings.  Neurologic impairment is defined as objective evidence of 
one or more of the following: 

a) Markedly abnormal reflexes 
b) Segmental muscle weakness 
c) Segmental sensory loss 
d) EMG or NCV evidence of nerve root impingement 
e) Cauda equina syndrome 
f) Neurogenic bowel or bladder 
g) Long tract abnormalities 

Otherwise, these diagnoses are included on Line 532. Only decompression surgery is included 
on these lines for spinal stenosis; spinal fusion procedures are not included on either line for 
this diagnosis spinal stenosis unless: 
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1) the spinal stenosis is in the cervical spine OR 
2) spondylolisthesis is present as above OR 
3) there is pre-existing or expected post-surgical spinal instability (e.g. degenerative 

scoliosis >10 deg, >50% of foraminal joint expected to be resected) 
 

The following interventions are not included on these lines due to lack of evidence of 
effectiveness for the treatment of conditions on these lines, including cervical, thoracic, lumbar, 
and sacral conditions:  

 facet joint corticosteroid injection 

 prolotherapy 

 intradiscal corticosteroid injection 

 local injections 

 botulinum toxin injection 

 intradiscal electrothermal therapy 

 therapeutic medial branch block 

 sacroiliac joint steroid injection 

 coblation nucleoplasty 

 percutaneous intradiscal radiofrequency thermocoagulation 

 radiofrequency denervation 

 epidural steroid injections 
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Select noninvasive liver fibrosis tests - fibrosure hepascore real time tissue elastrography, 
Issue #1169   Page 1 

 

Question: Where should selected noninvasive liver fibrosis tests – fibrosure, hepascore, 
and real time tissue elastrography be placed on the Prioritized List? 
 
Question source: Value-based Benefits Subcommittee 
 
 
Issue: At the October VbBS meeting, the Coverage Guidance on Noninvasive Testing for 
Liver Fibrosis in Patients with Chronic Hepatitis C was reviewed.  Three tests (1 imaging 
and 2 proprietary blood tests) were recommended for noncoverage to guide treatment 
decisions for chronic hepatitis C.   
 
Imaging tests 

 Real time tissue elastography 

Blood tests (proprietary): 

 Hepascore® (FibroScore®) 

 FibroSure® (FibroTest®) 
 
VbBS asked HERC staff to review and ensure that these tests were appropriate for the 
Services Recommended for NonCoverage (SRNC) table versus having utility in the clinical 
management of hepatitis C.   
 
Prioritized List Status 
CPT 0346T Ultrasound, elastography (List separately in addition to code for primary 
procedure) 
  

Code CodeDesc Line Placement 

91200 Liver elastography, mechanically induced shear wave 
(eg, vibration), without imaging, with interpretation and 
report 

203 CHRONIC 
HEPATITIS; VIRAL 
HEPATITIS 

 
GUIDELINE NOTE 76, LIVER ELASTOGRAPHY 
Line 203 
Liver elastography (CPT 91200) is included on this line only when the non-invasive test 
would replace liver biopsy for determination of eligibility for medications for chronic 
hepatitis C. Performance of liver elastography more than twice per year or within six 
months following a liver biopsy is not included on this line. 
 
 
 
 
Evidence summary 
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REAL-TIME TISSUE ELASTOGRAPHY 

Kobayashi et al., 2014 

This is a good-quality systematic review and meta-analysis of diagnostic accuracy studies 
of real-time tissue elastography (RT-TE) compared to a reference standard of liver 
biopsy. The authors identified 15 trials including over 1,600 patients. Ten of 15 studies 
included patients with HCV. The authors expressed concerns over the risk of bias in 
several included studies related to patient selection bias and the absence of pre-
specified cut-off values for the index tests. They also identified possible publication bias 
in their funnel plots. The meta-analytic results for sensitivity and specificity are reported 
in Table 9 below. 
 
Table 9. Diagnostic Operating Characteristics for Real-Time Tissue Elastography 

Fibrosis 
Stage 

AUROC 
(95% CI) 

Sensitivity 
(95% CI) 

Specificity 
(95% CI) 

Positive LR 
(95% CI) 

Negative LR 
(95% CI) 

Significant: 

F2 

0.69 
 (NR) 

0.79 
(0.75 - 0.83) 

0.76 
(0.68 - 0.82) 

3.29 
(NR) 

0.27  
(NR) 

Advanced: 

F3 

0.86 
(NR) 

0.82 
(0.75 - 0.88) 

0.81 
0.72 - 0.88) 

4.31  
(NR) 

0.22  
(NR) 

Cirrhosis: 
F4 

0.72 
(NR) 

0.74 
(0.63 - 0.82) 

0.84 
0.79 - 0.88) 

4.6  
(NR) 

0.30  
(NR) 

 
Overall, the authors conclude that, “RTE is not highly accurate for any cut-off stage of 
fibrosis.” 
 
Others recommendations 
AASLD 2012, Non-alcoholic fatty liver disease 

There is no specific recommendation about noninvasive imaging testing for non-
alcoholic fatty liver disease.  They say this: “Transient elastography, which 
measures liver stiffness noninvasively, has been successful in identifying 
advanced fibrosis in patients with hepatitis B and hepatitis C. Although a recent 
meta-analysis showed high sensitivity and specificity for identifying fibrosis in 
NAFLD ( 7 ), it has a high failure rate in individuals with a higher BMI. 
Furthermore, it is not commercially available in the United States. Other imaging 
tools such as MR elastography, although commercially available in the United 
States, is rarely used in clinical practice.” 
 
They recommend NAFLD Fibrosis Score is a clinically useful tool for identifying 
NAFLD patients with higher likelihood of having bridging fibrosis and/ or 
cirrhosis. (Strength – 1, Evidence – B) 

 
Regence, 2016 
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Noninvasive Imaging Techniques for the Evaluation and Monitoring of Patients 
with Chronic Liver Disease 
Real-time Tissue Elastography 
“The 2014 BCBSA TEC Assessment found limited evidence on real-time tissue 
elastography. One study on RTE of 138 patients with hepatitis C reported 
transient elastography performed significantly better than RTE for all stages of 
fibrosis (≥F2, ≥F3, F4).[8] The positive likelihood ratio for ≥F2 was 8.36 for 
transient elastography and 2.04 for RTE. The negative likelihood ratio for ≥F2 
was 0.31 for transient elastography and 0.31 for RTE. The paucity of the evidence 
on real-time tissue elastography precludes any conclusion about its accuracy 
relative to liver biopsy or other types of noninvasive imaging, or about its effects 
on health outcomes.” 
 

From the manufacturer: 
http://www.hitachi-medical-systems.eu/products-and-
services/ultrasound/technologies/hitachi-technologies/real-time-tissue-
elastography-rte/clinical-evidence.html 
There are many potential applications of real time tissue elastography  
Clinical abstracts by application 
• Real-time Tissue Elastography for Women's Health 
• Real-time Tissue Elastography for Urological Applications 
• Real-time Tissue Elastography for applications using Endoscopic 

Ultrasound 
• Real-time Tissue Elastography; applications for Thyroid and Cervical 

Lymph Nodes 
• Real-time Tissue Elastography for Musculoskeletal Applications 
• Real-time Tissue Elastography for Liver Disease 
 Real-time Tissue Elastography Elastography Other Applications 

 
HEPASCORE 
 
Table 6: Studies of Blood Tests for Liver Fibrosis 

Test Number of 
studies 

Strength of 
evidence 

Fibrosis (F2) AUROC 
median (range) 

Cirrhosis AUROC 
median (range) 

Platelet count 18 Moderate 0.71 (0.38 - 0.94) 0.89 (0.64 - 0.99) 

Hyaluronic acid 8 Moderate 0.75 (0.65 - 0.88) 0.90 (0.80 - 0.97) 

Age-platelet 
index 

11 Moderate 0.74 (0.64 - 0.79) 0.86 (0.64 - 0.91) 

AST-platelet 
ratio index 

7 High 0.77 (0.58 - 0.95) 0.84 (0.54 - 0.97) 

AST-ALT ratio 32 High 0.59 (0.50- 0.82) 0.72 (0.52 - 0.91) 

Bonacini index 12 Moderate 0.66 (0.58 - 0.71) 0.74 (0.61 - 0.91) 

ELF™ 8 Moderate 0.81 (0.72 - 0.87) 0.88 (0.78 - 0.91) 
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FIB-4 19 Moderate 0.74 (0.61 - 0.81) 0.87 (0.83 - 0.92) 

FibroIndex 9 Moderate 0.76 (0.58 - 0.86) 0.86 (0.78 - 0.92) 

Fibrometer™ 8 Moderate 0.82 (0.78 - 0.85) 0.91 (0.89 - 0.94) 

FIBROSpect® II 7 Low 0.86 (0.77 - 0.90) NR 

FibroTest® 32 High 0.79 (0.70 - 0.89) 0.86 (0.71 - 0.92) 

Forns index 22 High 0.76 (0.60 - 0.86) 0.87 (0.85 - 0.91) 

GUCI 5 Low NR 0.82 (0.78 - 0.86) 

Hepascore® 12 High 0.79 (0.69 - 0.82) 0.89 (0.88 - 0.94) 

Lok index 10 Moderate NR 0.80 (0.61 - 0.91) 

Pohl index 12 Low 0.52 (0.52 - 0.53) 0.65 (0.64 - 0.66) 

 
FIBROTEST 
From the Coverage Guidance: 
We identified a poor quality systematic review and meta-analysis of six studies reporting 
on the relative prognostic value of liver biopsy, FibroTest®, FIB-4, and APRI for predicting 
overall survival. All of the tests offered statistically significant prognostic value for 
overall survival with AUROCs of 0.58 for APRI (95% CI 0.53 to 0.63), 0.68 for FIB-4 (95% 
CI 0.58 to 0.78), 0.77 for biopsy (95% CI 0.62 to 0.93), and 0.80 for FibroTest® (95% CI 
0.76 to 0.95). The authors did not describe the methodologic rigor of the included 
studies. There was significant heterogeneity in the included studies (for example, in one 
study of APRI and FIB-4 in HCV patients, 68% of the patients had HIV co-infection). 
Lastly, the review was authored by the inventor of the FibroTest® and two employees of 
the company that market the test. 
 
Expert input, from Dr. Barry Schlansky, OHSU 
All of the noninvasive tests of liver fibrosis are much better studied for hepatitis C than for other 
conditions. There are some data for these tests for NASH, hepatitis B, and cholestatic liver 
disease. As with HCV, FibroScan is the most well studied, followed by MR, ARFI, and shear-wave 
elastography. Short of another more formal literature review for non-HCV indications, I think 
your proposal to allow those tests and disallow the proprietary blood tests and real time 
elastography is a sound approach (assuming MR elastography is permitted only for equivocal 
results with one of the first-line studies). 

 
HERC STAFF ASSESSMENT 
 
REAL TIME TISSUE ELASTOGRAPHY 
Real time tissue elastography does not have a unique code.  It has been proposed for 
use for a wide number of applications from breast cancer to liver fibrosis but is currently 
only on Line 203 for Chronic Hepatitis.   
 
FibroTest and Hepascore both perform fairly well (AUROC >0.80) for diagnosing 
cirrhosis.  However, there are many other non-proprietary blood tests that perform 
similarly well, for lesser cost, for example: AST-platelet ratio, Fib-4, Fibroindex, Forns 
index, GUCI. 
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Given that these tests perform inferiorly to other available tests, and/or are similarly 
effective but more expensive, noncoverage is appropriate. 
 
HERC STAFF RECOMMENDATIONS:  

1) Modify the Guideline note on noninvasive testing as follows: 
GUIDELINE NOTE XXX DIAGNOSTIC TESTING FOR LIVER FIBROSIS TO GUIDE 
TREATMENT OF HEPATITIS C IN NON-CIRRHOTIC PATIENTS 
Line 203 
 
If a fibrosis score of ≥F2 is the threshold for antiviral treatment of Hepatitis C, the 
following are included on this line: 
       Imaging tests: 

 Transient elastography (FibroScan®) 

 Acoustic radiation force impulse imaging (ARFI) (Virtual Touch™ tissue 
quantification, ElastPQ) 

 Shear wave elastography (SWE) (Aixplorer®) 
       Blood tests (only if imaging tests are unavailable): 

 Enhanced Liver Fibrosis (ELF™) 

 Fibrometer™ 

 FIBROSpect® II 
 
If a fibrosis score of ≥F3 is the threshold for antiviral treatment of Hepatitis C, one or 
more of the following are included on this line: 
       Imaging tests: 

 Transient elastography (FibroScan®)  

 Acoustic radiation force impulse imaging (ARFI) 

 Shear wave elastography (SWE)  
 
Magnetic resonance elastography is included on this line for ≥F2 or ≥F3 only when at 
least one imaging test (FibroScan, ARFI, and SWE) has resulted in indeterminant 
results, a second one is similarly indeterminant, contraindicated or unavailable, and 
MRE is readily available. 

 
Noninvasive tests are covered no more often than once per year. 

 
The following tests are not included on this line (or any other line):   

 Real time tissue elastography 

 Hepascore® (FibroScore®) 

 FibroSure® (FibroTest®) 
 
The development of this guideline note was informed by a HERC Coverage Guidance. 
See http://www.oregon.gov/oha/herc/Pages/blog-liver-fibrosis.diagnosis.aspx 
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2) Delete guideline note 76 
GUIDELINE NOTE 76, LIVER ELASTOGRAPHY 
Line 203 
Liver elastography (CPT 91200) is included on this line only when the non-
invasive test would replace liver biopsy for determination of eligibility for 
medications for chronic hepatitis C. Performance of liver elastography more than 
twice per year or within six months following a liver biopsy is not included on 
this line. 
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Oregon Health Plan Prioritized List changes 
Noninvasive Testing for Liver Fibrosis in Patients  

with Chronic Hepatitis C 

  1 

 
The Health Evidence Review Commission approved the following changes 
to the Prioritized List of Health Services on October 6, 2016, based on the 
approved coverage guidance, “Noninvasive Testing for Liver Fibrosis in 
Patients with Chronic Hepatitis C.” The changes will take effect on the 
Prioritized list of Health Services for the Oregon Health Plan on January 1, 
2017. 
 

Prioritization Changes:  
 
1) Add a guideline note 

GUIDELINE NOTE XXX DIAGNOSTIC TESTING FOR LIVER FIBROSIS TO GUIDE 
TREATMENT OF HEPATITIS C IN NON-CIRRHOTIC PATIENTS 
Line 203 
 
If a fibrosis score of ≥F2 is the threshold for antiviral treatment of Hepatitis C, the 
following are included on this line: 
       Imaging tests: 

 Transient elastography (FibroScan®) 

 Acoustic radiation force impulse imaging (ARFI) (Virtual Touch™ tissue 
quantification, ElastPQ) 

 Shear wave elastography (SWE) (Aixplorer®) 
       Blood tests (only if imaging tests are unavailable): 

 Enhanced Liver Fibrosis (ELF™) 

 Fibrometer™ 

 FIBROSpect® II 
 
If a fibrosis score of ≥F3 is the threshold for antiviral treatment of Hepatitis C, one or 
more of the following are included on this line: 
       Imaging tests: 

 Transient elastography (FibroScan®)  

 Acoustic radiation force impulse imaging (ARFI) 

 Shear wave elastography (SWE)  
 
Magnetic resonance elastography is included on this line for ≥F2 or ≥F3 only when at 
least one imaging test (FibroScan, ARFI, and SWE) has resulted in indeterminant 
results, a second one is similarly indeterminant, contraindicated or unavailable, and 
MRE is readily available. 

 
Noninvasive tests are covered no more often than once per year. 

 
The development of this guideline note was informed by a HERC Coverage Guidance. 
See http://www.oregon.gov/oha/herc/Pages/blog-liver-fibrosis.diagnosis.aspx 
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Question: Should sacroiliac joint fusion be added as a treatment for sacroiliitis? 
 
Question source: Andy Kranenburg, MD and Adam Cabala, MD, orthopedic surgeons 
 
Issue: This topic was introduced and discussed at the August, 2016 VBBS meeting.  Drs. 
Kranenberg and Kitchel testified about the utility of this procedure, and the literature 
supporting is use.  There were questions about the long term benefits of such surgery; 
Kranenburg presented testimony about two studies with 4 and 5 year follow up respectively 
that showed benefit in symptom improvement. There were concerns discussed about possible 
poor outcomes, such as dysfunction of the lumbar spine.  There were concerns about the 
industry sponsorship of nearly all trials.  
 
Two RCTS (N=148, 103), several prospective and retrospective cohort studies, and two 
systematic reviews were included in the August meeting materials. The staff summary of the 
evidence was that “There is very low quality evidence based on poorly designed studies at high 
risk of bias. There also appears to be significant rates of complications, need for reoperation, 
and the possible development of novel lumbar pathology as a result of the procedure. 
Prominent private payers also consider this treatment experimental for back or SI pain.”  
 
Currently, sacroiliac joint fusion (CPT 27279 Arthrodesis, sacroiliac joint, percutaneous or 
minimally invasive (indirect visualization), with image guidance, includes obtaining bone graft 
when performed, and placement of transfixing device) is on line 187 FRACTURE OF PELVIS, 
OPEN AND CLOSED.  M46.1 (Sacroiliitis, not elsewhere classified), which includes sacroiliitis and 
sacroiliac arthritis, is currently on line 407 CONDITIONS OF THE BACK AND SPINE (medical line).  
 
The orthopedic surgeons supporting the use of this procedure have been discussing possible 
coverage with Drs. Saboe and Williams from VBBS.  They have produced a possible guideline 
note for use in determining coverage if this procedure is added to the Prioritized List.   Dr. 
Williams recommends using the North American Spine Society guideline, and Dr. Saboe 
suggested other requirements.  The NASS guideline has a requirement (see #8 below) of a trial 
of at least one therapeutic intra-articular SIJ injection (i.e. corticosteroid injection).  However, 
CPT 27096 (Injection procedure for sacroiliac joint, anesthetic/steroid, with image guidance 
(fluoroscopy or CT) including arthrography when performed) is on the Services Recommended 
for Non-Coverage table and a mention of non-coverage is included in the back surgery 
guideline. 
 
The NASS CPR (coverage policy recommendation) requirements for sacroiliac fusion are:   

1. Have undergone and failed a minimum six months of intensive non-operative 
treatment that must include medication optimization, activity modification, bracing, 
and active therapeutic exercise targeted at the lumbar spine, pelvis, SIJ and hip 
including a home exercise program. 

2. Patient’s report of typically unilateral pain that is caudal to the lumbar spine (L5 
vertebrae), localized over the posterior SIJ, and consistent with SIJ pain 
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3. A thorough physical examination demonstrating localized tenderness with palpation 
over the sacral sulcus (Fortin’s point, i.e. at the insertion of the long dorsal ligament 
inferior to the posterior superior iliac spine or PSIS) in the absence of tenderness of 
similar severity elsewhere (e.g. greater trochanter, lumbar spine, coccyx) and that other 
obvious sources for their pain do not exist 

4. Positive response to at least three of six provocative tests (e.g. thigh thrust test, 
compression test, Gaenslen’s test, distraction test, Patrick’s sign, posterior provocation 
test). 

5. Absence of generalized pain behavior (e.g. somatoform disorder) or generalized pain 
disorders (e.g. fibromyalgia) 

6. Diagnostic imaging studies that include ALL of the following:   
a. Imaging (plain radiographs and a CT or MRI) of the SI joint that excludes the 

presence of destructive lesions (e.g. tumor, infection), fracture, traumatic SIJ 
instability, or inflammatory arthropathy that would not be properly addressed by 
percutaneous SIJ fusion  

b. Imaging of the pelvis (AP plain radiograph) to rule out concomitant hip 
pathology  

c. Imaging of the lumbar spine (CT or MRI) to rule out neural compression or other 
degenerative condition that can be causing low back or buttock pain  

d. Imaging of the SI joint that indicates evidence of injury and/or degeneration 
7. At least 75 percent reduction of pain for the expected duration of two anesthetics (on 

separate visits each with a different duration of action), and the ability to perform 
previously painful maneuvers, following an image-guided, contrast-enhanced intra-
articular SIJ injection. 

8. A trial of at least one therapeutic intra-articular SIJ injection (i.e. corticosteroid 
injection) 
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HERC staff recommendations: 
1) Option 1: Do not add SI joint fusion surgery to the Prioritized List 

a. There is very low quality evidence based on poorly designed studies at high risk 
of bias. 

2) Option 2: Add SI joint fusion surgery to the lower, uncovered back surgery line 
a. Add CPT 27279 (Arthrodesis, sacroiliac joint, percutaneous or minimally invasive 

(indirect visualization), with image guidance, includes obtaining bone graft when 
performed, and placement of transfixing device) to 532 CONDITIONS OF THE 
BACK AND SPINE WITHOUT URGENT SURGICAL INDICATIONS  

b. Add ICD-10 M46.1 (Sacroiliitis, not elsewhere classified) to 532 CONDITIONS OF 
THE BACK AND SPINE WITHOUT URGENT SURGICAL INDICATIONS and keep on 
line 407 CONDITIONS OF THE BACK AND SPINE 

c. Adopt the following guideline for line 532 
 
GUIDELINE XXX, SACROILIAC JOINT FUSION 

Line 532 
Sacroiliac joint fusion (CPT 27279) is included on this line for patients who have all of the 
following: 

1. Baseline score of at least 30% on the Oswestry Disability Index (ODI) and an SIJ pain 
score (average SIJ pain in the last week) of at least “50” on a 0-100 mm visual analog 
scale (VAS), where 0 represents no pain and 100 represents the worst imaginable pain. 

2. Undergone and failed a minimum six months of intensive non-operative treatment that 
must include non-opioid medication optimization and active therapy.  Active therapy is 
defined as activity modification, chiropractic/osteopathic manipulative therapy, bracing, 
and/or active therapeutic exercise targeted at the lumbar spine, pelvis, SIJ and hip 
including a home exercise program. Failure of conservative therapy is defined as less 
than a 50% improvement on Oswestry and/or SIJ pain score.  

3. Typically unilateral pain that is caudal to the lumbar spine (L5 vertebrae), localized over 
the posterior SIJ, and consistent with SIJ pain. 

4. Thorough physical examination demonstrating localized tenderness with palpation over 
the sacral sulcus (Fortin’s point, i.e. at the insertion of the long dorsal ligament inferior 
to the posterior superior iliac spine or PSIS) in the absence of tenderness of similar 
severity elsewhere (e.g. greater trochanter, lumbar spine, coccyx) and that other 
obvious sources for their pain do not exist. 

5. Positive response to at least three of six provocative tests (e.g. thigh thrust test, 
compression test, Gaenslen’s test, distraction test, Patrick’s sign, posterior provocation 
test). 

6. Absence of generalized pain behavior (e.g. somatoform disorder) and generalized pain 
disorders (e.g. fibromyalgia). 

7. Diagnostic imaging studies that include ALL of the following:   
a. Imaging (plain radiographs and a CT or MRI) of the SI joint that excludes the 

presence of destructive lesions (e.g. tumor, infection), fracture, traumatic SIJ 
instability, or inflammatory arthropathy that would not be properly addressed by 
percutaneous SIJ fusion  
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b. Imaging of the pelvis (AP plain radiograph) to rule out concomitant hip 
pathology  

c. Imaging of the lumbar spine (CT or MRI) to rule out neural compression or other 
degenerative condition that can be causing low back or buttock pain  

d. Imaging of the SI joint that indicates evidence of injury and/or degeneration 
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Chronic Skin Ulcers 

CG-Skin substitutes for diabetic foot ulcers and venous leg ulcers, Issue #854  Page 1 
 

 
Question: How should the Coverage Guidance on Skin Substitutes for Chronic Skin 
Ulcers be applied to the Prioritized List?   
 
Question source: Evidence-based Guidelines Subcommittee (EbGS) 
 
Issue:  The EbGS made coverage recommendations about specific skin substitutes, and 
about the clinical prerequisites necessary for a skin substitute to be appropriate. VbBS 
has previously seen a draft guideline note based on an approved Coverage Guidance. At 
the last October 2016 HERC meeting, HERC decided to drop the Coverage Guidance but 
directed staff to bring back a proposed guideline note to VbBS about skin substitutes.   
 
The most recent box language from the Draft Coverage Guidance (now dropped) is 
below: 

DRAFT COVERAGE GUIDANCE (NOW WITHDRAWN) 
Skin substitutes for chronic venous leg ulcers and chronic diabetic foot ulcers are 
recommended for coverage (weak recommendation) when all of the following criteria 
are met: 

1. Product is recommended for the type of ulcer being treated (see table below) 
2. FDA indications and contraindications are followed, if applicable 
3. Wound has adequate arterial flow (ABI > 0.7), no ongoing infection and a moist 

wound healing environment 
4. For patients with diabetes, Hba1c level is < 12 
5. Prior appropriate wound care therapy (including but not limited to appropriate 

offloading, multilayer compression dressings and smoking cessation counseling) 
has failed to result in significant improvement (defined as at least a 50 percent 
reduction in ulcer surface area) of the wound over at least 30 days  

6. Ulcer improves significantly over 6 weeks of treatment with skin substitutes, 
with continued significant improvement every 6 weeks required for coverage of 
ongoing applications Ongoing coverage requires significant improvement of the ulcer 
with skin substitute application over the preceding 6 week time period 

7. Patients is able to adhere to the treatment plan  
The following products are recommended/not recommended for coverage as shown 
below. All recommendations are weak recommendations except as specified.  
 

Product Diabetic foot ulcers Venous leg ulcers 

Dermagraft® Recommended Not recommended 

Apligraf® Recommended  Recommended 

OASIS® (Wound Matrix 
and Ultra Tri-Layer 
Matrix) 

Recommended  Recommended 
(OASIS® Wound Matrix 
only) 

EpiFix® Not recommended Not recommended 

Grafix® Not recommended Not recommended 
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Graftjacket® Not recommended Not recommended 

Omnigraft® Not recommended Not recommended 

Talymed® Not recommended Not recommended 

TheraSkin® Not recommended Not recommended 

Other skin substitutes Not recommended Not recommended 

 
The use of skin substitutes is not recommended for coverage of chronic skin ulcers other 
than venous leg ulcers and diabetic foot ulcers (e.g., pressure ulcers) (weak 
recommendation). 

 
The full draft document of the now withdrawn coverage guidance is available here, for 
the evidence background and basis behind the draft box language 
https://www.oregon.gov/oha/herc/Pages/blog-skin-substitutes.aspx. 
 
Current Prioritized List Status: 

 
 

Code Code Descriptions Current Lines 

15271 Application of skin substitute graft to trunk, 
arms, legs, total wound surface area up to 100 
sq cm; first 25 sq cm or less wound surface area 

61,76,185,201,212,384 

15272 Application of skin substitute graft to trunk, 
arms, legs, total wound surface area up to 100 
sq cm; each additional 25 sq cm wound surface 
area, or part thereof (List separately in addition 
to code for primary procedure) 

61,76,185,201,212,384 

15273 Application of skin substitute graft to trunk, 
arms, legs, total wound surface area greater 
than or equal to 100 sq cm; first 100 sq cm 
wound surface area, or 1% of body area of 
infants and children 

61,76,185,201,212,384 

15274 Application of skin substitute graft to trunk, 
arms, legs, total wound surface area greater 
than or equal to 100 sq cm; each additional 100 
sq cm wound surface area, or part thereof, or 

Updated description 
Codes,61,76,185,201,212,384 
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Code Code Descriptions Current Lines 

each additional 1% of body area of infants and 
children, or part thereof (List separately in 
addition to code for primary procedure) 

15275 Application of skin substitute graft to face, scalp, 
eyelids, mouth, neck, ears, orbits, genitalia, 
hands, feet, and/or multiple digits, total wound 
surface area up to 100 sq cm; first 25 sq cm or 
less wound surface area 

61,76,185,201,212,384 

15276 Application of skin substitute graft to face, scalp, 
eyelids, mouth, neck, ears, orbits, genitalia, 
hands, feet, and/or multiple digits, total wound 
surface area up to 100 sq cm; each additional 25 
sq cm wound surface area, or part thereof (List 
separately in addition to code for primary 
procedure) 

61,76,185,201,212,384 

15277 Application of skin substitute graft to face, scalp, 
eyelids, mouth, neck, ears, orbits, genitalia, 
hands, feet, and/or multiple digits, total wound 
surface area greater than or equal to 100 sq cm; 
first 100 sq cm wound surface area, or 1% of 
body area of infants and children 

Updated description 
Codes,61,76,185,201,212,384 

15278 Application of skin substitute graft to face, scalp, 
eyelids, mouth, neck, ears, orbits, genitalia, 
hands, feet, and/or multiple digits, total wound 
surface area greater than or equal to 100 sq cm; 
each additional 100 sq cm wound surface area, 
or part thereof, or each additional 1% of body 
area of infants and children, or part thereof (List 
separately in addition to code for primary 
procedure) 

61,76,185,201,212,384 

 
Related lines 

Line Description 

61 BURN, FULL THICKNESS GREATER THAN 10% OF BODY SURFACE 

76 BURN, PARTIAL THICKNESS GREATER THAN 30% OF BODY SURFACE OR WITH 
VITAL SITE; FULL THICKNESS, LESS THAN 10% OF BODY SURFACE 

185 CONDITIONS INVOLVING EXPOSURE TO NATURAL ELEMENTS (EG. LIGHTNING 
STRIKE, HEATSTROKE)   

201 BURN, PARTIAL THICKNESS WITHOUT VITAL SITE REQUIRING GRAFTING, UP TO 
30% OF BODY SURFACE 

212 DEEP OPEN WOUND, WITH OR WITHOUT TENDON OR NERVE INVOLVEMENT   
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384 CHRONIC ULCER OF SKIN    

 
All Ancillary Codes 

Q4100 Skin substitute, NOS 

Q4101 Apligraf 

Q4102 OASIS wound matrix 

Q4103 OASIS burn matric 

Q4104 Integra BMWD 

Q4105 Integra DRT 

Q4106 Dermagraft 

Q4107 Graftjacket 

Q4108 Integra Matrix 

Q4110 Primatrix 

Q4111 Gammagraft 

Q4112 Cymetra injectable 

Q4113 Graftjacket Xpress 

Q4114 Integra Flowable Wound Matrix 

Q4115 Alloskin 

Q4116 Alloderm 

Q4117 Hyalomatrix 

Q4118 Matristem Micromatrix 

Q4119 Matristem Wound Matrix 

Q4120 Matristem Burn Matrix 

Q4121 Theraskin 

Q4122 Dermacell 

Q4123 Alloskin 

Q4124 Oaskis Tri-layer Wound Matrix 

Q4125 Arthroflex 

Q4126 Memoderm/derma/tranz/integup 

Q4127 Taylmed 

Q4128 Flexhd/Alopatchhd/matrixhd 

Q4129 Unite Biomatrix 

Q4131 Epifix 

Q4132 Grafix core 

Q4133 Grafix prime 

Q4134 HMatrix 

Q4135 Mediskin 

Q4136 EZderm 

Q4137 Amnioexcel or Biodmatrix, 1cc 

Q4138 DioDfence DryFlex, 1cc 

Q4139 Amniomatrix or Biodmatrix, 1cc 

Q4140 Biodfence 1cm 
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Historical VbBS decision 
2012 CPT / HCPCS Code Review 
Discussion: Smits reviewed the Excel spreadsheet with placement 
recommendations for the new 2012 CPT and HCPCS codes, as well as a Word 
document with additional information about certain codes. There was discussion 
about the following codes: 
1) 15271-15278 (application of skin substitute grafts): Gubler noted that there 
were many products available, with many more coming out regularly. Olson 
suggested adding a guideline to specify which products were covered; 
however, Dodson felt that with the large number of varied products out there, 
it would be difficult to update such a guideline. It was decided that the health 
plans could request a guideline in the future if the use of these products was 
found to be abused, very expensive, or otherwise could benefit from closer 
regulation. There was discussion about adding these codes to the breast 
cancer line, for breast reconstruction. The evidence reviewed found a high 
rate of complications for this type of use, and the group did not feel that these 
types of products should be added for breast cancer reconstruction. Gubler 
discussed adding these products to the hernia line, to allow use for ventral 
hernia repair. It was pointed out that ventral hernias are on an uncovered 
line; Smits also reviewed that there is poor evidence for use in hernia. Gubler 
discussed that surgeons use these products for complicated cases with 

Q4141 Alloskin ac, 1 cm 

Q4142 Xcm biologic tiss matrix 1cm 

Q4143 Repriza, 1cm 

Q4145 Epifix, 1mg 

Q4146 Tensix, 1 cm 

Q4147 Architect ecm px fx 1 sq cm 

Q4148 Neox 1k, 1cm 

Q4149 Excellagen, 0.1cc 

Q4150 Allowrap DS or Dry 1 sq cm 

Q4151 AmnioBand, Guardian 1 sq cm 

Q4152 Dermapure 1 square cm 

Q4153 Dermavest 1 square cm 

Q4154 Biovance 1 square cm 

Q4155 NeoxFlow or ClarixFlo 1mg 

Q4156 Neox 100 1 square cm 

Q4157 Revitalon 1 square cm 

Q4158 Marigen 1 square cm 

Q4159 Affinity 1 square cm 

Q4160 NuSheild 1 square cm 

Q9349 Fortaderm, fortaderm antimic 

Q9358 SergiMend, fetal 
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infected wounds and other difficult surgical situatations. However, the codes 
under consideration were specifically for use for cutaneous applications. The 
decision was to add the new codes to 6 lines with burns and wounds/ulcers. 
Additionally, 15170-15176 were removed from lines other than these 6 lines. 
 
HERC Staff Recommendations:  

1) Code changes: 
a. Remove skin substitute codes (CPT codes 15271-15278) from Line 212 

DEEP OPEN WOUND, WITH OR WITHOUT TENDON OR NERVE 
INVOLVEMENT   

b. Make no change to skin substitute codes located on burn lines 
2) Adopt a new guideline note 

 
GUIDELINE NOTE XXX SKIN SUBSTITUTES FOR CHRONIC SKIN ULCERS 
Line 384 
 
Skin substitutes for chronic venous leg ulcers and chronic diabetic foot ulcers are 
included on this line when all of the following criteria are met: 

1) FDA indications and contraindications are followed, if applicable 
2) Wound has adequate arterial flow (ABI > 0.7), no ongoing infection and a moist 

wound healing environment 
3) For patients with diabetes, Hba1c level is < 12 
4) Prior appropriate wound care therapy (including but not limited to appropriate 

offloading, multilayer compression dressings and smoking cessation counseling) 
has failed to result in significant improvement (defined as at least a 50 percent 
reduction in ulcer surface area) of the wound over at least 30 days  

5) Ongoing coverage requires significant improvement of the ulcer with skin 
substitute application over the preceding 6 week time period  

6) Patients is able to adhere to the treatment plan  
7) The use of skin substitutes is not included on this line for chronic skin ulcers 

other than venous leg ulcers and diabetic foot ulcers (e.g., pressure ulcers) 
 
Note: There is no evidence supporting superiority of one skin substitute versus another 
and new studies are constantly being published.  Decisions for specific products could 
be made based on at least one supportive randomized controlled trial, and those that 
involve fewer applications, and are lower cost. 
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Question: Should repair of uncomplicated inguinal hernias and any type of ventral hernias be 
covered? 
 
Question source: Carl Stevens, MD, OHP Medical Director with CareOregon 
 
Issue: Dr. Stevens requested that coverage for uncomplicated inguinal hernias in adults and for 
any type of umbilical or ventral hernia be reviewed. He feels that lack of coverage for 
uncomplicated hernias in adults limits many symptomatic patients and affects their ability to 
work.  He feels that elective repair of hernias, especially in young patients with symptomatic 
abdominal wall hernias that limit their ability to work, would allow return to functional status.  
He also argues that such repair is the community standard of care. The current guideline may 
result in undue morbidity and disability in members with symptomatic hernias. 
 
Historically, repair of uncomplicated hernias has not been covered as the complication rate 
with watchful waiting was felt to be very low.  Hernia repair surgery is the most common 
elective surgery in the US.  Coverage for repair of uncomplicated ventral and/or inguinal hernia 
has been discussed extensively at the Health Services Commission and HERC (see below). 
 
History:  

1) In 1994, move uncomplicated hernias in children under age 18 to covered line due to 
significantly higher rate of complication if left untreated (>30% in children vs <2% in 
adults). 

2) 1998 biennial review considered moving uncomplicated hernias for patients over age 18 
from the low uncovered line to a covered line.  Noted that complicated/obstructed 
hernias had a death rate of 10% if untreated, and 0.5% if treated. No change was made 
with that review other than adding some surgical CPT codes missing from the covered 
line. 

3) 2002 biennial review looked at coverage for uncomplicated hernia. In that review, 
ventral hernias were added to the lower, uncovered hernia line.  

4) In 2005, ventral hernias were considered for addition to the upper hernia line, but not 
moved.  Reducible umbilical hernias in children were moved to the lower, uncovered 
line.  

5) In 2006, the current guideline was added to clarify when hernias were on the covered 
upper line. 

6) In 2007, coverage for hernias in children were reviewed, and coverage maintained due 
to evidence of higher rates of complications for children.  

7) In 2008, the guideline was clarified that all incarcerated hernias are on the upper line.  
Laparoscopic repair codes were added to the upper hernia line 

8) In 2008, repair of large ventral hernias was reviewed.  The outcomes of repair of large 
ventral hernias, with our without mesh, was found to be poor.   

9) In 2010, Dr. Gubler, a surgeon on the HOSC, recommended coverage of inguinal hernias, 
as femoral hernias were covered.  He also felt that fat incarceration rather than 

VbBS Issue Summary Docs from 11-10-2016



VbB
S Is

su
e S

um
mary

 D
oc

s f
rom

 11
-10

-20
16

2018 Biennial Review 
Repair of Inguinal and Ventral Hernias 

 

2 
 

intestinal incarceration, should be a covered indication for repair.  No changes were 
made based on his recommendations.  

10) In 2012, the ICD-10 general surgery review group proposed dividing the two hernia lines 
into 3 lines.  The evidence supporting the safety of expectant management was 
discussed. Members decided to continue the current line structure for hernias.  All 
ventral hernias were moved to the lower, uncovered line.  

11) In 2014, ventral hernias were again discussed and the hernia guideline modified to 
clarify coverage.  

12) In 2015, ventral hernias were again discussed and lack of any coverage, even when 
incarcerated, was clarified again.  

 
 
Evidence 
Inguinal hernia, watchful waiting (WW) vs surgical repair 
 

1) AHRQ 2012, comparative effectiveness review of inguinal hernia repair ; study not 
included due to length, can be viewed here: 
https://effectivehealthcare.ahrq.gov/ehc/products/244/1228/CER70_Inguinal-
Hernia_ExecutiveSummary_20120816.pdf 

a. For pain-free hernia, watchful waiting was compared to surgical repair 
b. Two studies met inclusion criteria. One compared WW with Lichtenstein repair, 

and the other compared WW with “tension-free mesh repair” (which might have 
been Lichtenstein repair). Both studies were considered to have moderate risk of 
bias for all outcomes reported.  

c. For this Key Question, we considered the following outcomes to be major: long-
term QOL, which was reported as “overall change in health status in previous 12 
months”; long-term pain; and acute hernia/ strangulation. The evidence was 
sufficient to permit a conclusion for one outcome: long-term QOL, for which the 
results favored repair over WW. Estimated difference on a 0-11 scale, 7 points 
(CI: 0.4 to 14.3) 

d. Evidence level was considered low 
2) Fitzgibbons 2006 and 2013, RCT of WW vs surgical repair  

a. N=720 men (364 watchful waiting, 356 surgical repair)  
b. At 4.5 years, primary intention-to-treat outcomes were similar at 2 years for 

watchful waiting vs surgical repair: pain limiting activities (5.1% vs 2.2%, 
respectively; P=.52); PCS (improvement over baseline, 0.29 points vs 0.13 points; 
P=.79). Twenty-three percent of patients assigned to watchful waiting crossed 
over to receive surgical repair (increase in hernia-related pain was the most 
common reason offered); 17% assigned to receive repair crossed over to 
watchful waiting. Self-reported pain in watchful-waiting patients crossing over 
improved after repair. Occurrence of postoperative hernia-related complications 
was similar in patients who received repair as assigned and in watchful-waiting 
patients who crossed over. One watchful-waiting patient (0.3%) experienced 
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acute hernia incarceration without strangulation within 2 years; a second had 
acute incarceration with bowel obstruction at 4 years, with a frequency of 
1.8/1000 patient-years inclusive of patients followed up for as long as 4.5 years. 

c. After 11.5 years, the estimated cumulative cross over rates using Kaplan-Meier 
analysis was 68%. Men older than 65 years crossed over at a considerably higher 
rate than younger men (79% vs 62%). The most common reason for cross over 
was pain (54.1%).A total of 3 patients have required an emergency operation, 
but there has been no mortality. 

d. Conclusions Watchful waiting is an acceptable option for men with minimally 
symptomatic inguinal hernias. Delaying surgical repair until symptoms increase is 
safe because acute hernia incarcerations occur rarely. The later study added that 
patients should be counseled that symptoms will likely progress and an 
operation will eventually be needed.  

3) Chung 2010, RCT of WW vs surgical repair 
a. N=160 mean, with painless inguinal hernia (80 surgery, 80 WW) 
b. Mean follow-up of 7.5 years 

i. 42 men had died (19 in the observation and 23 in the operation group) 
ii. 46 of the 80 men randomized to observation had conversion to 

operation. 
iii. The estimated conversion rate (using the Kaplan–Meier method) for the 

observation group was 16 (95 per cent confidence interval 9 to 26) per 
cent at 1 year, 54 (42 to 66) per cent 5 years and 72 (59 to 84) per cent at 
7.5 years. The main reason for conversion was pain in 33 men, and two 
presented with an acute hernia. Sixteen men developed a new primary 
contralateral inguinal hernia and three had recurrent hernias.  

iv. Conclusion: Most patients with a painless inguinal hernia develop 
symptoms over time. Surgical repair is recommended for medically fit 
patients with a painless inguinal hernia. 

4) Mizrahi 2012, systematic review of WW vs surgery for inguinal hernia 
a. N=41 articles 
b. No significant difference in pain scores and general health status were found 

when comparing the patients who were followed up with the patients who had 
surgery. A significant crossover ratio ranging between 23% and 72% from 
watchful waiting to surgery was found. In patients with watchful waiting, the 
rates of IH strangulation were 0.27% after 2 years of follow-up and 0.55% after 4 
years of follow-up. In patients who underwent elective surgery, the range of 
operative complications was 0% to 22.3% and the recurrence rate was 2.1%. 

c. Conclusion: Both treatment options for asymptomatic IH are safe, but most 
patients will develop symptoms (mainly pain) over time and will require 
operation. 

5) Hwang 2014, retrospective cohort study in NHS of WW vs surgery for asymptomatic 
inguinal hernia 
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a. NHS instituted a nationwide policy of WW for asymptomatic inguinal hernias in 
2010 

b. A total of 1,032 patients undergoing inguinal hernia repair in the 16 months after 
the policy change were compared with 978 patients in the 16 months before.  

c. RESULTS The period after the policy change was associated with 59% higher odds 
of emergency repair (3.6% vs 5.5%, adjusted odds ratio [OR]: 1.59, 95% 
confidence interval [CI]: 1.03–2.47). In turn, emergency repair was associated 
with higher odds of adverse events (4.7% vs 18.5%, adjusted OR: 3.68, 95% CI: 
2.04–6.63) and mortality (0.1% vs 5.4%, p<0.001, Fisher’s exact test). 

d. CONCLUSIONS Introduction of a watchful waiting policy for asymptomatic 
inguinal hernias was associated with a significant increase in need for emergency 
repair, which was in turn associated with an increased risk of adverse events. 
Current policies may be placing patients at risk. 

6) Van den Heuval 2011, review of WW vs surgery for asymptomatic inguinal hernia 
a. The risk of incarceration is approximately 4 per 1,000 patients with a groin 

hernia per year. Risk factors for incarceration are age above 60 years, femoral 
hernia site and duration of signs less than 3 months. 

b. The recurrence rate after tension-free mesh repair in the management of 
emergency groin hernias is comparable to that of elective repair.  

c. There is no divergence in pain and quality of life after elective repair compared 
to watchful waiting. There is no advantage in cost-effectiveness of elective repair 
compared to watchful waiting. 

d. Conclusion Watchful waiting for asymptomatic groin hernias is a safe and cost-
effective modality in patients who are under 50 years old, have an ASA class of 1 
or 2, an inguinal hernia, and a duration of signs of more than 3 months. 

1) INCA 2011, review of WW vs surgery for inguinal hernias for asymptomatic or mildly 
symptomatic inguinal hernia 

a. Mortality associated with elective hernia repair was investigated as a primary 
outcomes measure in 11 studies and as secondary outcomes measure in 65.  
Mean mortality associated with elective hernia repair was 0.2% (range 0% to 
1.8%)  

b. Mortality associated with emergency hernia repair was investigated as a primary 
outcomes measure in 13 studies and as secondary outcomes measure in 7. Mean 
mortality associated with emergency hernia repair was 4.0% (range 0% to 22.2%) 

c. Rate of incarceration and/or strangulation has been investigated by 4 
retrospective cohort studies as primary outcomes and 2 randomized trials as 
secondary outcomes. The yearly rate of irreducibility associated with a 
nonoperative approach was 0.4% (range 0.2% to 2.7%) 

d. The crossover from watchful waiting to operation has been reported by 2 
randomized trials. Combining these figures, 13% (range 8.0% to 19.5%) of mild 
symptomatic and asymptomatic inguinal hernia patients assigned to watchful 
waiting management will cross over for inguinal hernia repair. 
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e. A meta-analysis of long-term follow-up studies concerning recurrence is 
reported by inguinal hernia guideline of the European Hernia Society.Data of all 
trials with a follow-up of >48 months were reported comparing recurrences after 
Lichtenstein and endoscopic repair. We converted the observed probabilities of 
recurrence into annual rates, assuming a constant rate of recurrence. Because 
no substantial difference in recurrence rate between the Lichtenstein technique 
and endoscopic repair was reported, we calculated a mean yearly recurrence 
rate of 0.9% (range 0.2% to 4.0%). 

f. Conclusions: the available data suggest that life expectancy for elderly male 
inguinal hernia patients associated with watchful waiting or operation differs 
very little. Therefore, the general doubt about operating on mild symptomatic 
and asymptomatic elderly hernia patients, illustrated by 2 recent randomized 
trials investigating pre and postoperative pain for these types of management, is 
justified. In case of asymptomatic and mild symptomatic patients, there seems 
to be no difference in pain relief between watchful waiting and operation. 

  
 
Ventral hernia repair, watchful waiting vs surgical repair 

1) Bellows 2014, longitudinal cohort study of WW  
a. N=41 patients 

i. 11 patients lost to follow up, 7 died of other causes 
b. 24 patients followed for 2 years 

i. 1 had incarceration 
ii. There was no deterioration in the AAS score (baseline vs 24 months 5 28 

vs 25, P 5 0.60). There was deterioration of the physical functioning 
dimension of the SF-36 (baseline vs 24 months 5 40 vs 32, P\0.01), but 
the mental functioning dimension was improved (45 vs 51; P 5 0.01). 

c. Conclusions: Watchful waiting was a safe option for patients in this study with 
ventral hernias. 

2) Stey 2014, cohort study of WW vs surgical repair 
a. N=243 patients 

i. 80 were observed, 69 underwent repair of an incarcerated hernia, and 94 
underwent repair of a nonincarcerated hernia.  

b. Quality of life as measured by utility score was less at 0.68 (95% CI, 0.65–0.71) in 
patients who did not undergo repair compared with those after repair of a 
nonincarcerated hernia, 0.76 (95% CI, 0.73–0.79; P <.001). The elective repair of 
a nonincarcerated hernia was cost-effective with an incremental cost 
effectiveness ratio of $8,646 per quality-adjusted lifeyear. 

c. Conclusion. The prompt elective repair of ventral hernias is cost-effective. 
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HERC staff summary; 
Based on two large RCTs as well as several meta-analyses, there appears to be a low rate of 
progression of inguinal hernia to incarceration or obstruction.  When obstruction or 
incarceration does occur, the complication rate for emergency surgery compared to elective 
repair appears to be similar.  It is important to note that these studies were all done in 
asymptomatic or minimally symptomatic patients, and patients who developed pain were no 
longer followed by watchful waiting.  In several large studies, the rate of eventual surgical 
repair, mainly due to the development of pain, was very high. The AHRQ report found that 
quality of life was significantly improved with surgical repair. Repair of inguinal hernia was not 
generally associated with improved function, but the functional measures may have been 
skewed by the repair of painful hernias. One cost study found no cost-effectiveness advantage 
in elective repair compared to watchful waiting.    
 
Based on several small studies, watchful waiting for ventral hernia appears to be a safe strategy 
that did not affect disability or quality of life.  
 
 
HERC staff recommendations: 

1) Discuss what outcomes would lead to consideration for reprioritization of inguinal 
hernia repair  

a. Traditionally have only covered repair for children (higher risk of incarceration or 
other complication), and adults with obstruction, gangrene or otherwise 
complicated.  Evidence still shows that watchful waiting is safe and that 
emergent repair has little increase in surgical complication compared to elective 
repair 

b. Does quality of life, pain, or function constitute an outcome which should lead to 
consideration for coverage? 

2) Make no change in the current non-coverage of repair for ventral hernia 
a. Good evidence for lack of benefit for repair 
b. See separate issue for minor guideline clarification 
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Process recommended:  Utilize the Oral Health Advisory Panel 

Rationale: There is an existing HERC body specializing in oral health.  The Coverage 

Guidance process is not necessary given the relative lack of controversy and relatively 

straightforward values and preferences.  

Population 

description 
Children under 6 

Intervention(s) 
Counseling/education, risk assessment, water fluoridation, topical fluoride 

(e.g. varnish, rinses), fluoride supplementation, toothbrushing programs 

(with fluoridated or nonfluoridated toothpaste), silver diamine fluoride, 

flossing, xylitol for pregnant and postpartum women, combinations of the 

interventions.  Interventions may be offered in a variety of settings 

Intervention exclusions: Sealants (due to age of population) 

Comparator(s) No routine dental care, usual care, other interventions or combinations of 

interventions.  Interventions offered in other settings (schools, child care, 

primary care, dental settings, WIC) 

Outcome(s)  

(up to five) 

1. Prevention of caries in primary and permanent teeth measured by: 

(a) caries increment (change from baseline in the decayed, missing, 

and filled surface index (DMFS)) and prevented fraction (PF) of DMFS 

in deciduous tooth surfaces and permanent teeth or (b) severe early 

childhood caries (S-ECC) 

2. Reduction in extractions and pulpal therapy 

3. Overall visits (e.g. emergency department, outpatient dental, 

surgeries, and hospitalizations) 

4. Missed school and work days 

5. Harms related to treatment 
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Population 

description 
Children under 6 

Key questions 1. What is the comparative effectiveness of the interventions on 

preventing early childhood caries? 

2. Does the effectiveness vary by: 

a. Setting  or program type 

b. Age 

c. Baseline risk  

d. Underlying comorbidities (e.g. craniofacial abnormalities, autism) 

e. Primary or secondary teeth 

 

Contextual 

questions 

1. What is the cost-effectiveness of the interventions to prevent early 

childhood caries? 

2. If risk assessment is effective, which tools are evidence-based? 

 

 

Scoping references 

1. American Academy of Pediatric Dentistry, 2008 Definition of Early Childhood Caries. 

http://www.aapd.org/assets/1/7/D_ECC.pdf  

2. American Academy of Pediatric Dentistry, 2014. Policy on Early Childhood Caries (ECC): 
Classifications, Consequences, and Preventive Strategies. 
http://www.aapd.org/media/policies_guidelines/p_eccclassifications.pdf  
 

3. CDC: The Community Guide. http://www.thecommunityguide.org/oral/caries.html  
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LeBlanc et al, 2011 

This is a systematic review and meta-analysis of primary-care relevant obesity treatments for adults that 

was conducted by the Agency for Health Research and Quality to inform the deliberations of the U.S. 

Preventive Services Task Force. The authors identified a total of 58 trials of behavioral interventions; 38 

trials (n=13,495) examined behavioral interventions alone, 18 trials (n=11,256) examined behavioral 

interventions plus orlistat, and 3 trials (n=2,652) examined behavioral interventions plus metformin. 

Sixty percent of trial participants were women and the average baseline BMI was about 32 kg/m2. 

Slightly more than half the participants in the included trials had clinical or subclinical cardiovascular risk 

factors. The quality of included trials was mixed with 24% being rated good and the remainder rated fair 

(mostly due to issues with allocation concealment, blinding, and outcomes assessment. In general most 

trials found that behavioral interventions, alone or in combination with orlistat or metformin, resulted in 

modest weight loss at 12 to 18 months. Specifically, in the meta-analysis behavioral interventions alone 

were associated with a weight change of -3.01 kg (95% CI -4.02 to -2.01); behavioral interventions plus 

orlistat with a weight change of -2.98 kg (95% CI -3.92 to -2.05); and behavioral interventions plus 

metformin with a weight change of -1.52 kg (95% CI -2.82 to -0.21). All groups showed high degrees of 

statistical heterogeneity. The authors did note that more intensive interventions (12 to 26 sessions) 

produced greater average weight loss (4 to 7 kg) compared with less intensive interventions (fewer than 

12 sessions, average weight loss of 1.5 to 4 kg). The number of sessions appeared to be the only marker 

of intensity that was associated with greater weight loss; after adjusting for the number of sessions, 

other intervention characteristics did not alter the effect size. Finally, the authors note that subgroup 

reporting was sparse and mixed. On average, behavioral interventions produced less weight loss in black 

patients and women.  

Few trials included in the review reported on distal health outcomes like death, cardiovascular disease, 

hospitalization, or quality of life. Among the few trials that did there were no observed differences in 

these outcomes between the behavioral intervention and control groups. A small number of trials (n=3) 

also examined the effect of behavioral intervention on the development of diabetes; these trials did 

show that behavioral interventions delivered in 7 to 23 sessions over  one year reduced incident cases of 

diabetes by approximately 50% at 2 to 3 years of follow-up.      

There was very little available information about harms of behavioral weight loss interventions. 

Bottom line: In a general adult population, behavioral interventions are associated with modest 

reductions in weight at 12-18 months. More intensive behavioral interventions appear to result in 

greater weight loss. Behavioral interventions also appear to reduce cases of incident diabetes in high risk 

populations. 
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Dombrowski, et al, 2014 

This is a systematic review and meta-analysis of randomized or cluster randomized trials examining long-

term maintenance (>12 months) of weight loss with non-surgical interventions. The review included 45 

trials spanning nearly 8,000 patients. All patients were older than age 18, had BMI>30, and had lost >5% 

of their body weight in the prior 24 months. Study interventions included behavioral counseling focused 

on diet and exercise, pharmacologic treatments, food replacements, or combinations of these 

interventions intended to maintain weigh loss. The primary outcome was weight at 12 months after 

randomization.  Most of the studies (n=28) were U.S. based. The behavioral interventions were varied 

and were delivered by diverse provider types (physicians, therapist, dieticians, physiotherapists, peer 

supports, etc…) and in diverse formats and settings (internet, phone, clinic, community, and gym). On 

average, the behavioral interventions had 3.2 contacts with patients each month. In the meta-analysis, 

behavioral interventions alone were associated with an average weight loss of 1.56 kg (95% CI -2.27 to -

.086) There was low to moderate statistical heterogeneity.  

Bottom line: In a general adult population, behavioral interventions result in maintenance of weight loss 

at up to 12 months after an initial weight loss.  

 

Evidence from Pragmatic Trials 

Hartmann-Boyce, et al, 2014b 

This is a systematic review and meta-analysis that was performed in order to examine the effects of 

multicomponent behavioral interventions for obese adults when implemented in routine, everyday 

practice. The outcomes that were studied included 12 month weight change, blood pressure, lipids, and 

glucose. The interventions that were investigated in the included studies were, a priori, grouped into 

categories based on intervention type (commercial weight loss programs with and without meal 

replacements, primary care interventions, and internet based programs). Ultimately, the authors 

included eight studies spanning over 3,700 participants. Half the studies were done in the U.S., and the 

remainder were done in Western Europe or Australia. Mean BMI in the studies ranged from 

approximately 30 to 40 kg/m2. Four studies were deemed to be at low risk of bias while the remaining 

four studies felt to be at high risk of bias. Weight loss at 12 months varied by intervention type; 

commercial programs with meal replacements were associated with an average weight loss of 6.83 kg 

(95% CI -8.39 to -5.26); group based commercial programs without meal replacements were associated 

with an average weight loss of 2.21 kg (95% CI -2.89 to -1.54); automated internet-based program were 

associated with an average weight loss of 0.7 kg (95% CI -1.37 to -0.03); and primary care-based 

programs were associated with an average weight loss of 0.45 kg (95% CI -1.34 to -0.43). At 24 months, 

weight loss was attenuated in all groups, with only group-based commercial programs, with or without 

meal replacement, showing statistically significant differences in weight compared to control arms. 
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Few studies examined the effects of these interventions on blood pressure or fasting glucose. None of 

the observed differences between intervention and control groups achieved statistical significance. 

Bottom line: In routine everyday settings, group-based commercial weight loss programs, with or 

without meal replacements, appear to be more effective for weight loss than primary care office-based 

or internet-based behavioral interventions, but this conclusion is based on a small number of studies 

several of which had high risk of bias. 

 

Diabetes Prevention Programs 

Balk, et al, 2015 

This is a systematic review and meta-analysis of behavioral interventions targeted at both diet and 

physical activity to prevent type 2 diabetes mellitus in people at heightened risk. This review was done 

to inform the recommendations of the Community Preventive Services Task Force. The authors 

identified 53 studies; 30 studies comparing diet and exercise interventions to usual care, 13 comparing 

more intensive behavioral interventions with less intensive interventions, and 13 evaluations of single 

programs.  Overall, 33 studies were deemed good quality and the remaining were considered fair 

quality. The characteristics of interventions are reproduced from the review in Appendix A. All of 

participants in the included studies were deemed to be at heightened risk of diabetes by various criteria. 

The average BMI of participants was 31 kg/m2, the average age 39 years, and 65% of participants were 

women. Participants were of varied ethnicities and levels of educational attainment. The follow-up 

periods ranged from 1 to 23 years. In the overall meta-analysis, combined diet and physical activity 

promotion programs were associated with a relative risk of 0.59 (95% CI 0.52 to 0.66) for incident type 2 

diabetes. There was little to no statistical heterogeneity and there was no indication of publication bias. 

In the overall analysis, the effectiveness did not appear to vary by setting, number of sessions, approach, 

duration, use of individual goals, or tailored diet plans. The authors concluded that programs with an 

individually tailored exercise plan may be more effective than those that did not. 

Among the six studies that directly compared more and less intensive interventions, five favored more 

intensive interventions (RR 0.28 for incident type 2 diabetes) over less intensive interventions (RR 0.56 

for incident type 2 diabetes), though only one of the individual studies showed a statistically significant 

difference. More intensive programs were variably characterized by greater numbers of sessions, more 

intensive diet and exercise plans, goal setting, maintenance phases, individual contact, and use of an 

exercise physiologist.  

For the outcomes of incident cases of type 2 diabetes and body weight, there were no significant 

differences between group and individual interventions. For the outcome of fasting plasma glucose, 

interventions that included individual diet counseling were associated with a small but statistically 

significant improvement in fasting plasma glucose (mean difference -4 mg/dL, P=0.02).  



General Evidence from Systematic Reviews 

 

4 
 

Only three of the included studies reported distal clinical outcomes including all-cause or cardiovascular 

mortality but the authors found that there was “no consistent pattern of results.” Similarly, the authors 

found limited evidence of no significant effects on cardiovascular events, nephropathy, or neuropathy. 

Bottom line: Behavioral interventions targeted at improving diet and physical activity in adults at risk for 

diabetes are associated with substantial reductions in the risk of incident diabetes. More intensive 

programs appear to be somewhat more effective than less intensive programs.  

 

Interventions in People with Type 2 Diabetes 

Franz, et al, 2015 

This is a systematic review and meta-analysis of randomized controlled trials of behavioral weight loss 

interventions in overweight and obese adults who already have type 2 diabetes. The authors identified 

11 RCTs (6,754 participants) that met inclusion criteria including 12 month follow-up and less than 30% 

attrition rate. Of note, only 3 of the studies compared behavioral interventions with usual care; the 

remaining trials compared two different behavioral interventions for weight loss. The behavioral 

interventions were diverse, including meal replacements, reduced energy intake plans, group behavioral 

weight management programs, intensive physical activity, and diets with various proportions of 

carbohydrates, fats, and protein. The meta-analytic results are complicated and have high heterogeneity 

because of the diversity of interventions, but in aggregate behavioral interventions were associated with 

weight loss of approximately 3% to 9% at 1 year. The greatest percent weight loss was observed in the 

intensive lifestyle intervention group (ILI, as described in the LookAHEAD trial) and the Mediterranean 

diet group (8.6% and 7.2% respectively). For the programs with less than 5% weight loss at 12 months, 

there was no statistically significant change in hemoglobin A1c. The two programs that reported greater 

than 5% weight loss at 1 year (ILI, Mediterranean diet) were associated with statistically significant 

improvements in hemoglobin A1c of -0.6% and -1.2% respectively.  

Bottom line: In obese adults with type 2 diabetes, intensive lifestyle interventions (as described in the 

LookAHEAD trial) and Mediterranean diet were associated with >5% weight loss at 1 year and significant 

reductions in hemoglobin A1c. The authors do caution that the ILI used in the LookAHEAD trial may not 

be easily adapted to most health care settings. 

 

Behavioral Techniques, Combinations, and Delivery Modes 

Hartmann-Boyce, et al, 2014a 

This is a systematic review, meta-analysis, and meta-regression meant to explore the techniques and 

modes of delivery that are correlated with successful behavioral interventions for weight loss. The 

systematic review identified 37 RCTs spanning over 13,000 participants. In the primary meta-analysis, all 

behavioral interventions were associated with a mean weight loss of 2.84 kg at 12 months (95% CI -3.61 
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to -2.07) compared to controls. There was a very high degree of heterogeneity. In the secondary meta-

analyses programs involving supervised physical activity, more frequent contact, and in-person contact 

were not associated with program effectiveness. Similarly, effectiveness did not vary by individual or 

group interventions. In the meta-regression, programs that included calorie counting, contact with a 

dietician, and behavioral techniques comparing participants’ behavior with others were associated with 

greater weight loss. No other program characteristics were positively correlated with weight loss.   

Bottom line: The authors conclude that most behavioral interventions for weight loss are successful, but 

that the program characteristics most correlated with successful weigh loss are calorie counting and 

dietician contact. 

Johns, et al, 2014 

This is a systematic review and meta-analysis of behavioral interventions for either diet or exercise 

compared with combined behavioral weight management programs (BWMPs) in obese adults. The 

authors identified 8 RCTs (spanning 1,022 participants) that directly compared diet or exercise programs 

with BWMPs. All but one of the studies were judged to have at least moderate risk of bias. The primary 

outcomes were short- (3-6 months) and long-term (12-18 months) weight loss. In the meta-analysis 

comparing BWMPs with diet-only programs, there was no statistically significant difference in weight 

loss at 3-6 months. However, at 12 months BWMPs were associated with greater weight loss than diet-

only programs (mean difference -1.72 kg, 95% CI -2.80 to -0.64). BWMPs were superior to exercise-only 

programs at 3-6 months (mean difference -5.33 kg, 95% CI -7.61 to -3.04), and at 12-18 months (mean 

difference -6.29 kg, 95% CI -7.33 to -5.25).   

Bottom line: Diet-only interventions are comparable to combined behavioral weight management 

programs in the short term (3-6 months), but BWMPs produce greater weight loss at 12 months and 

beyond. BWMPs are superior to exercise-only programs for both short- and long-term weight loss.  

 

Primary Care-specific Behavioral Interventions 

Booth, et al, 2014 

This is a systematic review and meta-analysis of randomized controlled trials of behavioral interventions 

delivered in primary care settings for obese adults. The authors identified 15 randomized or cluster 

randomized trials spanning 4,539 participants. Ten of the studies were done in the U.S. with the 

remainder done in Western Europe. Most participants were in their fifth or sixth decades, were women, 

and had BMIs between 35 and 50 kg/m2. The behavioral interventions were diverse, but were all 

delivered in outpatient primary care settings. The methodologic quality of the included studies was 

difficult to assess because of poor reporting of methods. In the primary meta-analyses, primary care-

based behavioral interventions were associated with small but statistically significant reduction in 

weight at 12 months (effect size -1.36 kg, 95% CI -2.10 to -0.63) and 24 months (effect size -1.23 kg, 95% 

CI -2.28 to -0.18) when compared with controls. There was moderate heterogeneity.  
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Bottom line: The authors conclude that primary care-based behavioral interventions are associated with 

small reductions in weight that may not be clinically significant.   

 

Behavioral Interventions for Children and Adolescents 

van Hoek, et al, 2014 

This is a systematic review and meta-analysis of behavioral interventions for obese young children (ages 

3-8 years). The authors identified 27 studies, of which 11 were included in the meta-analysis. The 11 

studies included in the meta-analysis spanned just over 1,000 participants. In the primary meta-analysis, 

behavioral interventions were associated with a modest reduction in BMI z-score of -0.25 (95% CI -.036 

to -0.14). In general, reductions of <0.5 in the BMI z-score are not considered to be clinically significant. 

There was a very high level of heterogeneity in the overall meta-analysis. In the exploratory analysis, the 

authors found that only moderate or high intensity multicomponent interventions resulted in weight 

reductions that approached clinical significance (change in BMI z-core -0.46, 95% CI -0.53 to -0.39).  

Bottom line: While behavioral interventions for young children appear to result in weight loss, the 

difference may not be clinically significant. Moderate or high intensity multicomponent behavioral 

interventions were associated with greater weight loss than other programs.    

Ewald, et al, 2013 

This is a systematic review of randomized controlled trials that compared parent-only interventions with 

parent-child or child-only interventions for the treatment of childhood obesity. The authors identified 10 

reports from six randomized trials spanning 466 children. Most of the children were between ages of 5 

and 12 years and were either >20% overweight or above the 85th percentile for BMI. Methodologic 

quality was difficult to assess due to unclear risk of bias in at least one domain of every study.  Because 

of a high degree of heterogeneity, the authors did not perform a meta-analysis. In the narrative 

summary, the authors conclude that parent-only interventions are associated with similar or greater 

weight loss when compared with parent-child or child-only interventions.  

Bottom line: Evidence from a limited number of randomized trials shows that parent-only interventions 

are at least as, and possibly more, effective than either parent-child or child-only interventions for 

weight loss in obese children. 
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Appendix A. Table 1, excerpted from Balk, et al, 2015
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1 Multisector interventions for the prevention and treatment of obesity 

 For HERC meeting materials 10/6/2016 

The interventions listed in the Evidence Summary Table are reviewed in the evidence summary below and are recommended by a major 
organization with expertise in public health. The Related Recommendations column lists these organizations’ recommendations by number (the 
Policy Landscape section provides more detail on these recommendations). The HERC does not recommend for or against these interventions 
because the interventions, populations, and settings described here are heterogeneous and may not be suitable for all situations. ID letters are 
provided for easy reference and do not denote priority. 
 
Note: The HERC’s evidence assessment is based on a search conducted in February 2016 of recent systematic reviews (published since 2012). 
Studies that did not report on weight or body mass index outcomes or were not reviewed in a systematic review published during this time period 
were not included. More detail on the methodology can be found in Appendix A. 

EVIDENCE SUMMARY TABLE 

ID 
Intervention 

(with reference) 
Type of Intervention & Setting 

Evidence Assessment 

(Cost-effectiveness findings in italics) 

Related 

Recommendations* 

A Sugar-sweetened beverage taxes 

(Cabrera Escobar et al., 2013; 

Long et al., 2015; Gortmaker et 

al., 2015) 

 

Public policy 

U.S., Mexico, France, Brazil 

Limited/mixed evidence supports; 

reduced beverage demand and 

consumption but effects on weight 

outcomes are modest 

Modeling studies estimate this to be cost-

saving  

IOM (Accelerating 

Progress...) #2 

CDC #9 

WHO #1 

White House #4.9 

B Elimination of tax subsidy for 

advertising unhealthy food to 

children (Gortmaker et al., 2015) 

Public policy 

U.S. 

Modeling studies estimate this to be cost 

saving 

IOM (Accelerating 

Progress...) #2,5 

IOM (Children) #4 

WHO #1,5 

White House set #1 
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ID 
Intervention 

(with reference) 
Type of Intervention & Setting 

Evidence Assessment 

(Cost-effectiveness findings in italics) 

Related 

Recommendations* 

C Changes in food voucher policy 

(changes in WIC benefits and 

allowing purchase of food from 

farmer’s market using SNAP 

benefits, among low-income 

immigrants) (Mayne et al., 2015) 

Public policy 

U.S. national, U.S. city 

Evidence shows no association with 

reduced BMI, but does show an 

association with increased purchase, 

presence in home/home availability, and 

consumption of healthy foods. 

IOM (Accelerating 

Progress...) #2,3 

IOM (Children) #4 

ASTHO #2 

WHO #1 

White House #4.8 

D Environmental interventions 

(social marketing encouraging 

stairway signs, cafeteria signs, 

farmers markets, walking 

groups, etc.). (Hillier-Brown et 

al., 2014a) 

Community programs, 

Environmental change 

Hospital worksite  

Limited/mixed evidence supports; 

showed positive results only among 

higher-educated participants 

IOM (Accelerating 

Progress...) #1,2,4 

White House #3.6 

E Interventions to increase use of 

stairs (signs, stairwell 

improvements) (Bellicha et al., 

2014) 

Environmental change 

Worksite, public setting (e.g., 

malls, airports) 

Limited evidence shows a modest effect 

on stair use; weight-related outcomes 

not reported. 

IOM (Accelerating 

Progress...) #1,2,4 
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ID 
Intervention 

(with reference) 
Type of Intervention & Setting 

Evidence Assessment 

(Cost-effectiveness findings in italics) 

Related 

Recommendations* 

F School-based interventions to 

reduce BMI (programmatic, 

educational, and environmental 

programs to influence diet and 

physical activity). (Lavelle et al., 

2012) 

School-based physical activity 

interventions (Sun et al., 2013) 

Community Programs, 

Environmental change 

School  

Evidence supports, especially those with 

a physical activity component. 

Stratification shows greater effect in girls. 

Programs targeting overweight/obese 

participants showed larger effect. 

IOM (Accelerating 

Progress...) #1,5 

IOM (Children) #3,4 

CDC #12,13,14 

WHO #2,5 

White House #3.16,5 

G Parental support interventions 

for diet and physical activity 

(group education, mental health 

counseling) (Kader et al., 2015) 

Community programs 

School/preschool, clinic/health 

care, other community setting 

Evidence shows improvement in weight-

related outcomes (i.e., dietary habits, 

physical activity, BMI/BMI Z-score), but 

not those that provide written 

information only. 

IOM (Accelerating 

Progress...) #1 

IOM (Children) #3,4 

WHO #2,4 

H Community-based, 

multicomponent physical activity 

interventions (e.g., fitness 

classes and programs, interactive 

group sessions, walking groups, 

counseling, social support, 

health promotion materials, 

and/or media campaigns) 

targeting women 18-65 years old 

Community programs 

Community settings (e.g., fitness 

facility, school) 

Evidence support for enhanced physical 

activity outcomes but not for weight-

related outcomes  

IOM (Accelerating 

Progress...) #1,4 
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ID 
Intervention 

(with reference) 
Type of Intervention & Setting 

Evidence Assessment 

(Cost-effectiveness findings in italics) 

Related 

Recommendations* 

I School nutrition policy and day 

care meal standards (Mayne et 

al., 2015; Gortmaker et al., 2015) 

Public policy 

School, day care (Chile national) 

Evidence supports improvement in 

weight-related outcomes but results 

were not sustained at 24 months.  

Modeling studies estimate nutrition 

standards for food and beverages sold in 

schools outside of meals to be cost-

effective. Modeling studies suggest 

nutrition standards for school meals to be 

cost effective.  

IOM (Accelerating 

Progress...) #2,3,5 

IOM (Children) #4 

CDC #1,2,7,8,9,10 

ASTHO #2 

WHO #1,5 

White House #3 

J Introduction of light rail (Mayne 

et. al., 2015) 

Environmental change 

Public transit 

Limited evidence supports light rail use 

association with improvement in self-

reported BMI 

IOM (Accelerating 

Progress...) #1 

ASTHO #2 

K Obesity prevention interventions 

in childcare settings (nutrition 

education, healthy cooking 

classes, physical activity and 

playful games) (Zhou et al., 2014; 

Gortmaker et al., 2015) 

Community program 

Childcare centers 

Limited/mixed evidence supports 

 

Modeling studies estimate that improved 

early childhood education policies and 

practices, including the Nutrition and 

Physical Activity Self-Assessment for Child 

Care (NAP SACC) program are cost-

effective.  

IOM (Accelerating 

Progress...) #1 

IOM (Children) #3,4 

CDC #12,13,14 

WHO #2,4 
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ID 
Intervention 

(with reference) 
Type of Intervention & Setting 

Evidence Assessment 

(Cost-effectiveness findings in italics) 

Related 

Recommendations* 

L Community-based group health 

education and counseling 

interventions, workplace 

education interventions, family-

based group education programs 

delivered in schools (Hillier-

Brown et al., 2014a) 

Community program 

Community settings (e.g., 

community centers, workplaces, 

diet/health clubs)  

Limited/mixed evidence supports. 

Community-based education/counseling 

showed modest, short-term reductions in 

BMI 

CPSTF #2  

IOM (Accelerating 

Progress...) #1,4 

IOM (Children) #3,4 

ASTHO #2 

WHO #2,5,6 

M Workplace and college 

interventions to improve 

physical activity (Gudzune et al., 

2013, Malik et al., 2014) 

Community program, 

environmental change 

Workplace, college  

Limited/mixed evidence supports 

increased physical activity, change in 

weight, BMI, and/or waist circumference 

CPSTF #2 

IOM (Accelerating 

Progress...) #1,4 

ASTHO #2 

WHO #2 

N Financial incentives to change 

health habits in terms of physical 

activity and healthy eating 

(Mantzarei et al., 2015) 

Community Program 

Workplaces, communities, 

health care settings 

Mixed evidence that incentives increase 

physical activity or healthy eating at up 

to 12 months while incentives remain in 

place  

IOM (Accelerating 

Progress...) #4 

ASTHO #3 
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ID 
Intervention 

(with reference) 
Type of Intervention & Setting 

Evidence Assessment 

(Cost-effectiveness findings in italics) 

Related 

Recommendations* 

O Interventions to reduce 

sedentary screen time (in some 

studies, also to increase physical 

activity and nutrition). (Ramsey 

Buchanan et al., 2016; Hillier-

Brown et al., 2014b) 

Community programs, 

environmental change 

School, home, community 

settings, health care settings, 

academic settings  

Evidence supports BMI reduction, 

particularly among children and in 

individual settings. (Greater effectiveness 

with children, lower income participants, 

higher intensity interventions including 

electronic monitoring and control). 

CPSTF #1 

IOM (Accelerating 

Progress...) #1,5 

IOM (Children) #3, #5 

CDC #15 

WHO #2,4 

White House #1.8-1.11 

P Multicomponent group and 

individual mentored health 

promotion programs (e.g., 

physical activity and/or nutrition 

classes/programs, health 

education and promotion 

materials, counseling, therapy, 

and/or changes to built 

environment) to prevent 

childhood obesity (Hillier-Brown 

et al., 2014b) 

Individual, Community 

programs, environmental change 

Home, health care settings, 

academic settings, school, other 

community sites (e.g., park, 

convenience store, community 

center)   

Evidence supports for individual 

programs; inconclusive/mixed evidence 

for group and societal 

IOM (Accelerating 

Progress...) #1 

IOM (Children) #3,4 

WHO #2,4 
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ID 
Intervention 

(with reference) 
Type of Intervention & Setting 

Evidence Assessment 

(Cost-effectiveness findings in italics) 

Related 

Recommendations* 

Q Interventions to modify diet, 

physical activity, sedentary 

behaviors, or a combination that 

target children age 2-18 in their 

homes or include significant 

family involvement (Showell et 

al., 2013) 

Individual, community program, 

environmental change 

Home (mostly), school, health 

care setting, community setting 

Inconclusive evidence on BMI; some 

studies showed significant improvements 

in diet or physical activity 

IOM (Accelerating 

Progress...) #1,3 

IOM (Children) #3,4 

WHO #2 

*Recommendations referenced are from the Policy Landscape section of this document.  
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PURPOSE 

This document was developed to inform staff recommendations for inclusion of multisector 

interventions to prevent and manage obesity on Oregon’s Prioritized List of Health Services. The 

Health Evidence Review Commission (HERC) requested that staff members conduct research on 

available interventions to address obesity, including interventions outside of traditional health care 

systems.  

Increasingly, public and private health care payers, including HERC, recognize that in order to achieve 

their goals to improve patient experience of care, population health, and the cost-effectiveness of 

health care, they must consider evidence-based multisector interventions along with individually 

focused clinical care. In so doing, they can maximize health and economic outcomes.  

Multisector interventions such as the ones described here can be cost-effective ways to prevent, treat 

or manage disease at a population level. This report was prepared in consultation with the Obesity 

Task Force members (See Appendix B), who served as subject matter experts from a variety of related 

disciplines.  

These interventions will directly inform the Prioritized List and are intended to aid coordinated care 

organizations as they seek to effectively address obesity, and we hope that they will be useful to 

private health plans and policymakers interested in using the tools at their disposal to prevent and 

reduce obesity.  

BACKGROUND 

Today, more than one in four adults in Oregon are obese, which equates to over 800,000 people. In 

addition, 15% of Oregon’s six- to nine-year-olds were obese in 2012. Children who are obese are more 

likely to become obese adults, putting them at a greater risk of chronic disease.  

Obesity can lead to diabetes, cancer, high blood pressure, high cholesterol, arthritis, heart disease, and 

stroke, taking a toll on families and the health care system. In Oregon, obesity contributes to 1,500 

deaths per year. It is second only to tobacco as a leading cause of preventable death. In 2009 nearly 

73% of adult Oregonians with a history of heart attacks were overweight or obese.  

According to a 2012 report from the Institute of Medicine, national costs attributed to treating obesity-

related diseases are estimated to be $190 billion, which represents 21% of all health care spending. 

Obesity-related chronic diseases cost Oregonians about $1.6 billion in medical expenses each year, 

with $339 million of that paid by Medicare and $333 million paid by Medicaid. People who are obese 

are estimated to have annual medical costs that are $1,429 higher than people who are not obese. 

Clinical strategies to prevent and treat obesity include screening, behavioral counseling, medications, 

referral to weight-loss programs, and surgery. Many of these have limited efficacy and primarily focus 

on treatment, rather than prevention of obesity. Given the widespread prevalence of obesity and its 

significant impact on morbidity, mortality, and societal costs, it is important to understand the range of 

effective interventions that can occur inside and outside of a clinical setting. Preventing obesity is likely 

to be the most cost-effective strategy, and solutions in the community setting have the potential to 

affect a large number of people. This report on multisector interventions for obesity examines 
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interventions for the prevention and treatment of obesity that occur in community settings, which can 

be policies, programs, or environmental changes. 

EVIDENCE REVIEW 

General Multisector Interventions 

Mayne et al., 2015 

This is a narrative systematic review of natural or quasi-experimental studies conducted to examine 

the effects of policy and built environment changes on obesity outcomes. The authors identified 37 

studies, but only three of these studies measured weight or body mass index (BMI) outcomes (the 

remaining studies only examined changes in dietary composition or physical activity). One study of 

school nutrition policy and day care meal standards involving almost 68,000 children in Chile found 

mixed results for the outcomes of BMI z-score and obesity prevalence, and the initial improvements 

were not sustained at 24 months. The second study examined the effects of changes in food voucher 

policy among 72,000 low-income immigrant adults in the United States and found no association 

between the policy change and BMI. The third study measuring weight- or BMI-related outcomes, 

which was designed as a longitudinal within-person study of the effects of a new light rail system in 

Charlotte, North Carolina, found that use of the light rail system was associated with a self-reported 

BMI reduction of 1.18 kg/m2 (95% CI -2.22 to -0.13) and reduced the odds of incident obesity. The 

authors did note that weaker study designs are more likely to report positive findings. 

Two additional studies, which assessed the association between nutrition and changes in food voucher 

policy, considered non-weight outcomes. One of these studies found an increase in home availability 

and consumption of healthy foods associated with changing food voucher-eligible foods among 

Hispanic and African American mothers and children enrolled in Women, Infants, and Children (WIC). 

The other study found an increase in the purchase of healthy foods associated with local changes to 

vendor payment systems (i.e., permitting farmers markets to accept food vouchers). 

Bottom line: There is limited evidence from a study in one community that the use of a new light rail 

system was associated with a small reduction in self-reported BMI and incident obesity. The results of 

nutritional policy interventions were mixed. 

Amiri Farahani et al., 2015 

This is a narrative systematic review of community-based physical activity interventions targeting 

women ages 18 to 65 years old. The authors identified nine studies including four methodologically 

rigorous randomized controlled trials (RCTs). Most of the studies were conducted in the United States 

and involved multicomponent interventions to promote physical activity. Most of the interventions 

involved social support, goal setting, barrier anticipation, and self-monitoring; these were provided in 

theoretical constructs of social cognitive theory and social marketing theory. One trial involved a 

combined exercise program for mothers and daughters and one included a free gym membership. 

Although seven of the nine studies reported positive effects on physical activity, only four studies 

reported statistically significant improvements. No studies reported on weight or BMI outcomes. The 

authors concluded that there was “insufficient evidence to assess the effectiveness of community-

based interventions for enhancing physical activity among women.”  
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Bottom line: Several programs found improvements in physical activity, but there is insufficient 

evidence for the effectiveness of community-based physical activity promotion programs for weight 

loss in adult women. 

Hillier-Brown et al., 2014a 

This is a narrative systematic review of interventions applied at various levels to reduce socioeconomic 

disparities in adult obesity. Interventions were classified as occurring at the individual, community, or 

societal levels. Five studies at the individual level were included: four examined tailored weight-loss 

plans delivered via primary care, and the fifth was a long-term study of an educational intervention for 

obesity prevention. The individually tailored weight-loss plans delivered in primary care appeared to 

be effective at up to 12 months. Several of the studies showed greater effects among African American 

participants. At the community level, the authors identified 12 studies: eight examined community-

based group health education and counseling interventions, two examined workplace education 

interventions, and two examined family-based group education programs delivered in schools. Overall, 

the results of the community-based interventions were mixed; some of the studies of community-

based education and counseling programs showed modest reductions in BMI, but only in the short 

term (3 to 6 months).  

At the societal level, the authors identified three studies. The first was an initiative involving 

environmental strategies to encourage healthful eating and physical activity through “social 

marketing…stairway signs, cafeteria signs, farmers markets, walking groups, challenges, workshops, 

educational displays, newsletters, project website, project information centre and print materials.” 

This study showed modest positive results, but only among the higher-educated participants. The 

other two societal-level studies examined the effects of changes in the structure of nutrition assistance 

programs for poor women; neither study found significant effects on obesity. 

Bottom line: There is some evidence of effectiveness for individual-level interventions (particularly 

those involving tailored weight-loss plans in primary care) in reducing inequalities in adult obesity, but 

there was less evidence for the effectiveness of community- and societal-level interventions. 

Workplace Interventions 

Bellicha et al., 2015 

This is a narrative systematic review of studies examining the effectiveness of interventions to 

promote the use of stairs. Fifty studies, conducted in a mix of workplace and public settings, were 

included. The primary outcome measure was stair climbing (ascent only) or stair use (ascent and 

descent combined). The interventions consisted of a mix of motivational and directional signs with or 

without stairwell enhancements. The study designs were nearly all pre-post comparisons and none 

were judged to be high quality. Modest improvements in stair climbing (absolute median increase of 

about 4%) were noted in most studies during the intervention period. The combination of motivational 

and directional signs appeared to be more effective than motivational signs alone. Three of the four 

studies of stairwell enhancements showed similar results (absolute median increase in stair climbing of 

4.4%) to the motivational and directional signs. The authors noted that elements of external validity 

(i.e., implementation) were “largely underreported” in the literature. No weight, BMI, or health 

outcomes were reported. 
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Bottom line: Motivational and directional signs and stairwell improvements probably lead to modest 

increases in stair use, but the external validity of these studies remains uncertain.  

Malik et al., 2014 

This is a narrative systematic review of health promotion interventions in the workplace to increase 

physical activity. The authors identified 58 studies including exercise interventions (6 studies), 

counseling and support interventions (13 studies), and informational or health promotion message 

interventions (39 studies). The primary outcomes were measures of physical activity. The exercise 

intervention studies were mostly RCTs or cluster randomized trials. Two of the six studies showed 

statistically significant increases in physical activity (increased step counts in both of the positive 

studies); the remaining studies did not demonstrate an effect. The counseling and support 

interventions, which included telephonic counseling and peer support programs, used mostly RCT and 

quasi-experimental designs, but there were substantial issues with blinding, use of intention-to-treat, 

baseline group differences, and attrition. Of the 13 studies, 8 showed statistically significant increases 

in measures of physical activity or total energy expenditure. The informational and health promotion 

message interventions were diverse and mostly studied using RCT and quasi-experimental designs, but 

as with other included studies there were methodological flaws in most trials. Of the 39 studies, 22 

showed statistically significant increases in physical activity; programs that included stage-of-change 

matched informational materials were more likely to report significant results. Weight, BMI, and 

health outcomes were not reported. The authors’ conclusion was that the evidence for workplace 

health promotion interventions was mixed and inconclusive.  

Bottom line: Evidence that workplace health promotion interventions lead to increased physical 

activity is mixed.  

Gudzune et al., 2013 

This is a narrative systematic review of workplace or college-based interventions to prevent weight 

gain. The authors identified seven workplace and two college-based studies using randomized, cluster-

randomized, or quasi-experimental designs. The age, gender, and other participant characteristics 

varied by study site. The studied interventions were diverse and included environmental changes, 

health promotion and informational programs, educational programs (including a 4-month college 

course on preventing weight gain), supported self-management programs, or some combination of the 

interventions. Five of the workplace studies and both college-based studies reported BMI outcomes at 

12 to 24 months.  

At 24 months, one of the workplace studies showed that intervention group participants had a BMI 0.3 

kg/m2 lower than the control group. Another showed that the intervention group had a BMI 0.2 kg/m2 

higher than the control group at 12 months. Both of these results were statistically significant. Three 

other studies showed no difference between intervention and control groups. 

In both of the college-based programs, the intervention group had a lower BMI at 12 months (-0.5 

kg/m2 and -1.6 kg/m2), although only the former result was statistically significant. Overall, the 

authors deemed the evidence for BMI reduction to be low strength because of issues with bias in the 

nonrandomized trials and inadequate blinding of outcomes assessors. The authors concluded that 

there was limited evidence for workplace and college-based interventions to prevent weight gain. 

Bottom line: There is mixed evidence that workplace interventions are effective to prevent weight 

gain. There is limited evidence that college-based interventions are effective. 



 

 

12 Multisector interventions for the prevention and treatment of obesity 

 For HERC meeting materials 10/6/2016 

Sugar-sweetened Beverage Taxes 

Cabrera Escobar et al., 2013 

This is a systematic review and meta-analysis of the effects of sugar-sweetened beverage (SSB) taxes 

on SSB demand and obesity. Nine studies, six from the US and one each from Mexico, Brazil, and 

France were included. The primary outcomes were own-price and cross-price elasticity (measured as 

the percentage change in quantity demanded), and change in obesity rates or BMI. All studies showed 

negative own-price elasticity ranging from -0.85 to -4.45 with a meta-analytic estimate of -1.3 (95% CI -

1.089 to -1.509). These results suggest that the demand for SSBs is elastic and that SSB price increases 

are associated with reduced demand. Cross-price elasticities meant to measure the effects of SSB price 

increases on demand for other beverages were studied in five of the nine studies. The overall estimate 

is that SSB price increases result in slightly increased demand for fruit juice and milk and slightly lower 

demand for diet beverages.  

Meta-analysis could not be performed for the effect of SSB taxes on obesity and BMI. One study 

estimated that a 10% increase in SSB price would lead to a reduction in the point prevalence of obesity 

of -0.34% for men and -0.05% for women. A second study estimated that a 20% increase in the SSB 

price would reduce the point prevalence of overweight by -0.045% and obesity by -0.03%. A third 

study estimated that a 20% increase in the price of SSBs would reduce BMI by -0.065 kg/m2. A fourth 

study reported that 1% grocery soda taxes and soft drink vending machine taxes would increase BMI 

by 0.012 kg/m2 and 0.011 kg/m2 respectively, although neither result was statistically significant. The 

fifth study found that a 1% increase in SSB price would produce only small effects on BMI of -0.0031 

kg/m2 for adults and -0.015 kg/m2 for children and adolescents. Overall, the authors concluded that 

SSB taxes or price increases may benefit health. 

Bottom line: SSB prices are elastic and SSB taxes can reduce demand, but the estimated effects of SSB 

price increases on obesity prevalence and BMI are modest.  

Long et al., 2015 

This is a modeling study of the cost-effectiveness of SSB taxes in the U.S. Key assumptions of the model 

are 1) an own-price elasticity for SSBs of -1.22, 2) a reduction of SSB consumption of 8 oz/day leads to 

weight loss of about 1 kg in children, and 3) a reduction of 12 oz/day leads to a BMI change of -0.39 

kg/m2 for adults. Health gains were estimated for a 10-year period using a Markov cohort model. The 

model accounts for downstream changes in a variety of obesity-related illnesses to produce estimates 

of quality-adjusted life years and disability-adjusted life years. The model also estimated differences in 

health care expenditures using inputs from the Medical Expenditure Panel Survey. Based on the 

model, a national SSB excise tax of $0.01/oz would lead to a 20% reduction in consumption, which in 

turn would reduce an average adult’s BMI by 0.08 kg/m2 and a youth’s BMI by 0.16 kg/m2. The 

prevalence of obesity among adults and children would decrease by 0.99% and 1.38% respectively. In 

the 10-year period between 2015 and 2025, the SSB excise tax would lead to 871,000 quality-adjusted 

life years (QALYs) gained and reduce health care costs by $23.6 billion. Thus, the intervention was 

deemed cost-saving, a finding that was maintained across varied inputs in the sensitivity analysis.  

Bottom line: This modeling study suggests that a national SSB excise tax of $0.01/oz would reduce the 

prevalence of obesity by about 1% and avert nearly $25 billion in health care costs in a 10-year period. 
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Financial Incentives 

Mantzari et al., 2015 

This is a systematic review and meta-analysis of financial incentives for changing health-related 

behaviors. The review identified 15 studies examining the effects of financial incentives on markers of 

healthier eating and physical activity and two studies on physical activity alone. Most of the studies 

were conducted in the U.S. in a variety of settings including workplaces, communities, health care, and 

academia. The magnitude and duration of the financial incentives varied greatly across studies, and 

some studies used financial incentives with other interventions such as counseling. The studies were a 

mix of randomized and cluster randomized designs. Financial incentives targeted at indicators of 

healthier eating and physical activity showed positive results at up to 12 months (OR for attainment of 

target behaviors 1.39, 95% CI 1.03 to 1.88), but the improvements were not sustained after removal of 

the financial incentive (OR 1.11, CI 0.76 to 1.63). The authors observed that higher-value financial 

incentives were more effective than lower-value incentives for smoking cessation, although they did 

not observe this effect in the diet and physical activity trials.  

Bottom line: Financial incentives to change eating and physical activity habits are effective at up to 12 

months, but the effects are attenuated beyond 12 months and appear to not be sustained after the 

incentive is removed. 

Note: A separate systematic review and meta-analysis (Giles et al., 2014) included studies of financial 

incentives for smoking cessation, vaccinations, and physical activity, although the authors identified 

only one study on physical activity. Across all the studies, the relative risk for attainment of target 

behaviors was 1.62 (95% CI 1.38 to 1.91), but the authors observed that the effect size decreased at 

post-intervention follow-up. Their overall conclusion was that financial incentives are more effective 

than usual care. 

General Multisector Interventions for Children 

Ramsey Buchanan et al., 2016 

This is a systematic review and meta-analysis of interventions to reduce recreational sedentary screen 

time. It was prepared for the Centers for Disease Control and Prevention (CDC) Community Guide. The 

authors identified 49 studies; 12 studies focused on reducing screen time only, and 37 studies 

examined interventions to reduce sedentary screen time and improve physical activity or nutrition. 

The interventions in the studies were diverse and included classroom-based education, tracking and 

monitoring of screen time, coaching or counseling, and family or peer social support. Additional 

intervention components were devices to monitor and limit screen time, media and educational 

campaigns, and contingent rewards (i.e., screen time as a reward for physical activity). The authors 

defined high-intensity interventions as those that included electronic monitoring and limitation of 

screen time and at least three personal or computer-based interactions. Reported outcomes of 

interest included BMI, BMI z-score, and obesity prevalence.  

For children, two screen time-only and twelve screen time-plus studies showed an aggregate decrease 

in BMI z-score of -0.13 (interquartile interval [IQI] -0.23 to -0.01). For adults, two studies showed BMI 

reductions of -0.18 kg/m2 and -0.19 kg/m2. In terms of obesity prevalence, 10 high-intensity screen 

time-plus interventions were estimated to decrease median obesity prevalence by -2.1% (IQI -3.9 to -

1.1, baseline obesity prevalence of 10.3%). Four studies of low-intensity screen time interventions 
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were estimated to reduce median obesity prevalence by -4.6% (IQI -7.6 to -1.1, baseline obesity 

prevalence of 12.3%). Among five studies that stratified analysis according to socioeconomic status, 

four found greater effectiveness for reducing BMI and obesity prevalence among low-income 

participants. 

Bottom line: Interventions to reduce screen time are effective in reducing BMI and obesity prevalence. 

This effect has been observed mostly in children younger than 13 years old, but a smaller number of 

studies also support the effectiveness of these interventions in adults. Interventions that include 

electronic monitoring and control of screen time appear to be more effective. The results also suggest 

that screen-time interventions may reduce socioeconomic disparities in obesity prevalence in children 

with high and low socioeconomic status.  

Kader et al., 2015 

This is a narrative systematic review of studies examining the effectiveness of parental support 

interventions to promote dietary changes and increase physical activity. The authors identified 35 

studies and divided the parental support interventions into four categories: individual counseling, 

group education, informational-only, and individual telephone counseling. Of the 35 studies, 16 

reported on weight outcomes for children, but most of these studies were not powered to detect 

changes in BMI. One of the four studies of in-person counseling found a decrease in the prevalence of 

obesity among girls but not boys, and those results were not sustained at later follow-up. Four of the 

seven studies involving group education showed improvement in weight-related outcomes. 

Information-only programs appeared to be ineffective. One of the two studies on telephone 

counseling showed a reduction in BMI z-score. The authors concluded that for weight-related 

outcomes, group education programs appeared to be more effective than other universal parental 

interventions. Among five studies conducted exclusively in low socioeconomic status or minority 

populations, 6 to 12 group education sessions for parents of preschool-age children were associated 

with “desirable effects on weight status.” 

Bottom line: Group education programs appear to be more effective than other types of parental 

intervention for weight outcomes, especially for low-socioeconomic status and minority children. 

Hillier-Brown et al., 2014b 

This is a narrative systematic review of interventions applied at various levels to reduce socioeconomic 

disparities in childhood obesity. Interventions were classified as occurring at the individual, 

community, or societal levels. The authors identified four studies at the individual level, 17 studies at 

the community level, and one study at the societal level. Among the individual interventions, screen-

time reduction and mentored health-promotion programs showed the most promise for reducing 

disparities. The authors concluded that the evidence for community-level interventions was 

inconclusive, with mixed results in studies of school- and community-based health-promotion 

programs. The single societal-level study of environmental changes in Swiss preschools showed no 

significant differences in BMI or overweight prevalence, but there was a “trend towards more 

beneficial effects in higher SES [socioeconomic status] children.” There was no evidence that any of the 

interventions worsened inequalities in obesity outcomes. The authors concluded that there was 

limited evidence, but that some individual- and community-level interventions may be effective in 

reducing disparities in obesity-related outcomes for children. 
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Bottom line: Some individual interventions (screen-time reduction and mentored health-promotion 

programs) show promising results for reducing disparities in childhood obesity, and reported outcomes 

for community interventions were inconclusive or mixed. 

Showell et al., 2013 

This is a narrative systematic review of home-based interventions on childhood obesity. The authors 

identified six studies including combined physical activity and diet interventions (three studies), diet-

only interventions (one study), interventions spanning home, school, and primary care settings (one 

study), and interventions with primary care and consumer health informatics components (one study). 

Overall, none of the studies showed statistically significant reductions in BMI or obesity prevalence, 

although three studies showed improvements in diet or physical activity. The authors judged the 

evidence quality to be low or insufficient and called for better studies of home-based interventions. 

Bottom line: There is insufficient evidence that home-based interventions are effective for reducing 

BMI or obesity prevalence in children.  

School-based Interventions 

Sun et al., 2013 

This is a narrative systematic review of trials examining school-based direct delivery of physical activity 

interventions. The authors identified six large, high-quality RCTs of high-dose physical activity in 

schools. Three of the six studies found statistically significant reductions in BMI; the three remaining 

trials did not find statistically significant effects. Overall, the authors observed that high-dose direct 

delivery of physical activity in schools was associated with improved fitness measures, but that the 

effects on BMI, body fat, and waist circumference were inconclusive.  

Bottom line: High-dose physical activity interventions in schools improve fitness measures, but do not 

have a clear effect on weight-related outcomes. 

Lavelle et al., 2012 

This is a systematic review and meta-analysis of school-based interventions to reduce BMI. The 

authors identified 43 RCTs, cluster-randomized, and quasi-randomized trials of school-based 

interventions that reported on BMI outcomes. These interventions were diverse (targeting physical 

activity, sedentary behavior, and nutrition) and varied in terms of which components were included: 

direct physical activity, nutrition and activity education, self-management and self-esteem building, 

and environmental changes (i.e., school meal changes or removal of vending machines). As expected, 

there was a high degree of heterogeneity. Two-thirds of the studies showed reductions in BMI; 16 of 

those demonstrated statistically significant differences. In the meta-analysis, the estimate of BMI 

reduction was -0.17 kg/m2 (95% CI -0.26 to -0.08). Notably, in the stratified analyses, the results were 

only statistically significant for girls. Among the studies in which interventions were only targeted at 

overweight and obese children, the meta-analysis showed a reduction in BMI of -0.35 kg/m2 (95% CI -

0.58 to -0.12).  

Bottom line: School-based interventions, particularly those that contain a physical activity component, 

are associated with a statistically significant reduction in BMI and the effect is greatest in overweight 

and obese children. 



 

 

16 Multisector interventions for the prevention and treatment of obesity 

 For HERC meeting materials 10/6/2016 

Childcare-based Interventions 

Zhou et al., 2014 

This is a narrative systematic review of obesity prevention interventions delivered in childcare settings. 

The authors identified 15 randomized, cluster randomized, and nonrandomized controlled trials that 

reported on adiposity outcomes. The study participants were two- to six-year-old children in preschool 

childcare centers in several countries; about half the participants were socioeconomically 

disadvantaged. The interventions were varied and included structured age-appropriate nutrition 

education, healthy cooking classes, physical activity, and playful games. Several programs also included 

a component of parental education. The interventions lasted from six months to two years. Overall, 

the results were mixed: 7 of the 15 studies reported improvements in measures of adiposity including 

BMI, body fat percentage, waist circumference, or decreased prevalence of overweight compared to 

controls. All of the studies with positive results included both nutrition and physical activity 

components. Among the remaining studies, many reported positive effects on measures of physical 

activity or nutrition, but did not show improvements in adiposity outcomes.  

Bottom line: There is mixed evidence about the effectiveness of interventions delivered in childcare 

settings to reduce obesity. Studies with positive results for this outcome all included combined 

physical activity and nutrition interventions.  

OTHER DECISION FACTORS 

Resource Allocation 

A recent article in Health Affairs (Gortmaker et al., 2015) summarized research on seven interventions 

to reduce childhood obesity. The study estimated the effects of each of the seven interventions using 

an evidence review protocol. A microsimulation model was developed to calculate the costs and 

effectiveness of the interventions through their impact on BMI changes, obesity prevalence, and 

obesity-related health care costs in a 10-year period (2015–2025).  

Three of the interventions were found to save more in health care costs than they cost to implement: 

 Sugar-sweetened beverage excise tax of one cent per ounce 

 Nutrition standards for food and beverages sold in schools outside of meals 

 Elimination of the tax subsidy for advertising unhealthy food to children 
 

The other studied interventions cost more to implement than they save on health care costs, but are 

likely still cost-effective: 

 Restaurant menu calorie labeling 

 Nutrition standards for school meals 

 Improved early childhood education policies and practices, including the Nutrition and Physical 
Activity Self-Assessment for Child Care (NAP SACC) program 

 Four-fold increase in the use of bariatric surgery among adolescents. In particular, increasing 
adolescents’ access to bariatric surgery was found to have a negligible impact on obesity 
prevalence. 
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POLICY LANDSCAPE 

Recommendations from others 

The following recommendations are from these major public health organizations:  

 The Community Preventive Services Task Force 

 The Institute of Medicine 

 Centers for Disease Control and Prevention 

 Association of State and Territorial Health Officials 

 World Health Organization 

 White House Task Force on Childhood Obesity 

The Community Preventive Services Task Force—Obesity Prevention and 
Control: Interventions in Community Settings 

1. Behavioral interventions that aim to reduce recreational sedentary screen time among children 

Definition: These are behavioral interventions that aim to reduce recreational (i.e., neither school-

related nor work-related) sedentary screen time by teaching behavioral self-management skills to 

initiate or maintain behavior change. Interventions may be screen-time only interventions as well as 

interventions that combine a focus on reducing recreational screen time with increasing physical 

activity and improving diet. 

Evidence Base: The Community Preventive Services Task Force reviewed the evidence in August 2014 

and recommended behavioral interventions to reduce recreational sedentary screen time among 

children aged 13 years and younger. This finding is based on strong evidence of effectiveness in 

reducing recreational sedentary screen time, increasing physical activity, improving diet, and 

improving or maintaining weight-related outcomes. Evidence includes studies of interventions that 

focus only on reducing recreational sedentary screen time (screen-time-only) and studies that focus on 

reducing recreational sedentary screen time and improving physical activity and/or diet (screen-time-

plus). Limited evidence was available to assess the effectiveness of these interventions among adults.  

2. Worksite interventions 

Definition: These are a suite of interventions operating on both individual and systemic levels through 

a combination of policy and system change, as well as individual encouragement. Components include: 

 Informational and educational strategies that aim to increase knowledge about a healthy diet 

and physical activity (e.g., educational software or lectures) 

 Behavioral and social strategies target the thoughts (e.g. awareness, self-efficacy) and social 

factors that affect behavior changes (e.g., individual or group counseling and skill building) 

 Policy and environmental approaches aim to make healthy choices easier and target the entire 

workforce by changing physical or organizational structures (e.g., improve access to healthier 

options in cafeterias, provide on-site facilities for exercise, employers cover health club 

membership) 

http://www.thecommunityguide.org/about/task-force-members.html


 

 

18 Multisector interventions for the prevention and treatment of obesity 

 For HERC meeting materials 10/6/2016 

 Worksite weight control strategies may occur separately or as part of a comprehensive 

worksite wellness program that addresses several health issues (e.g., smoking cessation, stress 

management, cholesterol reduction). 

Evidence Base: The Community Preventive Services Task Force reviewed the evidence in 2007 and 

recommended worksite programs intended to improve diet and/or physical activity behaviors based 

on strong evidence of their effectiveness for reducing weight among employees.  

3. Technology-supported multicomponent coaching or counseling interventions to reduce weight 

and maintain weight loss 

Definition: Technology-supported multicomponent coaching or counseling interventions use 

technology to facilitate or mediate interactions between a coach or counselor and an individual or 

group, with a goal of influencing weight-related behaviors or weight-related outcomes. These 

interventions often also include other components, which may be technological or non-technological 

(e.g., in-person counseling). 

Evidence Base: The Community Preventive Services Task Force reviewed the evidence in 2009 and 

recommended technology-supported multicomponent coaching or counseling interventions intended 

to reduce and maintain weight loss on the basis of sufficient evidence that they are effective in 

improving weight-related behaviors or weight-related outcomes.  

The Institute of Medicine—Accelerating Progress in Obesity Prevention 

Goal 1: Make physical activity an integral and routine part of life 

Recommendation: Communities, transportation officials, community planners, health professionals, 

and governments should make promotion of physical activity a priority by substantially increasing 

access to places and opportunities for such activity. 

Recommended Strategies: 1) Enhance the physical and built environment. 2) Provide and support 

community programs designed to increase physical activity. 3) Adopt physical activity requirements for 

licensed child care providers and 4) Provide support for the science and practice of physical activity. 

Goal 2: Create food and beverage environments that ensure that healthy food and beverage options 

are the routine, easy choice 

Recommendation: Governments and decision makers in the business community/private sector 

should make a concerted effort to reduce unhealthy food and beverage options and substantially 

increase healthier food and beverage options at affordable, competitive prices. 

Recommended Strategies: 1) Adopt policies and implement practices to reduce overconsumption of 

sugar-sweetened beverages. 2) Increase the availability of lower-calorie and healthier food and 

beverage options for children in restaurants. 3) Utilize strong nutritional standards for all foods and 

beverages sold or provided through the government, and ensure that these healthy options and 

available in all places frequented by the public. 4) Introduce, modify, and utilize health-promoting food 

and beverage retail policies. 5) Broaden the examination and development of U.S. agriculture policy 

and research to include implications for the American diet. 

http://www.thecommunityguide.org/about/task-force-members.html
http://www.thecommunityguide.org/about/task-force-members.html
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Goal 3: Transform messages about physical activity and nutrition. 

Recommendation: Industry, educators, and governments should act quickly, aggressively, and in a 

sustained manner on many levels to transform the environment that surrounds Americans with 

messages about physical activity, food, and nutrition. 

Recommended Strategies: 1) Develop and support a sustained, targeted physical activity and nutrition 

social marketing program. 2) Implement common standards for marketing foods and beverages to 

children and adolescents. 3) Ensure consistent nutrition labeling for the front of packages, retail store 

shelves, and menus and menu boards that encourages healthier food choices. 4) Adopt consistent 

nutrition education policies for federal programs with nutrition education components.  

Goal 4: Expand the role of health care providers, insurers and employers in obesity prevention.  

Recommendation: Health care and health service providers, employers, and insurers should increase 

the support structure for achieving better population health and obesity prevention. 

Recommended Strategies: 1) Provide standardized care and advocate for health community 

environments. 2) Ensure coverage of, access to, and incentives for routine obesity prevention, 

screening, diagnosis and treatment. 3) Encourage active living and healthy eating at work. 4) 

Encourage healthy weight gain during pregnancy and breastfeeding, and promote breastfeeding-

friendly environments. IOM (Children) #3 

Goal 5: Make schools a national focal point for obesity prevention.  

Recommendation: Make schools a national focal point for obesity prevention.  

Recommended Strategies: 1) Require quality physical education and opportunities for physical activity 

in schools. 2) Ensure strong nutritional standards for all foods and beverages sold or provided through 

schools. 3) Ensure food literacy, including skill development, in schools.  

Institute of Medicine—Recommendations on Early Childhood Obesity 
Prevention Policies 

[This report does not include a recommendation 1] 

2. Growth Monitoring 

Goal: Assess, monitor, and track growth from birth to age five. 

Recommendation 2-1: Healthcare providers should measure weight and length or height in a 

standardized way, plotted on World Health Organization growth charts (ages 0−23 months) or Centers 

for Disease Control and Prevention growth charts (ages 24−59 months), as part of every well-child visit. 

Recommendation 2-2: Healthcare professionals should consider 1) children’s attained weight-for-

length or BMI ≥ 85th percentile, 2) children’s rate of weight gain, and 3) parental weight status as risk 

factors in assessing which young children are at highest risk of later obesity and its adverse 

consequences. 

3. Physical Activity 

Goal: Increase physical activity in young children. 
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Recommendation 3-1: Child care regulatory agencies should require child care providers and early 

childhood educators to provide infants, toddlers, and preschool children with opportunities to be 

physically active throughout the day. 

Recommendation 3-2: The community and its built environment should promote physical activity for 

children from birth to age five. 

Goal: Decrease sedentary behavior in young children. 

Recommendation 3-3: Child care regulatory agencies should require child care providers and early 

childhood educators to allow infants, toddlers, and preschoolers to move freely by limiting the use of 

equipment that restricts infants’ movement and by implementing appropriate strategies to ensure that 

the amount of time toddlers and preschoolers spend sitting or standing still is limited. 

Goal: Help adults increase physical activity and decrease sedentary behavior in young children. 

Recommendation 3-4: Health and education professionals providing guidance to parents of young 

children and those working with young children should be trained in ways to increase children’s 

physical activity and decrease their sedentary behavior, and in how to counsel parents about their 

children’s physical activity. 

4. Healthy Eating 

Goal: Promote the consumption of a variety of nutritious foods, and encourage and support 

breastfeeding during infancy. 

Recommendation 4-1: Adults who work with infants and their families should promote and support 

exclusive breastfeeding for six months and continuation of breastfeeding in conjunction with 

complementary foods for 1 year or more 

Recommendation 4-2: To ensure that child care facilities provide a variety of healthy foods and age-

appropriate portion sizes in an environment that encourages children and staff to consume a healthy 

diet, child care regulatory agencies should require that all meals, snacks, and beverages served by early 

childhood programs be consistent with the Child and Adult Care Food Program meal patterns and safe 

drinking water be available and accessible to the children. 

Recommendation 4-3: The Department of Health and Human Services and the U.S. Department of 

Agriculture should establish dietary guidelines for children from birth to age two years in future 

releases of the Dietary Guidelines for Americans. 

Goal: Create a healthful eating environment that is responsive to children’s hunger and fullness 

cues.  

Recommendation 4-4: State child care regulatory agencies should require that child care providers and 

early childhood educators practice responsive feeding. 

Goal: Ensure access to affordable healthy foods for all children. 

Recommendation 4-5: Government agencies should promote access to affordable healthy foods for 

infants and young children from birth to age five in all neighborhoods, including those in low-income 

areas, by maximizing participation in federal nutrition assistance programs and increasing access to 

healthy foods at the community level. 



 

 

21 Multisector interventions for the prevention and treatment of obesity 

 For HERC meeting materials 10/6/2016 

Goal: Help adults increase children’s healthy eating. 

Recommendation 4-6: Health and education professionals providing guidance to parents of young 

children and those working with young children should be trained and educated and have the right 

tools to increase children’s healthy eating and counsel parents about their children’s diet. 

5. Marketing and Screen Time 

Goal: Limit young children’s screen time and exposure to food and beverage marketing. 

Recommendation 5-1: Adults working with children should limit screen time, including television, cell 

phone, or digital media, to less than two hours per day for children aged two−five.  

Recommendation 5-2: Healthcare providers should counsel parents and children’s caregivers not to 

permit televisions, computers, or other digital media devices in children’s bedrooms or other sleeping 

areas. 

Recommendation 5-3: The Federal Trade Commission, the U.S. Department of Agriculture, Centers for 

Disease Control and Prevention, and the Food and Drug Administration should continue their work to 

establish and monitor the implementation of uniform voluntary national nutrition and marketing 

standards for food and beverage products marketed to children. 

Goal: Use social marketing to provide consistent information and strategies for the prevention of 

childhood obesity in infancy and early childhood. 

Recommendation 5-4: The Secretary of the Department of Health and Human Services, in cooperation 

with state and local government agencies and interested private entities, should establish a sustained 

social marketing program to provide pregnant women and caregivers of children from birth to age five 

with consistent, practical information on the risk factors for obesity in young children and strategies 

for preventing overweight and obesity. 

6. Sleep 

Goal: Promote age-appropriate sleep durations among children. 

Recommendation 6-1: Child care regulatory agencies should require child care providers to adopt 

practices that promote age-appropriate sleep durations. 

Recommendation 6-2: Health and education professionals should be trained in how to counsel parents 

about their children’s age-appropriate sleep durations. 

Centers for Disease Control and Prevention—Recommended Community 
Strategies to Prevent Obesity 

Strategies to Promote the Availability of Affordable Healthy Food and Beverages 

Strategy 1. Communities should increase availability of healthier food and beverage choices in public 

service venues.  

Strategy 2. Communities should improve availability of affordable healthier food and beverage choices 

in public service venues.  

Strategy 3. Communities should improve geographic availability of supermarkets in underserved areas.  
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Strategy 4. Communities should provide incentives to food retailers to locate in and/or offer healthier 

food and beverage choices in underserved areas.  

Strategy 5. Communities should improve availability of mechanisms for purchasing foods from farms.  

Strategy 6. Communities should provide incentives for the production, distribution, and procurement 

of foods from local farms.  

Strategies to Support Healthy Food and Beverage Choices  

Strategy 7. Communities should restrict availability of less healthy foods and beverages in public 

service venues.  

Strategy 8. Communities should institute smaller portion size options in public service venues.  

Strategy 9. Communities should limit advertisements of less healthy foods and beverages.  

Strategy 10. Communities should discourage consumption of sugar-sweetened beverages.  

Strategies to encourage Breastfeeding 

Strategy 11. Communities should increase support for breastfeeding. 

Strategies to Encourage Physical Activity or Limit Sedentary Activity among Children and Youth 

Strategy 12. Communities should require physical education in schools.  

Strategy 13. Communities should increase the amount of physical activity in PE programs in schools.  

Strategy 14. Communities should increase opportunities for extracurricular physical activity.  

Strategy 15. Communities should reduce screen time in public service venues.  

Strategies to Create Safe Communities That Support Physical Activity 

Strategy 16. Communities should improve access to outdoor recreational facilities.  

Strategy 17. Communities should enhance infrastructure supporting bicycling.  

Strategy 18. Communities should enhance infrastructure supporting walking.  

Strategy 19. Communities should support locating schools within easy walking distance of residential 

areas.  

Strategy 20. Communities should improve access to public transportation.  

Strategy 21. Communities should zone for mixed use development.  

Strategy 22. Communities should enhance personal safety in areas where persons are or could be 

physically active.  
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Strategy 23. Communities should enhance traffic safety in areas where persons are or could be 

physically active.  

Strategy to Encourage Communities to Organize for Change  

Strategy 24. Communities should participate in community coalitions or partnerships to address 

obesity. 

Association of State and Territorial Health Officials—Recommendations for 
Preventing and Reducing Obesity 

1. Support Infrastructure for State and Territorial Health Agencies to Address Obesity. 

Partnerships 

 Promote partnerships across state, territorial, federal, and local governments, private sector 

partners and businesses, community groups, and healthcare systems that provide safe, culturally 

competent, and appropriate programs. These partnerships should transform communities by 

affecting policy and implementing initiatives, cross-cutting programs, and consistent targeted 

messages. 

 Promote partnerships within state and territorial health agencies to support coordination among 

all programs, such as nutrition and physical activity, heart disease and stroke prevention, injury 

and violence prevention, diabetes prevention and control, maternal and child health, the 

Behavioral Risk Factor Surveillance System, and other related chronic disease prevention 

programs.  

 Promote partnerships across state and territorial health agencies that support obesity prevention 

policy and environmental change in cooperation with agencies overseeing education, 

transportation, housing, agriculture, healthcare, and other sectors. 

Coordination 

 Foster engagement among multiple sectors, including state health agency leadership and to 

provide comprehensive systematic change to address issues such as food deserts, which 

encourage unhealthy eating and are most often found in low-income, rural, and minority 

neighborhoods. 

 Address healthy eating and active living policies and programs with an effective, coordinated, 

sustainable infrastructure within state health agency programs. 

 Coordinate chronic disease programs to provide infrastructure for all programs in order to have 

adequate and coordinated leadership that supports communication, evaluation, surveillance, and 

management of related programs. 

Leadership 

 Adopt comprehensive healthy workplace policies within health agencies and throughout state 

government with the support of state leadership, including implementing health risk assessments; 

healthy food procurement policies that include agency food purchasing, events and meetings, 

vending machines, and cafeterias; and other incentives for employees to improve their health. 

2. Support Policy and Environmental Changes across the Lifespan. 

National Guidelines 
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 Implement policy, programmatic, and other system changes in accordance with the Dietary 

Guidelines for Americans and the Physical Activity Guidelines for Americans to ensure that healthy 

food and physical activity is accessible to all populations and consider regulatory approaches to 

implement and enforce obesity prevention measures. (For example, breastfeeding policies in 

government nutrition programs, such as the Women, Infants, and Children program and Adult 

Care Food program; encouraging and supporting hospitals to pass Baby-Friendly Hospital practices; 

and supporting adequate time and space for breastfeeding or expressing milk in all workplaces.) 

 Promote the food marketing principles developed by the U.S. Interagency Working Group that 

guides the food industry in determining which foods would be appropriate and desirable to market 

to children ages 2 to 17 to encourage a healthful diet and which foods the industry should 

voluntarily refrain from marketing to children. 

 Encourage and enforce nutrition labeling in restaurants and similar establishments and vending 

policies that provide consumers with appropriate information at the point of purchase and 

encourage support for state health agencies to provide the regulatory structure to enforce these 

policies. 

Education 

 Support early childhood education policies that describe access to healthy foods and beverages 

through the Child and Adult Food Care Program and state child care licensing standards that 

include nutrition and wellness guidelines, age-appropriate physical activity time and intensity, 

limited screen time, and meals and snacks that meet nutrition guidelines. 

 Support education policies that encourage healthy students through coordinated K-12 school 

health programs, adequate time and intensity of physical education and activity, access to healthy 

foods and beverages through the National School Lunch and Breakfast Program and throughout 

the school day that meet updated standards developed by USDA and the Dietary Guidelines 2010, 

and implementation of school wellness policies, farm to school programs, and joint use 

agreements. 

Improved Industry Standards 

 Promote worksite wellness policies and accreditation programs that encourage a healthy work 

environment, such as incentive programs for individuals to maintain healthy weight; inclusion of 

preventive services in routine clinical practice, including reimbursement for proven clinical 

preventive services; healthy foods and physical activity at meetings and events, and healthy foods 

in vending machines; and policies for breastfeeding or expressing milk in the workplace. Work 

closely with business and private sector partners to support efforts for spread and sustainability. 

 Support agriculture policies that shift federal subsidies; support less processed foods; increase 

access to affordable fresh fruit and vegetables through commodity programs; create agriculture 

policies that support healthy foods in food assistance programs; expand farmers markets and 

encourage the use of electronic benefit transfer at farmers markets; increase access to fresh fruit 

and vegetable through distribution to schools; and address the problem of food deserts. 

 Support transportation policies that boost partnerships with planners, transportation, and 

developers; support mixed-use, healthy communities that meet the needs of users of all ages and 

abilities; support key walking and biking programs and access to public transportation; support 

Safe Routes to Schools programs; encourage Complete Streets policies; and increase the use of 

Health Impact Assessments to analyze policies and programs. 
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3. Support Outreach and Education to Inform and Prepare Providers. 

Incentives 

 Identify opportunities to assist and advocate for financial incentives for healthcare professionals 

and institutions, such as physicians, nurses, and other clinicians, hospitals, accountable care 

organizations, and insurers that track body mass index (BMI) and other health indicators. Offer 

evidence-based nutrition and physical activity counseling (including breastfeeding), develop 

targeted and culturally appropriate interventions, and provide leadership in community-based 

obesity prevention efforts.  

 Provide training, educational materials, and technical assistance to communities, worksites, early 

care and education, and schools interested in offering healthy eating and physical activity 

programs and policies, especially targeting health disparities and other social determinants of 

health. 

4. Support the Evaluation of Obesity Efforts 

Data Collection 

 Practice routine data collection and use of public health surveillance data, including the Behavioral 

Risk Factor Surveillance System, the Youth Risk Behavior Surveillance System, electronic health 

information, and hospital discharge data to identify jurisdictions’ most pressing needs and 

efficiently target scarce resources. 

 Conduct collection of community design data as communities redesign environments to promote 

physical activity and access to nutritious foods. 

 Gather state-level quantitative and qualitative data on obesity disparities and the social and 

environmental factors that contribute to them to identify and prioritize populations with the 

greatest need. 

Analysis and Tracking 

 Track progress of obesity rates in populations, schools, worksites, communities, and states and 

territories through public health metrics, including vital statistics, hospital discharge data, and 

health surveillance systems. 

 Utilize clear benchmark goals and measurement of overall rates of obesity according to the best 

attainable average level of “goodness” and the smallest feasible differences in obesity rates among 

individuals and groups, or “fairness.” 

Evaluation 

 Engage state leadership in the development of robust health information exchange with the 

clinical sector to improve public health and clinical services. 

 Evaluate the feasibility of harmonizing state data collection with HHS data collection on race, 

ethnicity, sex, primary language, and disability status as required by Section 3101 of the Public 

Health Services Act. 

World Health Organization—Recommendations of the Commission on 
Ending Childhood Obesity 

1: Implement comprehensive programmes that promote the intake of healthy foods and reduce the 

intake of unhealthy foods and sugar-sweetened beverages by children and adolescents. 
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1.1 Ensure that appropriate and context-specific nutrition information and guidelines for both adults 

and children are developed and disseminated in a simple, understandable and accessible manner to all 

groups in society. 

1.2 Implement an effective tax on sugar-sweetened beverages.  

1.3 Implement the Set of Recommendations on the Marketing of Foods and Non-alcoholic Beverages 

to Children to reduce the exposure of children and adolescents to, and the power of, the marketing of 

unhealthy foods.  

1.4 Develop nutrient-profiles to identify unhealthy foods and beverages. 

1.5 Establish cooperation between Member States to reduce the impact of cross-border marketing of 

unhealthy foods and beverages. 

1.6 Implement a standardized global nutrient labelling system.  

1.7 Implement interpretive front-of-pack labelling, supported by public education of both adults and 

children for nutrition literacy. 

1.8 Require settings such as schools, child-care settings, children’s sports facilities and events to create 

healthy food environments.  

1.9 Increase access to healthy foods in disadvantaged communities. 

2: Implement comprehensive programmes that promote physical activity and reduce sedentary 

behaviours in children and adolescents. 

2.1 Provide guidance to children and adolescents, their parents, caregivers, teachers and health 

professionals on healthy body size, physical activity, sleep behaviours and appropriate use of screen-

based entertainment. 

2.2 Ensure that adequate facilities are available on school premises and in public spaces for physical 

activity during recreational time for all children (including those with disabilities), with the provision of 

gender-friendly spaces where appropriate. 

3: Integrate and strengthen guidance for noncommunicable disease prevention with current 

guidance for preconception and antenatal care, to reduce the risk of childhood obesity. 

3.1 Diagnose and manage hyperglycaemia and gestational hypertension. 

3.2 Monitor and manage appropriate gestational weight gain. 

3.3 Include an additional focus on appropriate nutrition in guidance and advice for both prospective 

mothers and fathers before conception and during pregnancy. 

3.4 Develop clear guidance and support for the promotion of good nutrition, healthy diets and physical 

activity, and for avoiding the use of and exposure to tobacco, alcohol, drugs and other toxins. 

4: Provide guidance on, and support for, healthy diet, sleep and physical activity in early childhood 

to ensure children grow appropriately and develop healthy habits. 

4.1 Enforce regulatory measures such as The International Code of Marketing of Breast-milk 

Substitutes and subsequent World Health Assembly resolutions. 

4.2 Ensure all maternity facilities fully practice the Ten Steps to Successful Breastfeeding. 
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4.3 Promote the benefits of breastfeeding for both mother and child through broad-based education 

to parents and the community at large. 

4.4 Support mothers to breastfeed, through regulatory measures such as maternity leave, facilities and 

time for breastfeeding in the work place. 

4.5 Develop regulations on the marketing of complementary foods and beverages, in line with WHO 

recommendations, to limit the consumption of foods and beverages high in fat, sugar and salt by 

infants and young children. 

4.6 Provide clear guidance and support to caregivers to avoid specific categories of foods (e.g. sugar-

sweetened milks and fruit juices or energy-dense, nutrient-poor foods) for the prevention of excess 

weight gain. 

4.7 Provide clear guidance and support to caregivers to encourage the consumption of a wide variety 

of healthy foods.  

4.8 Provide guidance to caregivers on appropriate nutrition, diet and portion size for this age group. 

4.9 Ensure only healthy foods, beverages and snacks are served in formal child-care settings or 

institutions. 

4.10 Ensure food education and understanding are incorporated into the curriculum in formal child-

care settings or institutions. 

4.11 Ensure physical activity is incorporated into the daily routine and curriculum in formal child-care 

settings or institutions. 

4.12 Provide guidance on appropriate sleep time, sedentary or screen-time, and physical activity or 

active play for the 2–5 years of age group. 

4.13 Engage whole-of-community support for caregivers and child-care settings to promote healthy 

lifestyles for young children. 

5: Implement comprehensive programmes that promote healthy school environments, health and 

nutrition literacy and physical activity among school-age children and adolescents. 

5.1 Establish standards for meals provided in schools, or foods and beverages sold in schools, that 

meet healthy nutrition guidelines.  

5.2 Eliminate the provision or sale of unhealthy foods, such as sugar-sweetened beverages and energy-

dense, nutrient-poor foods, in the school environment. 

5.3 Ensure access to potable water in schools and sports facilities. 

5.4 Require inclusion of nutrition and health education within the core curriculum of schools. 

5.5 Improve the nutrition literacy and skills of parents and caregivers.  

5.6 Make food preparation classes available to children, their parents and caregivers. 

5.7 Include Quality Physical Education in the school curriculum and provide adequate and appropriate 

staffing and facilities to support this. 

6: Provide family-based, multicomponent, lifestyle weight management services for children and 

young people who are obese. 
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6.1 Develop and support appropriate weight management services for children and adolescents who 

are overweight or obese that are family-based, multicomponent (including nutrition, physical activity 

and psychosocial support) and delivered by multi-professional teams with appropriate training and 

resources, as part of Universal Health Coverage. 
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White House Task Force on Childhood Obesity—Solving the Problem of Childhood Obesity 

 

I. Early Childhood 

Recommendation 
 

Federal action 

 

State or local 

action 

 

Private sector 

action 

 
Page 

 

Recommendation 1.1: Pregnant women and women planning a pregnancy should be 

informed of the importance of conceiving at a healthy weight and having a healthy weight 

gain during pregnancy, based on the relevant recommendations of the Institute of Medicine. 

 

 
x 

 

 
x 

 

 
x 

 

 
12 

 

Recommendation 1.2: Education and outreach efforts about prenatal care should be 

enhanced through creative approaches that take into account the latest in technology and 

communications. Partners in this effort could include companies that develop technology-

based communications tools, as well as companies that market products and services to 

pregnant women or prospective parents. 

   

 
 
 

x 

 

 
 
 

12 

 

Recommendation 1.3: Hospitals and health care providers should use maternity care 

practices that empower new mothers to breastfeed, such as the Baby-Friendly hospital 

standards. 

 
 

x 

 
 

x 

 
 

x 

 
 

16 

 

Recommendation 1.4: Health care providers and insurance companies should provide 

information to pregnant women and new mothers on breastfeeding, including the availability 

of educational classes, and connect pregnant women and new mothers to breastfeeding 

support programs to help them make an informed infant feeding decision. 

 
 
 

x 

 
 
 

x 

 
 
 

x 

 
 
 

16 

 

Recommendation 1.5: Local health departments and community- based organizations, 

working with health care providers, insurance companies, and others should develop peer 

support programs that empower pregnant women and mothers to get the help and support 

they need from other mothers who have breastfed. 

 
 

x 

 
 

x 

 
 

x 

 
 

16 

 

Recommendation 1.6: Early childhood settings should support breastfeeding. 
 

x 
 

x 
 

x 
 

16 

 

Recommendation 1.7: Federal and State agencies conducting health research should 

prioritize research into the effects of possibly obesogenic chemicals. 

 
 

x 

   
 

17 
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I. Early Childhood 

Recommendation 
 

Federal action 

 

State or local 

action 

 

Private sector 

action 

 
Page 

 

Recommendation 1.8: The AAP guidelines on screen time should be made more 

available to parents, and young children should be encouraged to spend less time using 

digital media and more time being physically active. 

  

 
x 

 

 
x 

 

 
18 

 

Recommendation 1.9: The AAP guidelines on screen time should be made more available in 

early childhood settings. 

  
x 

 
x 

 
18 

 

Recommendation 1.10: The Federal government, incorporating input from health care 

providers and other stakeholders, should provide clear, actionable guidance to states, 

providers, and families on how to increase physical activity, improve nutrition, and reduce 

screen time in early child care settings. 

 
 
 

x 

   
 
 

21 

 

Recommendation 1.11: States should be encouraged to strengthen licensing standards and 

Quality Rating and Improvement Systems to support good program practices regarding 

nutrition, physical activity, and screen time in early education and child care settings. 

  

 
x 

 

 
x 

 

 
21 

 

Recommendation 1.12: The Federal government should look for opportunities in all early 

childhood programs it funds (such as the Child and Adult Care Food Program at USDA, the 

Child Care and Development Block Grant, Head Start, military child care, and Federal 

employee child care) to base policies and practices on current scientific evidence related to 

child nutrition and physical activity, and seek to improve access to these programs. 

 
 
 

 
x 

   
 
 

 
21 
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II. Empowering Parents and Caregivers 

 
Recommendation 

 
Federal action 

 

State or local 
action 

 

Private sector 
action 

 
Page 

 

Recommendation 2.1: The Federal government, working with local communities, should 

disseminate information about the 2010 Dietary Guidelines for Americans through simple, 

easily actionable messages for consumers and a next generation Food Pyramid. 

 

 
x 

   

 
26 

 

Recommendation 2.2: The FDA and USDA’s Food Safety and Inspection Service should 

collaborate with the food and beverage industry to develop and implement a standard 

system of nutrition labeling for the front of packages. 

 

 
x 

  

 
x 

 

 
27 

 

Recommendation 2.3: Restaurants and vending machine operators subject to the new 

requirement in the Affordable Care Act should be encouraged to begin displaying calorie 

counts as soon as possible. 

   
 

x 

 
 

27 

 

Recommendation 2.4: Restaurants should consider their portion sizes, improve children’s 

menus, and make healthy options the default choice whenever possible. 

   
 

x 

 
 

27 

 

Recommendation 2.5: The food and beverage industry should extend its self-regulatory 

program to cover all forms of marketing to children, and food retailers should avoid in-store 

marketing that promotes unhealthy products to children. 

   

 
x 

 

 
32 

 

Recommendation 2.6: All media and entertainment companies should limit the licensing of 

their popular characters to food and beverage products that are healthy and consistent with 

science-based nutrition standards 

   

 
x 

 

 
32 

 

Recommendation 2.7: The food and beverage industry and the media and entertainment 

industry should jointly adopt meaningful, uniform nutrition standards for marketing food and 

beverages to children, as well as a uniform standard for what constitutes marketing to 

children. 

   

 
x 

 

 
32 
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II. Empowering Parents and Caregivers 

 
Recommendation 

 
Federal action 

 

State or local 
action 

 

Private sector 
action 

 
Page 

 

Recommendation 2.8: Industry should provide technology to help consumers distinguish 

between advertisements for healthy and unhealthy foods and to limit their children’s 

exposure to unhealthy food advertisements. 

 

 
x 

  

 
x 

 

 
32 

 

Recommendation 2.9: If voluntary efforts to limit the marketing of less healthy foods and 

beverages to children do not yield substantial results, the FCC could consider revisiting and 

modernizing rules on commercial time during children’s programming. 

 

 
x 

   

 
32 

 

Recommendation 2.10: Pediatricians should be encouraged to routinely calculate children’s 

BMI and provide information to parents about how to help their children achieve a healthy 

weight. 

   
 

x 

 
 

35 

 

Recommendation 2.11: Federally-funded and private insurance plans should cover services 

necessary to prevent, assess, and provide care to overweight and obese children. 

 
 

x 

  
 

x 

 
 

35 

 

Recommendation 2.12: Dentists and other oral health care providers should be encouraged 

to promote healthy habits and counsel families on childhood obesity prevention as part of 

routine preventive dental care. 

   

 
x 

 

 
35 

 

Recommendation 2.13: Medical and other health professional schools, health professional 

associations, and health care systems should ensure that health care providers have the 

necessary training and education to effectively prevent, diagnose, and treat obese and 

overweight children. 

   
 
 

x 

 
 
 

35 
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III. Healthier Food in Schools 

 
Recommendation 

 
Federal action 

 

State or local 
action 

 

Private sector 
action 

 
Page 

 

Recommendation 3.1: Update Federal nutritional standards for school meals and improve the 

nutritional quality of USDA commodities provided to schools. 

 
 

x 

   
 

39 

 

Recommendation 3.2: Increase resources for school meals. 
 

x 
 

x 
 

x 
 

40 

 

Recommendation 3.3: USDA should continue its outreach and technical assistance to help 

provide training for school food service professionals. 

 
 

x 

 
 

x 

 
 

x 

 
 

40 

 

Recommendation 3.4: Schools should consider upgrading their cafeteria equipment to 

support the provision of healthier foods, for example, by swapping out deep fryers for salad 

bars. 

 
 

x 

 
 

x 

 
 

x 

 
 

41 

 

Recommendation 3.5: USDA should work with all stakeholders to develop innovative ways 

to encourage students to make healthier choices. 

 
 

x 

 
 

x 

  
 

41 

 

Recommendation 3.6: USDA should work to connect school meals programs to local 

growers, and use farm-to-school programs, where possible, to incorporate more fresh, 

appealing food in school meals. 

 
 

x 

 
 

x 

 
 

x 

 
 

41 

 

Recommendation 3.7: Schools should be encouraged to make improvements in their school 

meal programs through the HealthierUS Schools Challenge in advance of updated Federal 

standards. 

 
 

x 

 
 

x 

 
 

x 

 
 

42 

 

Recommendation 3.8: Increase the alignment of foods sold at school, including in the a la carte 

lines and vending machines, with the Dietary Guidelines. 

 
 

x 

   
 

43 
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III. Healthier Food in Schools 

 
Recommendation 

 
Federal action 

 

State or local 
action 

 

Private sector 
action 

 
Page 

 

Recommendation 3.9: Food companies should be encouraged to develop new products and 

reformulate existing products so they meet nutritional standards based on the Dietary 

Guidelines and appeal to children. 

   

 
x 

 

 
43 

 

Recommendation 3.10: USDA and the U S Department of Education should collaborate 

with states to increase the availability and consistency of nutrition education in schools. 

 
 

x 

 
 

x 

  
 

44 

 

Recommendation 3.11: Where possible, use school gardens to educate students about 

healthy eating. 

  
x 

 
x 

 
45 

 

Recommendation 3.12: Technical assistance should be provided to schools about how to 

a cafeteria and lunch room environment can support and encourage a healthful meal. 

  
 

x 

  
 

45 

 

Recommendation 3.13: Schools should be encouraged to ensure that choosing a healthy 

school meal does not have a social cost for a child. 

  
x 

  
45 

 

Recommendation 3.14: Schools should be encouraged to consider the impact of food 

marketing on education. 

  
x 

 
x 

 
45 

 

Recommendation 3.15: School districts should be encouraged to create, post, and 

implement a strong local school wellness policy. 

 
x 

 
x 

 
x 

 
45 

 

Recommendation 3.16: Promote good nutrition through afterschool programs. 
 

x 
 

x 
 

x 
 

47 

 

Recommendation 3.17: Promote healthy behaviors in juvenile correctional and related 

facilities. 

 
x 

 
x 

 
x 

 
47 
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IV. Access to Healthy, Affordable Food 

Recommendation 
 

Federal action 

 

State or local 
action 

 

Private sector 
action 

 
Page 

 

Recommendation 4.1: Launch a multi-year, multi-agency Healthy Food Financing Initiative 

to leverage private funds to increase the availability of affordable, healthy foods in 

underserved urban and rural communities across the country. 

 

 
x 

 

 
x 

 

 
x 

 

 
53 

 

Recommendation 4.2: Local governments should be encouraged to create incentives to 

attract supermarkets and grocery stores to under- served neighborhoods and improve 

transportation routes to healthy food retailers. 

  

 
x 

  

 
54 

 

Recommendation 4.3: Food distributors should be encouraged to explore ways to use their 

existing distribution chains and systems to bring fresh and healthy foods into underserved 

communities. 

 
 

x 

  
 

x 

 
 

54 

 

Recommendation 4.4: Encourage communities to promote efforts to provide fruits and 

vegetables in a variety of settings and encourage the establishment and use of direct–to-

consumer marketing outlets such as farmers’ markets and community supported agriculture 

subscriptions. 

  
 

x 

  
 
 

54 

 

Recommendation 4.5: Encourage the establishment of regional, city, or county food policy 

councils to enhance comprehensive food system policy that improve health. 

  
 

x 

  
 

54 

 

Recommendation 4.6: Encourage publicly and privately-managed facilities that serve 

children, such as hospitals, afterschool programs, recreation centers, and parks (including 

national parks) to implement policies and practices, consistent with the Dietary Guidelines, 

to promote healthy foods and beverages and reduce or eliminate the availability of calorie-

dense, nutrient-poor foods. 

 

 
 
 

x 

 

 
 
 

x 

 

 
 
 

x 

 

 
 
 

54 

 

Recommendation 4.7: Provide economic incentives to increase production of healthy foods 

such as fruits, vegetables, and whole grains, as well as create greater access to local and 

healthy food for consumers. 

 

 
x 

   

 
59 
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IV. Access to Healthy, Affordable Food 

Recommendation 
 

Federal action 

 

State or local 
action 

 

Private sector 
action 

 
Page 

 

Recommendation 4.8: Demonstrate and evaluate the effect of targeted subsidies on 

purchases of healthy food through nutrition assistance programs. 

 
 

x 

   
 

59 

 

Recommendation 4.9: Analyze the effect of state and local sales taxes on less healthy, energy-

dense foods. 

 
x 

 
x 

  
59 

 

Recommendation 4.10: The food, beverage, and restaurant industries should be encouraged 

to use their creativity and resources to develop or reformulate more healthful foods for 

children and young people. 

   
 

x 

 
 

60 

 

Recommendation 4.11: Increase participation rates in USDA nutrition assistance programs 

through creative outreach and improved customer service, state adoption of improved policy 

options and technology systems, and effective practices to ensure ready access to nutrition 

assistance program benefits, especially for children. 

 
 
 

x 

 
 
 

x 

 
 
 

x 

 
 
 

62 
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V.  Increasing Physical  Activity 

Recommendation 
 

Federal action 

 

State or local 
action 

 

Private sector 
action 

 
Page 

 

Recommendation 5.1: Developers of local school wellness policies should be encouraged to 

include strong physical activity components, on par with nutrition components. 

  
 

x 

  
 

73 

 

Recommendation 5.2: The President’s Challenge should be updated to ensure consistency 

with the Physical Activity Guidelines for Americans and to ensure ease of use and 

implementation by schools. Private sector partners with an interest in physical activity should 

help enroll children in the Presidential Active Lifestyle Award program. 

 
 
 

x 

  
 
 

x 

 
 
 

73 

 

Recommendation 5.3: State and local educational agencies should be encouraged to increase 

the quality and frequency of sequential, age- and developmentally-appropriate physical 

education for all students, taught by certified PE teachers. 

  

 
x 

 

 
x 

 

 
73 

 

Recommendation 5.4: State and local educational agencies should be encouraged to promote 

recess for elementary students and physical activity breaks for older students, and provide 

support to schools to implement recess in a healthy way that promotes physical activity and 

social skill development. 

  
 

x 

  
 
 

73 

 

Recommendation 5.5: State and local educational agencies should be encouraged to 

provide opportunities in and outside of school for students at increased risk for physical 

inactivity, including children with disabilities, children with asthma and other chronic 

diseases, and girls. 

  

 
x 

 

 
x 

 

 
74 

 

Recommendation 5.6: Federal, state, and local educational agencies, in partnership with 

communities and businesses, should work to support programs to extend the school day, 

including afterschool programs, which offer and enhance physical activity opportunities in 

their programs. 

 
 
 

x 

 
 
 

x 

 
 
 

x 

 
 
 

77 
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V.  Increasing Physical  Activity 

Recommendation 
 

Federal action 

 

State or local 
action 

 

Private sector 
action 

 
Page 

 

Recommendation 5.7: State and local educational agencies should be encouraged to 

support interscholastic sports and help decrease prohibitive costs of sports by curbing 

practices such as “pay-to-play,” working with other public and private sector partners. 

 

 
x 

 

 
x 

 

 
x 

 

 
78 

 

Recommendation 5.8: Reauthorize a Surface Transportation Act that enhances livability and 

physical activity. 

 
x 

 
x 

  
81 

 

Recommendation 5.9: The Environmental Protection Agency should assist school districts 

that may be interested in siting guidelines for new schools that consider the promotion of 

physical activity, including whether students will be able to walk or bike to school. 

 

 
x 

 

 
x 

  

 
81 

 

Recommendation 5.10: Communities should be encouraged to consider the impacts of built 

environment policies and regulations on human health. 

 
 

x 

 
 

x 

  
 

81 

 

Recommendation 5.11: The Federal Safe Routes to School Program (SRTS) should be 

continued and enhanced to accommodate the growing interest in implementing Safe Routes to 

Schools plans in communities. 

 

 
x 

   

 
82 

 

Recommendation 5.12: “Active transport” should be encouraged between homes, schools, 

and community destinations for afterschool activities, including to and from parks, libraries, 

transit, bus stops, and recreation centers. 

  

 
x 

 

 
x 

 

 
82 

 

Recommendation 5.13: Increase the number of safe and accessible parks and playgrounds, 

particularly in underserved and low-income communities. 

 
 

x 

 
 

x 

 
 

x 

 
 

83 

 

Recommendation 5.14: The Federal government should continue to support investments in a 

wide range of outdoor recreation venues, such as National Parks, Forests, Refuges and other 

public lands, and expand opportunities for children to enjoy these venues. 

 

 
x 

   

 
84 
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V.  Increasing Physical  Activity 

Recommendation 
 

Federal action 

 

State or local 
action 

 

Private sector 
action 

 
Page 

 

Recommendation 5.15: Local governments should be encouraged to enter into joint use 

agreements to increase children’s access to community sites for indoor and outdoor 

recreation. 

  
 

x 

  
 

84 

 

Recommendation 5.16: The business sector should be encouraged to consider which 

resources and physical assets like fields and gyms can be used to increase students’ access to 

outdoor and indoor recreational venues. 

   

 
x 

 

 
84 

 

Recommendation 5.17: Entertainment and technology companies should continue to develop 

new approaches for using technology to engage children in physical activity. 

   
 

x 

 
 

84 
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APPENDIX A. METHODOLOGY  

Scope Statement 
Populations 

Overweight and obese patients, including adults, children, and adolescents 

Population scoping notes: Includes interventions targeted at parents, pregnant women, and others that 

impact outcomes in children 

Interventions 

Multisector interventions such as community interventions, policy, systems, and environmental change 

Comparators 

No care, usual care, other studied interventions 

Outcomes 

Critical: Morbidity, all-cause mortality  

Important: Weight loss, remission/prevention of diabetes, remission of hypertension 

Key Questions 

1. What interventions are most effective and most cost-effective at achieving weight loss and improving 
patient outcomes? 

2. Does effectiveness vary by socioeconomic factors such as race, ethnicity, income, and educational 
attainment? 

3. What models of care would allow these interventions to be implemented most effectively and cost-
effectively? 

Search Strategy 
A search of MEDLINE® was conducted to identify systematic reviews, meta-analyses, and guidelines 

related to reducing obesity that were published since 2011. Search terms included "Weight Reduction 

Programs"[Mesh], "Diet, Reducing"[Mesh], and physical activity. In addition, a Google search was 

conducted for guidelines or recommendations related to obesity control. Systematic reviews were 

excluded if they did not report on at least one of the following outcomes: morbidity, mortality, weight 

loss, remission/prevention of diabetes, remission of hypertension. The included interventions were 

those that were not limited to clinical settings, such as community interventions, policy, systems, and 

environmental change. Due to the large number of systematic reviews for some interventions, the most 

recent and/or comprehensive review was used unless the overall conclusions of the reviews were 

divergent.  
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Question:  Should current coverage on the Prioritized List of behavioral interventions for 

obesity be modified?   

Issue: As part of the biennial review, OHP coverage of behavioral interventions are being 

reviewed and evidence updated.  Currently, obesity and overweight guideline makes 

recommendations for intensive counseling on nutrition and physician activity. The Guideline 

Note language is based on USPSTF recommendations.  Children are not currently discussed in 

the guideline. The Obesity Task Force Phase 1 addressed behavioral interventions for obesity. 

 

Prioritized List Status: 

Line: 325 
Condition: OBESITY (ADULT BMI ≥ 30, CHILDHOOD BMI ≥ 95 PERCENTILE) (See Guideline 

Notes 5,64,65) 
Treatment: INTENSIVE NUTRITIONAL/PHYSICAL ACTIVITY COUNSELING AND BEHAVIORAL 

INTERVENTIONS 
 ICD-10: E66.01-E66.9,Z68.30-Z68.45,Z68.54 
 CPT: 96150-96154,97802-97804,98966-98969,99051,99060,99070,99078,99201-99215,

99281-99285,99341-99355,99358-99378,99381-99404,99408-99416,99429-99449,
99487-99498 

 HCPCS: G0396,G0397,G0447,G0463,G0466,G0467,G0473 

Line: 589 
Condition: OBESITY (ADULT BMI ≥ 30, CHILDHOOD BMI ≥ 95 PERCENTILE) (See Guideline 

Notes 8,64,65) 
Treatment: NON-INTENSIVE NUTRITIONAL/PHYSICAL ACTIVITY COUNSELING AND BEHAVIORAL 

INTERVENTIONS; BARIATRIC SURGERY FOR OBESITY WITH A SIGNIFICANT 
COMORBIDITY OTHER THAN TYPE II DIABETES & BMI >=35 OR BMI>=40 WITHOUT 
A SIGNIFICANT COMORBIDITY 

 ICD-10: E66.01-E66.9,Z68.30-Z68.45,Z68.54,Z71.3 
 CPT: 43644,43645,43770-43775,43846-43848,98966-98969,99051,99060,99070,99078,

99201-99215,99281-99285,99341-99355,99358-99378,99381-99404,99408-99416,
99429-99449,99487-99498,99605-99607 

 HCPCS: G0396,G0397,G0447,G0463,G0466,G0467,G0473 

 

GUIDELINE NOTE 5, OBESITY AND OVERWEIGHT 
Line 325 
Medical treatment of overweight (with known cardiovascular risk factors) and obesity is limited 
to accepted intensive counseling on nutrition and physical activity, provided by health care 
professionals. Intensive counseling is defined as face-to-face contact more than monthly. Visits 
are not to exceed more than once per week. Intensive counseling visits (once every 1-2 weeks) 
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2 
 

are included on this line for 6 months. Intensive counseling visits may continue for longer than 
6 months as long as there is evidence of continued weight loss or improvement in 
cardiovascular risk factors based on the intervention. Maintenance visits are included on this 
line no more than monthly after this intensive counseling period. 
 
Known cardiovascular risk factors in overweight persons for which this therapy is effective 
include: hypertension, dyslipidemia, impaired fasting glucose, or the metabolic syndrome. 
 

Pharmacological treatments are not intended to be included as services on this line. 

 

Code Description Placement 

96150 Health and behavior assessment (eg, health-focused clinical 
interview, behavioral observations, psychophysiological 
monitoring, health-oriented questionnaires), each 15 
minutes face-to-face with the patient; initial assessment 

167 lines 

96151 Health and behavior assessment (eg, health-focused clinical 
interview, behavioral observations, psychophysiological 
monitoring, health-oriented questionnaires), each 15 
minutes face-to-face with the patient; re-assessment 

167 lines 

96152 Health and behavior intervention, each 15 minutes, face-to-
face; individual 

167 lines 

96153 Health and behavior intervention, each 15 minutes, face-to-
face; group (2 or more patients) 

167 lines 

96154 Health and behavior intervention, each 15 minutes, face-to-
face; family (with the patient present) 

196 lines 

96155 Health and behavior intervention, each 15 minutes, face-to-
face; family (without the patient present) 

Ancillary File 

97802 Medical nutrition therapy; initial assessment and 
intervention, individual, face-to-face with the patient, each 
15 minutes 

36 lines 

97803 Medical nutrition therapy; re-assessment and intervention, 
individual, face-to-face with the patient, each 15 minutes 

36 lines 

97804 Medical nutrition therapy; group (2 or more individual(s)), 
each 30 minutes 

36 lines 

98960 Education and training for patient self-management by a 
qualified, nonphysician health care professional using a 
standardized curriculum, face-to-face with the patient (could 
include caregiver/family) each 30 minutes; individual patient 

1 Pregnancy 
8 DM 1 
30 DM 2 

98961 Education and training for patient self-management by a 
qualified, nonphysician health care professional using a 

1 Pregnancy 
8 DM 1 
30 DM 2 
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Code Description Placement 

standardized curriculum, face-to-face with the patient (could 
include caregiver/family) each 30 minutes; 2-4 patients 

98962 Education and training for patient self-management by a 
qualified, nonphysician health care professional using a 
standardized curriculum, face-to-face with the patient (could 
include caregiver/family) each 30 minutes; 5-8 patients 

1 Pregnancy 
8 DM 1 
30 DM 2 

99078 Physician or other qualified health care professional 
qualified by education, training, licensure/regulation (when 
applicable) educational services rendered to patients in a 
group setting (eg, prenatal, obesity, or diabetic instructions) 

600+ lines 

99401 Preventive medicine counseling and/or risk factor reduction 
intervention(s) provided to an individual (separate 
procedure); approximately 15 minutes 

600+ lines 

99402 Preventive medicine counseling and/or risk factor reduction 
intervention(s) provided to an individual (separate 
procedure); approximately 30 minutes 

600+ lines 

99403 Preventive medicine counseling and/or risk factor reduction 
intervention(s) provided to an individual (separate 
procedure); approximately 45 minutes 

600+ lines 

99404 Preventive medicine counseling and/or risk factor reduction 
intervention(s) provided to an individual (separate 
procedure); approximately 60 minutes 

600+ lines 

99411 Preventive medicine counseling and/or risk factor reduction 
intervention(s) provided to individuals in a group setting 
(separate procedure); approximately 30 minutes 

600+ lines 

99412 Preventive medicine counseling and/or risk factor reduction 
intervention(s) provided to individuals in a group setting 
(separate procedure); approximately 60 minutes 

600+ lines 

S0315 Disease management program; initial assessment and 
initiation of the program 

Ancillary 

S0316 Disease management program, follow-up/reassessment Ancillary 

S9445 Patient education, not otherwise classified, non-physician 
provider, individual, per session 

Ancillary 

S9446 Patient education, not otherwise classified, non-physician 
provider, group, per session 

Ancillary 

S9449 Weight management classes, non-physician provider, per 
session 

Services 
recommended for 
non-coverage table 

S9451 Exercise classes, non-physician provider, per session Services 
recommended for 
non-coverage table 
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Code Description Placement 

S9452 Nutrition classes, non-physician provider, per session Services 
recommended for 
non-coverage table 

S9470 Nutritional counseling, dietitian visit Ancillary 

Z71.3 Dietary counseling and surveillance 589,625 
 

Evidence summary: 

United States Preventive Services Task Force 

Population Recommendation Grade Year 

All adults The USPSTF recommends screening all adults for 
obesity. Clinicians should offer or refer patients with 
a body mass index (BMI) of 30 kg/m2 or higher to 
intensive, multicomponent behavioral interventions.  

B 2012, 
currently 

being 
updated 

Children and 
Adolescents, Age 6-
18 Years Old 

The USPSTF recommends that clinicians screen 
children aged 6 years and older for obesity and offer 
them or refer them to comprehensive, intensive 
behavioral intervention to promote improvement in 
weight status.  

B 2010, 
currently 

being 
updated 

Adults who are 
overweight or 
obese and have 
additional CVD risk 
factors 

The USPSTF recommends offering or referring adults 
who are overweight or obese and have additional 
cardiovascular disease (CVD) risk factors to intensive 
behavioral counseling interventions to promote a 
healthful diet and physical activity for CVD 
prevention. 

B 2014 

General adult 
population without 
a known diagnosis 
of hypertension, 
diabetes, 
hyperlipidemia, or 
cardiovascular 
disease. 

Although the correlation among healthful diet, 
physical activity, and the incidence of cardiovascular 
disease is strong, existing evidence indicates that the 
health benefit of initiating behavioral counseling in 
the primary care setting to promote a healthful diet 
and physical activity is small. Clinicians may choose 
to selectively counsel patients rather than 
incorporate counseling into the care of all adults in 
the general population. 

C 2012, 
update 

in 
progress 

 

 

Excerpted from summary by CEbP 

LeBlanc, 2011 

1. Systematic review and metanalysis  
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2. 58 trials, weight loss 

a. Behavioral interventions alone 38 trials (13,495 participants), weight change -

3.01 kg (95% CI -4.02 to -2.01) 

b. Behavioral interventions plus orlistat with a weight change of -2.98 kg (95% CI -

3.92 to -2.05) 

c. Behavioral interventions plus metformin with a weight change of -1.52 kg (95% 

CI -2.82 to -0.21). 

d. Intensive more effective than less intensive. Patients who participated in 12 to 

26 intervention sessions in the first year generally lost 4 to 7 kg (8.8 to 15.4 lb) 

(6% of baseline weight) compared with 1.5 to 4 kg (3.3 to 8.8 lb) (2.8% of 

baseline weight) in those who participated in fewer than 12 sessions. 

e. Subset of trials (n=3) found that intensive behavioral interventions reduced 

incident diabetes by 50% at 2-3 year f/u 

3. Conclusions: modest weight loss. More intensive more effective than less intensive. And 

diabetes may be prevented in high risk populations. 

Dombrowski, 2014 

1. Systematic review and metanalysis 

2. 45 trials, more than 8000 patients 

3. f/u 12 months 

4. many different types of interventions by many providers 

5. average 3.2 contacts with patients per month 

6. behavioral interventions alone were associated with an average weight loss of 1.56 kg 

(95% CI -2.27 to -.086) 

 

Hartmann-Boyce, et al, 2014b 

1. Systematic review and metanalysis of pragmatic trials 

2. 8 studies, over 3700 participants 

3. Weight loss at 12 months 

a. Commercial programs with meal replacements were associated with an average 

weight loss of 6.83 kg (95% CI -8.39 to -5.26) 

b. Group based commercial programs without meal replacements were associated 

with an average weight loss of 2.21 kg (95% CI -2.89 to -1.54) 

c. Automated internet-based program were associated with an average weight loss 

of 0.7 kg (95% CI -1.37 to -0.03) 

d. Primary care-based programs were associated with an average weight loss of 

0.45 kg (95% CI -1.34 to -0.43). 

4. Weight loss at 24 months 
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Weight loss was attenuated in all groups, with only group-based commercial 

programs, with or without meal replacement, showing statistically significant 

differences in weight compared to control arms. 

5. There was a high risk of bias of some of the studies 

 

Balk, et al, 2015 

1. Systematic review and metanalysis of behavioral interventions for people at high risk of 

diabetes 

2. 53 studies included 

3. Formed evidence for the Community Preventive Services Task Force 

4. F/u period 1-23 years 

5. Combined diet and physical activity promotion programs were associated with a relative 

risk of 0.59 (95% CI 0.52 to 0.66) for incident type 2 diabetes 

6. Effectiveness did not appear to vary by setting, number of sessions, approach, duration, 

use of individual goals, or tailored diet plans. The authors concluded that programs with 

an individually tailored exercise plan may be more effective than those that did not. 

7. More vs less intensive interventions 

a. 5 studies favored more intensive interventions (RR 0.28 for incident type 2 

diabetes) over less intensive interventions (RR 0.56 for incident type 2 diabetes), 

though only one of the individual studies showed a statistically significant 

difference. 

b. More intensive programs were variably characterized by greater numbers of 

sessions, more intensive diet and exercise plans, goal setting, maintenance 

phases, individual contact, and use of an exercise physiologist.  

8. There were no differences between group and individual interventions for the outcomes 

of body weight and incident diabetes. Group programs had a small benefit over 

individual programs for the outcome of fasting plasma glucose. 

9. Long term studies found “no consistent pattern of results” for all cause or 

cardiovascular mortality.  Limited evidence of no significant effects on cardiovascular 

events, nephropathy, or neuropathy. 

 

Franz, et al, 2015 

1. SR and MA in Type 2 diabetics 

2. 11 RCTs (6,754 participants)  

3. Behavioral interventions - including meal replacements, reduced energy intake plans, 

group behavioral weight management programs, intensive physical activity, and diets 

with various proportions of carbohydrates, fats, and protein 

4. Weight loss at 1 year - 3% to 9% at 1 year.  
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5. The greatest % weight loss was in 

a. Intensive lifestyle intervention group (ILI, as described in the LookAHEAD trial) = 

8.6% 

b. Mediterranean diet group = 7.2%  

c. For the programs with less than 5% weight loss at 12 months, there was no 

statistically significant change in hemoglobin A1c. The two programs that 

reported greater than 5% weight loss at 1 year (ILI, Mediterranean diet) were 

associated with statistically significant improvements in hemoglobin A1c of -0.6% 

and -1.2% respectively. 

6. May not easily be adaptable to most health care settings 

 

Hartmann-Boyce, et al, 2014a 

1. SR, MA, and meta regression 

2. 37 RCTs spanning over 13,000 participants 

3. All behavioral interventions were associated with a mean weight loss of 2.84 kg at 12 

months (95% CI -3.61 to -2.07) compared to controls 

4. High heterogeneity 

5. Greater weight loss associated with programs that had 

a. Calorie counting 

b. Contact with a dietician 

c. Behavioral techniques comparing participants’ behavior with others 

6. No other program characteristics were positively correlated with weight loss 

a. Supervised physical activity 

b. More frequent contact 

c. In person contact 

d. Individual vs group vs combined interventions 

 

Johns, et al, 2014 

1. SR and MA of behavioral interventions for either diet or exercise compared with 

combined behavioral weight management programs (BWMPs) in obese adults 

2. 8 RCTs (spanning 1,022 participants) 

3. 7 with moderate risk of bias 

4. 3-6 months  

a. No difference in weight loss between diet-only and BWMPs at 3-6 months 

b. BWMPs were superior to exercise-only programs at 3-6 months (mean 

difference -5.33 kg, 95% CI -7.61 to -3.04), 

5. 12 months  
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a. BWMPs were associated with greater weight loss than diet-only programs (mean 

difference -1.72 kg, 95% CI -2.80 to -0.64).  

b. BWMPs were superior to exercise-only programs at 12-18 months (mean 

difference -6.29 kg, 95% CI -7.33 to -5.25).   

 

Booth, et al, 2014 

1. SR and MA of 15 randomized or cluster randomized trials, N= 4,539 participants of 

primary care interventions  

2. Most in US, women in 50s-60s and obese 

3. Small reduction in weight at 12 months (effect size -1.36 kg, 95% CI -2.10 to -0.63) and 

24 months (effect size -1.23 kg, 95% CI -2.28 to -0.18) when compared with controls. 

4. Conclusion – Benefit present but may not be clinically significant 

 

van Hoek, et al, 2014 

1. SR and MA of RCTs in obese young children, ages 3-8 

2. 11 studies, N approximately 1,000 participants. 

3. behavioral interventions were associated with a modest reduction in BMI z-score of -

0.25 (95% CI -.036 to -0.14). In general, reductions of <0.5 in the BMI z-score are not 

considered to be clinically significant.  

4. Only moderate or high intensity multicomponent interventions resulted in weight 

reductions that approached clinical significance (change in BMI z-core -0.46, 95% CI -

0.53 to -0.39). 

5. Conclusions – can result in weight loss but may not be clinically significant. Higher 

intensity and multicomponent more effective. 

 

Ewald, et al, 2013 

1. SR of RCTs 

2. Comparison parent-only interventions with parent-child or child-only interventions for 

the treatment of childhood obesity.  

3. 10 reports from 6 RCTs, N =  466 children.  

4. Ages 5-12, and overweight or at risk for obesity 

5. Too heterogeneous to do a MA 

6. Conclusion: Evidence from a limited number of randomized trials shows that parent-

only interventions are at least as, and possibly more, effective than either parent-child 

or child-only interventions for weight loss in obese children. 
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HERC Staff Assessment: 

It appears that there is very modest weight reduction as a result of high intensity interventions 

for weight loss in obese adults and overweight adults with risk factors.  While almost all of the 

outcomes are intermediate, there is limited data that a reduction in diabetes incidence may be 

associated with intensive weight management.  Many types of behavioral interventions are 

associated with a weight loss that is unlikely to be of clinical significance.  Primary care based 

interventions appear to be ineffective. The characteristics of effective behavioral interventions 

are most consistently:  high intensity programs, multicomponent (diet and exercise), group-

based commercial programs, Mediterranean diet, and the following sub-elements -- calorie 

counting, contact with a dietician, and comparison to peers.  The evidence on individual versus 

group interventions is mixed.  In children, multicomponent, high intensity programs appear to 

result in weight loss that is of borderline clinical significance. 

 

Obesity Task Force Phase 1 Recommendations (per their 3/3/16 and 3/17/16 meetings) 

1. Add Z71.3 Dietary counseling and surveillance to Line 325 
2. Consider making the following changes to the guideline: 

a. Remove the limit about not exceeding visits once per week as it may hinder 
pediatric or other multicomponent/multiple specialty visits.  

b. Discuss whether to modify the language on maintenance visits or remove it  
c. Add distinct language about children 
d. Include language about types of interventions with the most evidence  

 
 

GUIDELINE NOTE 5, OBESITY AND OVERWEIGHT 

Line 325 

Medical treatment of overweight (with known cardiovascular risk factors) and obesity in 

adults is limited to accepted intensive, counseling on nutrition and physical activity, 

provided by health care professionals. Intensive counseling is defined as face-to-face 

contact more than monthly. A multidisciplinary team is preferred, but a single clinician 

could also deliver intensive counseling in primary care or other settings. 

Visits are not to exceed more than once per week. Intensive counseling visits (once every 1-

2 weeks) are included on this line for 6 months. Intensive counseling visits may continue for 

an additional 6 months (up to 12 months) as long as there is evidence of continued weight 

loss or improvement in cardiovascular risk factors based on the intervention. Maintenance 

visits at the conclusion of the intensive treatment are included on this line no more than 

monthly after this intensive counseling period. The characteristics of effective behavioral 

interventions include: high intensity programs; multicomponent (including at a minimum 
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diet and exercise), group-based commercial programs; Mediterranean diet; and the 

following sub-elements -- calorie counting, contact with a dietician, and comparison to 

peers. 

Known cardiovascular risk factors in overweight persons for which this therapy is effective 

include: hypertension, dyslipidemia, prediabetesimpaired fasting glucose, or the metabolic 

syndrome. 

Medical treatment of obesity in children is limited to comprehensive, intensive behavioral 

interventions. For treatment of children up to 12 years old, interventions may be targeted 

only to parents, or to both parents and children. 
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Question:  Should a variety of devices be included on the Prioritized List in the treatment of obesity? 

Issue:  There are a variety of devices newly approved in the treatment of obesity including gastric 

balloons and vagal nerve blockade devices. There is also a gastrointestinal lining device being evaluated 

for use in the U.S.  These are not currently included on the Prioritized List but also not explicitly excluded 

as many do not have identifiable procedure codes associated with them. 

Device-related codes 

Code Code Description Placement 

43647 Laparoscopy, surgical; implantation or replacement of gastric 
neurostimulator electrodes, antrum 

Services recommended for 
non-coverage table 

43648 Laparoscopy, surgical; revision or removal of gastric 
neurostimulator electrodes, antrum 

Services recommended for 
non-coverage table 

43881 Implantation or replacement of gastric neurostimulator 
electrodes, antrum, open 

Services recommended for 
non-coverage table 

43882 Revision or removal of gastric neurostimulator electrodes, 
antrum, open 

Services recommended for 
non-coverage table 

43999 Unlisted Procedure, stomach Not open for payment 

64590 Insertion or replacement of peripheral or gastric neurostimulator 
pulse generator or receiver, direct or inductive coupling 

DMAP Ancillary Codes File 

64595 Revision or removal of peripheral or gastric neurostimulator pulse 
generator or receiver 

290,428 

C1767 Generator, neurostimulator (implantable), non-rechargeable DMAP Ancillary Codes File 

 

ORBERA - no specific code. Likely would use cpt code 43999 Unlisted Procedure, stomach 

ReShape – no specific code. Likely would use cpt code 43999 Unlisted Procedure, stomach 

Maestro – vagal nerve block. HCPCS C1767 Generator, neurostimulator (implantable), non-rechargeable 

Duodenal jejunal bypass liner (Endobarrier) – unclear 

 

Evidence summary: 

Intragastric balloons 

MED, 2016 

1. Rapid review on intragastric balloons (ORBERA and ReShape) 

a. Limitations of the evidence 

i. Evidence heavily relies on % excess weight loss (EWL) rather than health 

outcome or other more objective measures of weight loss 

ii. All trials funded by manufacturers with conflicted authors 

iii. Few experimental studies 
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iv. Study population 90-95% female. Females have higher fat content, so may be 

less efficacious in men. 

b. ORBERATM and ReShapeTM, combined with diet and exercise counseling, are effective at 

weight loss in the short-term, though weight regain following removal was observed. 

ORBERATM  
i. A systematic review and meta-analysis conducted by the American Society for 

Gastrointestinal Endoscopy (ASGE) included experimental and observational 
studies. 82 studies all conducted outside the US, only 3 RCTs for ORBERA, and 2 
RCTs for ReShape.  

1. MA: ORBERATM, the mean % total body weight loss (TBWL) at 3, 6, and 
12 months was 12.3%, 13.2%, and 11.3%, respectively. At 36 months, 
%TBWL was reduced to 6.0%. Based on study design, there were no 
control groups for these analyses. Therefore, the effect of ORBERATM is 
likely being overestimated. 

ii. ReShape 

1. 2 US RCTs, one N=30, one N = 326.  

2. In the large study, sham endoscopy and diet and exercise counseling 
compared to ReShape and counseling were found to have statistically 
significantly greater %EWL at 24-weeks follow-up (25.1% vs. 11.3%, p = 
0.004). However, the effect of ReShapeTM on %EWL was reduced by 48-
weeks follow-up (from 25.1% to 18.8%).  

c. Early removal of device in 7-8% of patients (they should be removed at 6 months in all 

patients normally) 

d. Adverse effects include: nausea (29%), vomiting, abdominal pain (34%), distension, 

constipation, diarrhea, gastric ulceration, and gastroesophageal reflux disease (18%). 

Serious side effects include migration (1.4%) and gastric perforation (0.1%). 4 deaths 

were reported either due to gastric perforation or aspiration event. In one study 28/326 

had serious side effects, with 75% requiring Emergency Department visits. 

ICER, 2015 

1. Technology assessment with experts and public input 

a. Included RCTs, comparative cohort studies (prospective and retrospective) 

b. Case series >50 only for harms and long term benefit 

2. Temporary intragastric balloon (IGB) insertion was associated with: 

a. Modest benefits at 1 year of f/u relative to conventional approaches 

b. Higher-quality studies showed incremental BMI changes and percentage weight loss of 

1-3 points and 4-8%, respectively – and also tended to worsen after balloon removal 

(typically after six months).  

c. There was great variability in study design, duration of follow-up (particularly after 

balloon removal), and treatment approach (i.e., single vs. multiple balloon insertions). 

3. “Low certainty of a comparable net benefit for temporary IGB insertion relative to either 

lifestyle intervention or bariatric surgery in patients with a BMI ≥35.”  
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Duodenal-Jejunal Bypass Liner (EndoBarrier®) 

ICER, 2015 

1. 2 RCTS, 1 good and 1 fair comparing the duodenal-jejunal bypass liner (DJBL) to conventional 

weight-loss treatment. 

2. No difference in reduction of mean BMI between control and DJBL  

3. Patients in both studies reduced or discontinued anti-diabetic medications; however, data on 

comorbidities were not reported for control patients in one study, and statistical testing for 

differences was not conducted in either study.  

4. Complications of the DJBL included device or anchor migration, epigastric pain, and sleeve 

obstruction; 2.9-20.5% of patients had the device removed prematurely across studies.  Finally, 

enrollment in a large clinical trial of DJBL is currently stopped pending investigation of a higher-

than-expected rate of bacterial liver infection. 

5. Conclusion: insufficient evidence to low certainty of no benefit (and possible net harm) and 

significant adverse effects 

Vagus Nerve Block (Maestro®) 

MED, 2016 

1. Rapid review of vagus nerve block (Maestro) 

2. 1 RCT (ReCharge) with 2 different articles, one with 12 months and the other with 18 month 

follow up 

3. Results: At 12- and 18-months follow-up, the vagal nerve block group, compared to those who 

received a sham device, had statistically significantly greater percentage total body weight loss 

(%TBWL) and percentage excess weight loss (%EWL). However, the clinical meaningfulness of 

these findings is uncertain. For %TBWL, at 12 months, the difference between groups was 3.3% 

and at 18 months it was 5.0%. The latter finding was a function of differential weight regain 

among the sham group between 12 and 18 months. 

4. Patient oriented health outcomes (dyslipidemia, hypertension, MACE) not examined 

5. Limitations of the evidence: mostly female patients, authors with conflicts (although did have 

independent review board), single trial 

6. Adverse effects: 8.6% experienced a serious adverse event compared to 0.0% in the sham group. 

Frequent adverse events included pain at the neuroregulator site, heartburn/indigestion, 

abdominal and other pain, nausea, dysphagia (i.e. difficulty or discomfort with swallowing), and 

eructation (i.e. belching).  

ICER, 2015 

1. 2 RCTs. One with earlier version no longer on the market. 

2. After 12 months follow-up in each study, vBloc patients lost 17-24.4% of excess body weight 

versus 15.9-16.0% excess weight loss (EWL) in control patients.  

3. No comorbidity outcomes reported 

4. “Low certainty of a small or comparable net benefit for the vBloc device compared to a sham 

device in patients with a BMI ≥35.” 
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Commercial payers: 

Aetna, 2015 

1. Considers these procedures experimental and investigational because the peer-reviewed 

medical literature shows them to be either unsafe or inadequately studied: 

a. Gastric balloon 

b. Vagus nerve blocking (e.g., vBloc therapy provided by the Maestro Rechargeable 

System) 

c. Gastrointestinal liners (EndoBarrier) 

Cigna, 2015 

1. Cigna does not cover the following bariatric surgery procedures for the treatment of morbid 

obesity, when performed alone or in conjunction with another bariatric surgery procedure, 

because each is considered experimental, investigational or unproven (this list may not be all-

inclusive): 

a. Intragastric balloon  
b. Duodenojejunal bypass liner (e.g., Endobarrier™)  
c. Vagus nerve blocking (e.g., Maestro®)  

 

HERC Staff Assessment: 

The devices for obesity reviewed here: gastric balloons ORBERA and ReShape, the vagus nerve 

stimulator (Maestro), and the duodenal jejunal bypass liner (Endobarrier), have insufficient evidence 

demonstrating long term health outcomes and have high adverse event rates.  None of these are 

recommended for inclusion on the Prioritized List.    

Similarly, two prominent commercial insurers do not cover any of these interventions because they are 

considered experimental. There are not distinct CPT or HCPCS codes for many of these devices, making 

addition to the Services Recommended for Non-Coverage table logistically difficult. 

HERC Staff Recommendations: 

1. Add an entry to the Services Recommended for Non-Coverage table for these devices, even 

though there are no specific codes for many of them. 

2. Add language to Guideline Note 5 making it clear that these devices are not included on the 

funded obesity line. 

GUIDELINE NOTE 5, OBESITY AND OVERWEIGHT 

Line 325 

Medical treatment of overweight (with known cardiovascular risk factors) and 

obesity is limited to accepted intensive counseling on nutrition and physical 

activity, provided by health care professionals. Intensive counseling is defined as 

face-to-face contact more than monthly. Visits are not to exceed more than 

once per week. Intensive counseling visits (once every 1-2 weeks) are included 
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on this line for 6 months. Intensive counseling visits may continue for longer 

than 6 months as long as there is evidence of continued weight loss or 

improvement in cardiovascular risk factors based on the intervention. 

Maintenance visits are included on this line no more than monthly after this 

intensive counseling period. 

Known cardiovascular risk factors in overweight persons for which this therapy 

is effective include: hypertension, dyslipidemia, impaired fasting glucose, or the 

metabolic syndrome. 

Pharmacological treatments and devices (e.g. gastric balloons, duodenal 

jejunal bypass liners, and vagus nerve blocking devices) for obesity are 

not intended to be included as services on this line or any other line on 

the Prioritized List. 
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Question: How should the multisector intervention report on obesity be applied to the 

Prioritized List? 

Question Source: Obesity Task Force, HERC Staff 

Issue:  The obesity task force looked at reviews published in the last five years based on the 

following scope statement: 

Population 

description 

Overweight and obese patients, including adults, children, and adolescents 

Population scoping notes: Includes interventions targeted at parents, 

pregnant women, and others that impact outcomes in children 

Intervention(s) Multisector interventions such as community interventions, policy, systems, 

and environmental change 

Intervention exclusions: None 

Comparator(s) No care, usual care, other studied interventions 

Outcome(s)  

(up to five) 

Critical: Morbidity, all-cause mortality  

Important: Weight loss, remission/prevention of diabetes, remission of 

hypertension 

Considered but not selected for GRADE Table: None 

Key questions  What interventions are most effective and most cost-effective at 

achieving weight loss and improving patient outcomes? 

 Does effectiveness vary by socioeconomic factors such as race, ethnicity, 

income, and educational attainment? 

 What models of care would allow these interventions to be 

implemented most effectively and cost-effectively? 

 

 

Summary 

The Obesity Task Force Phase 2 reviewed a scope statement to approach multisector 

interventions for the prevention and treatment of obesity. The OHSU Center for Evidence-

based Policy performed a literature search, limited to English-language systematic reviews 

published in the last 4 years.  They were further limited to the most recent reviews, unless 

conclusions were divergent.  Sixteen systematic reviews were included in the evidence 
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summary.  The obesity task force discussed the limitations of the literature, including a lack of 

data on the critical and some important outcomes, and the need to consider impact on physical 

activity and improved nutrition instead of only on BMI indices, which are flawed.  They also 

assisted with identifying the policy landscape as well.  Ultimately the Obesity Task Force 

created a summary document of the literature identified.  See the Obesity Task Force Phase 2 

summary document.  The proposed Multisector Intervention Statement on the Prevention and 

Treatment of Obesity lists those interventions for which there is at least limited evidence to 

support their effectiveness. 

The following have insufficient evidence to demonstrate effectiveness to impact obesity: 

Intervention Outcome 

Changes in food voucher policy (changes in WIC 
benefits and allowing purchase of food from 
farmer’s market using SNAP benefits, among low-
income immigrants) (Mayne et al., 2015) 

Evidence shows no association with 
reduced BMI, but does show an 
association with increased purchase, 
presence in home/home availability, 
and consumption of healthy foods. 

Interventions to increase use of stairs (signs, 
stairwell improvements) (Bellicha et al., 2014) 

Limited evidence shows a modest 
effect on stair use; weight-related 
outcomes not reported. 

Community-based, multicomponent physical activity 
interventions (e.g., fitness classes and programs, 
interactive group sessions, walking groups, 
counseling, social support, health promotion 
materials, and/or media campaigns) targeting 
women 18-65 years old 

Evidence support for enhanced 
physical activity outcomes but not for 
weight-related outcomes  

Financial incentives to change health habits in terms 
of physical activity and healthy eating  

Mixed evidence that incentives 
increase physical activity or healthy 
eating at up to 12 months while 
incentives remain in place 

Interventions to modify diet, physical activity, 
sedentary behaviors, or a combination that target 
children age 2-18 in their homes or include 
significant family involvement 

Inconclusive evidence on BMI; some 
studies showed significant 
improvements in diet or physical 
activity 

 

 

HERC Staff recommendations: 

Add a Multisector Intervention statement on Obesity to the Prioritized List 

MULTISECTOR INTERVENTIONS: PREVENTION AND TREATMENT OF OBESITY 

Limited evidence supports the following interventions: 
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School and childcare settings 

 School based interventions to reduce BMI (especially with physical activity focus) 

 School nutrition policy and day care meal standards 

 Family-based group education programs delivered in schools 

 Obesity prevention interventions in childcare settings (nutrition education, 

healthy cooking classes for 2-6 year olds, physical activity and playful games) 

Community level interventions 

 Environmental interventions (social marketing, cafeteria signs, farmers markets, 

walking groups, etc) 

 Introduction of light rail 

 Community-based group health education and counseling interventions, 

workplace education interventions 

 Workplace and college interventions to improve physical activity 

Multiple settings: 

 Interventions to reduce sedentary screen time (in some studies, also to increase 

physical activity and nutrition). 

 Multicomponent individual mentored health promotion programs to prevent 

childhood obesity 

 Parental support interventions for diet and physical activity (group education, 

mental health counseling) 

Policy changes 

 Sugar sweetened beverage taxes 

 Elimination of tax subsidy for advertising unhealthy food to children 

 

This Multisector Interventions statement is based on the work of the HERC Obesity Task 

Force and the full summary of the evidence report is available here: WEBSITE 
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Question: How should pharmacotherapy for obesity be addressed in the Prioritized List? 
 
Question source: HERC staff, biennial review topic 
 
Issue: Pharmacotherapy for obesity is not in the funded region of the Prioritized List, as stated 
explicitly in Guideline Note 5. There have been requests to review the efficacy of pharmacologic 
therapies for obesity and reconsider placement on the Prioritized List. The Obesity Task Force 
Phase 1 met 3/3/16 and 3/17/16 and reviewed pharmacotherapy. 
 
Prioritized List Status 
Line: 325 
Condition: OBESITY (ADULT BMI ≥ 30, CHILDHOOD BMI ≥ 95 PERCENTILE) (See Guideline Notes 
5,64,65) 
Treatment: INTENSIVE NUTRITIONAL/PHYSICAL ACTIVITY COUNSELING AND BEHAVIORAL 
INTERVENTIONS 
ICD-10: E66.01-E66.9,Z68.30-Z68.45,Z68.54 
CPT: 96150-96154,97802-97804,98966-98969,99051,99060,99070,99078,99201-99215,99281-
99285,99341-99355, 99358-99378,99381-99404,99408-99416,99429-99449,99487-99498 
HCPCS: G0396,G0397,G0447,G0463,G0466,G0467,G0473 
 
Line: 589 
Condition: OBESITY (ADULT BMI ≥ 30, CHILDHOOD BMI ≥ 95 PERCENTILE) (See Guideline Notes 
8,64,65) 
Treatment: NON-INTENSIVE NUTRITIONAL/PHYSICAL ACTIVITY COUNSELING AND BEHAVIORAL 
INTERVENTIONS; 
BARIATRIC SURGERY FOR OBESITY WITH A SIGNIFICANT COMORBIDITY OTHER THAN TYPE II 
DIABETES & BMI >=35 OR BMI>=40 WITHOUT A SIGNIFICANT COMORBIDITY 
ICD-10: E66.01-E66.9,Z68.30-Z68.45,Z68.54,Z71.3 
CPT: 43644,43645,43770-43775,43846-43848,98966-98969,99051,99060,99070,99078,99201-
99215,99281-99285, 
99341-99355,99358-99378,99381-99404,99408-99416,99429-99449,99487-99498,99605-
99607 
HCPCS: G0396,G0397,G0447,G0463,G0466,G0467,G0473 
 
GUIDELINE NOTE 5, OBESITY AND OVERWEIGHT 
Line 325 
Medical treatment of overweight (with known cardiovascular risk factors) and obesity is limited 
to accepted intensive counseling on nutrition and physical activity, provided by health care 
professionals. Intensive counseling is defined as face-to-face contact more than monthly. Visits 
are not to exceed more than once per week. Intensive counseling visits (once every 1-2 weeks) 
are included on this line for 6 months. Intensive counseling visits may continue for longer than 
6 months as long as there is evidence of continued weight loss or improvement in 
cardiovascular risk factors based on the intervention. Maintenance visits are included on this 
line no more than monthly after this intensive counseling period. 
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Known cardiovascular risk factors in overweight persons for which this therapy is effective 
include: hypertension, dyslipidemia, impaired fasting glucose, or the metabolic syndrome. 
Pharmacological treatments are not intended to be included as services on this line. 
 
Evidence summary 
Cochrane, 2003 

a. Systematic review of RCTs 
b. Sixteen orlistat (n = 10,631), 10 sibutramine (n = 2623) and four rimonabant trials (n 

= 6365) met inclusion criteria.  
c. Attrition rates averaged 30% to 40%.  
d. Compared to placebo 

a. orlistat reduced weight by 2.9 kg (95% confidence interval (CI) 2.5 to 3.2 kg) 
b. sibutramine by 4.2 kg (95% CI 3.6 to 4.7 kg) 
c. rimonabant by 4.7 kg (95% CI 4.1 to 5.3 kg).  

e. Patients on active drug therapy were significantly more likely to achieve 5% and 10% 
weight loss thresholds. 

f. Orlistat reduced diabetes incidence, improved total cholesterol, LDL-cholesterol, 
blood pressure, and glycaemic control in patients with diabetes but increased rates 
of gastrointestinal side effects and slightly lowered HDL levels.  

g. Sibutramine improved HDL and triglyceride levels but raised blood pressure and 
pulse rate.  

h. Rimonabant improved HDL-cholesterol, triglyceride and blood pressure levels and 
glycaemic control in patients with diabetes but increased the risk of mood disorders. 

i. Conclusions: All three antiobesity agents are modestly effective in reducing weight 
and have differing effects on cardiovascular risk and adverse effects profiles. Longer 
and more methodologically rigorous studies of anti-obesity drugs that are powered 
to examine endpoints such as mortality and cardiovascular morbidity are required. 

 
Staff notes: 
Sibutramine was withdrawn from the market 
Rimonabant was withdrawn from the market 
 

 
Yanovski, 2014 

a. JAMA Systematic review 
b. Methods 

i. Limited to meta-analyses, systematic reviews, and randomized, placebo-
controlled trials for currently-approved obesity medications 

ii. Studies  ≥1y, that had a primary or secondary outcome of body weight, 
included ≥50 participants per group, reported ≥50% retention, and reported 
results on an intention-to-treat basis. 

c. Results—Obesity medications approved for long-term use, when prescribed with 
lifestyle interventions, produce additional weight loss relative to placebo ranging 
from: 
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i. Orlistat – 3%  
ii. Larcaserin – 3%  

iii. Phentermine/topiramate- ER high dose results in 9% at 1y.  
Proportion of patients achieving clinically-meaningful (≥5%) weight loss ranges from: 

i. 35–73% for orlistat 
ii. 37–47% for lorcaserin 

iii. 67–70% for top-dose phentermine/ topiramate-ER.  
iv. No long term outcomes on morbidity or mortality exist, however, all 3 

improve many cardiometabolic risk factors 
d. Conclusions/Relevance—Medications approved for long-term obesity treatment, 

when used as an adjunct to lifestyle intervention, lead to greater mean weight loss 
and an increased likelihood of achieving clinically-meaningful 1-year weight loss 
relative to placebo.  

e. By discontinuing medication in patients who do not respond with weight loss ≥5%, 
clinicians can decrease their patients' exposure to the risks and costs of drug 
treatment when there is little prospect of long-term benefit. 

f. No obesity medication has been shown to reduce cardiovascular morbidity or 
mortality. 

 
Oregon State Drug Review, November, 2015 

a. Performed by Pharmacy and Therapeutics Committee pharmacist  
b. Reviewed history with multiple weight loss drugs being pulled off market due to 

dangerous adverse effects 
c. Reviewed guidelines that do not support pharmacotherapy over surgery 
d. Reviewed FDA approved drugs 

a. Lorcaserin (Belviq) 
i. 3 RCTs, 1 year duration, (n=6139), found modest reduction in body 

weight compared to placebo (-4.5 to -5.8% vs. -1.5 to -2.8%, p<0.001). 
ii. Harms: adverse psychiatric effects 

b. Phentermine/Topiramate (Qsymia) 
i. 2 placebo controlled trials, 56-weeks, demonstrated a  moderate 

reduction in body weight with both the high (15/92 mg) and low 
(7.5/46 mg) doses as compared to placebo (-10.9% and -5.1%, 
respectively vs. -1.6%, p<0.0001 for all comparisons 

ii. Adverse effects include increased heart rate and paresthesias 
c. Naltrexone/buproprion (Contrave) 

i. 4 RCTS, 56-weeks, (n=4468).  Weight loss compared to placebo (-5.0 
to -9.3% vs. -1.2 to -5.1%).12-15 The proportion of patients who lost 
more than 5% and 10% of body weight with naltrexone/bupropion 
was significantly higher than with placebo (52% and 28%, 
respectively, vs. 24% and 10% with placebo) 

ii. One study found improvement in diabetes. Patients with T2DM and 
found a higher percentage of patients who took 
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naltrexone/bupropion achieved an A1C of less than 7% compared 
with placebo (44.1% vs. 26.3%; p<0.001). 

iii. Another study = Light Study was to asseess the impact of 
naltrexone/bupropion on cardiovascular events, and was halted early, 
with high CVD events in treatment arm 

iv. Harms 
1. Can increase heart rate and blood pressure 
2. 30% of patients discontinue due to adverse effects 
3. Has neuropsychiatric warnings 

d. Liraglutide (Saxenda) 
i. 3 trials (n=4999) demonstrated statistically significant weight loss 

compared to placebo or orlistat (-6 to -8% vs. -2.4 to -2.9%, 
respectively).1 The proportion of patients who lost more than 5% and 
10% of body weight with liraglutide was significantly higher than with 
placebo or orlistat (63-73% and 26-27% respectively with liraglutide, 
vs. 27-28% and 6-11% with placebo and 44% and 14% with orlistat). 

ii. Liraglutide delayed the diagnosis of T2DM in nondiabetics and 
reduced the onset of pre-diabetes versus placebo at week 56 (30.8% 
vs. 67.3%; p<0.001). 

iii. Adverse events were reported in 80-96% of patients in clinical trials 
and between 8-10% of patients stopped the medication early due to 
an adverse event 

iv. Black box warning about thyroid tumors 
e. Guideline groups recommend bariatric surgery over pharmacologic agents. 
f. Conclusions: No weight loss drugs have demonstrated a reduction in obesity-related 

comorbidities, such as cardiovascular events, nor have they been shown to improve 
daily functioning, symptom-relief, or quality of life. Many have adverse effects and 
safety warnings.  

 
Guidelines from others 
Apovian, 2015 

a. Endocrine Society Clinical Practice Guideline 
b. Methods: An Endocrine Society-appointed Task Force of experts, a methodologist, 

and a medical writer. This guideline was co-sponsored by the European Society of 
Endocrinology and The Obesity Society. Used GRADE system. 

c. Summary of Recommendations 
1.0 Care of the patient who is overweight or obese 
1.1 We recommend that diet, exercise, and behavioral modification be included in 
all obesity management approaches for body mass index (BMI)_25 kg/m2 and that 
other tools such as pharmacotherapy (BMI _ 27 kg/m2 with comorbidity or BMI over 
30 kg/m2) and bariatric surgery (BMI _ 35 kg/m2 with comorbidity or BMI over 40 
kg/m2) be used as adjuncts to behavioral modificationto reduce food intake and 
increase physical activity when this is possible. Drugs may amplify adherence to 
behavior change and may improve physical functioning such that increased physical 
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activity is easier in those who cannot exercise initially. Patients who have a history of 
being unable to successfully lose and maintain weight and who meet label 
indications are candidates for weight loss medications. (1|QQQQ) 
 
1.2 In order to promote long-term weight maintenance, we suggest the use of 
approved1 weight loss medication (over no pharmacological therapy) to ameliorate 
comorbidities and amplify adherence to behavior changes, which may improve 
physical functioning and allow for greater physical activity in individuals with a BMI _ 
30 kg/m2 or in individuals with a BMI of _ 27 kg/m2 and at least one associated 
comorbid medical condition such as hypertension, dyslipidemia, type 2 diabetes 
(T2DM), and obstructive sleep apnea. (2|QQEE) 
 
1.3 In patients with uncontrolled hypertension or a history of heart disease, we 
recommend against using the sympathomimetic agents phentermine and 
diethylpropion. (1|QQQE) 
 
1.4 We suggest assessment of efficacy and safety at least monthly for the first 3 
months, then at least every 3 months in all patients prescribed weight loss 
medications. (2|QQEE) 
 
1.5 If a patient’s response to a weight loss medication is deemed effective (weight 
loss _ 5% of body weight at 3 mo) and safe, we recommend that the medication be 
continued. If deemed ineffective (weight loss _ 5% at 3 mo) or if there are safety or 
tolerability issues at any time, we recommend that the medication be discontinued 
and alternative medications or referral for alternative treatment approaches be 
considered. (1|QQQQ) 
 
1.6 If medication for chronic obesity management is prescribed as adjunctive 
therapy to comprehensive lifestyle intervention, we suggest initiating therapy with 
dose escalation based on efficacy and tolerability to the recommended dose and not 
exceeding the upper approved dose boundaries. (2|QQEE) 
 
1.7 In patients with T2DM who are overweight or obese, we suggest the use of 
antidiabetic medications that have additional actions to promote weight loss (such 
as glucagon-like peptide-1 [GLP-1] analogs or sodium-glucose-linked transporter-2 
[SGLT-2] inhibitors), in addition to the first-line agent for T2DM and obesity, 
metformin. (2|QQQE) 
 
1.8 In patients with cardiovascular disease who seek pharmacological treatment for 
weight loss, we suggest using using medications that are not sympathomimetics 
such as lorcaserin and/or orlistat. (2|QEEE) 

 
 
August, 2008 
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 Endocrine Society Pediatric Clinical Guideline 

 Recommendations:  
We suggest that pharmacotherapy (in combination with lifestyle modification) be 
considered in: 
1) obese children only after failure of a formal program of intensive lifestyle 
modification;  and  
2) overweight children only if severe comorbidities persist despite intensive lifestyle 
modification, particularly in children with a strong family history of type 2 diabetes or 
premature cardiovascular disease.  

 In general, children with a BMI below the 95th percentile should not be treated with 
antiobesity drugs. 

 Pharmacotherapy should be provided only by clinicians who are experienced in the use 
of antiobesity agents and aware of the potential for adverse reactions. 

 We suggest bariatric surgery for adolescents with BMI above 50 kg/m2, or BMI above 
40 kg/m2 with severe comorbidities in whom lifestyle modifications and/or 
pharmacotherapy have failed. 

 
American College of Cardiology/American Heart Association/Obesity Society 2013 Guideline 
http://circ.ahajournals.org/content/early/2013/11/11/01.cir.0000437739.71477.ee.full.pdf+ht
ml 

 Convened by NHLBI 

 Used evidence-based process 

 Endorsed by many other specialty societies 

 Recommendations: “May consider” adjunct therapy such as pharmacotherapy, based on 
expert opinion 

 Patients who are otherwise appropriate candidates for obesity drug treatment or 
bariatric surgery, whose weight and lifestyle history indicates a history of being unable 
to lose weight or sustain weight loss and who have previously participated in a 
comprehensive lifestyle intervention, may be offered the option to add 
pharmacotherapy at the time of initiation of a lifestyle intervention program (BMI ≥30 
or ≥27 with comorbidity) or to be referred for evaluation for bariatric surgery (BMI ≥40 
or BMI ≥35 with comorbidity) (expert opinion). 

 
 
Canadian Task Force on Preventive Health Care 
Obesity in Adults, 2015 

 For adults who are overweight or obese, we recommend that practitioners not routinely 
offer pharmacologic interventions (orlistat or metformin) aimed at weight lossv. 

(Weak recommendation; moderate quality evidence) 

http://circ.ahajournals.org/content/early/2013/11/11/01.cir.0000437739.71477.ee.full.pdf+html
http://circ.ahajournals.org/content/early/2013/11/11/01.cir.0000437739.71477.ee.full.pdf+html
http://canadiantaskforce.ca/ctfphc-guidelines/2015-obesity-adults/#fn-v
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 For children and youth aged 2 to 11 years who are overweight or obese, we recommend 
that primary care practitioners not offer Orlistat aimed at healthy weight management. 

(Strong recommendation; very low quality evidence)  

 For children and youth aged 12 to 17 years who are overweight or obese, we 
recommend that primary care practitioners not routinely offer Orlistat aimed at healthy 
weight management. 

(Weak recommendation; moderate quality evidence)  

 

 
NICE, 2014 
NICE Guidelines, CG 189: Obesity identification, assessment, and management 
http://www.nice.org.uk/guidance/cg189/chapter/1-recommendations#pharmacological-
interventions 
 

1.8 Pharmacological interventions 
Adults 
1.8.1 
Consider pharmacological treatment only after dietary, exercise and behavioural 
approaches have been started and evaluated. [2006] 
1.8.2 
Consider drug treatment for people who have not reached their target weight loss or 
have reached a plateau on dietary, activity and behavioural changes. [2006] 
1.8.3 
Make the decision to start drug treatments after discussing the potential benefits and 
limitations with the person, including the mode of action, adverse effects and 
monitoring requirements, and the potential impact on the person's motivation. Make 
arrangements for appropriate healthcare professionals to offer information, support 
and counselling on additional diet, physical activity and behavioural strategies when 
drug treatment is prescribed. Provide information on patient support programmes. 
[2006, amended 2014] 
Children 
1.8.4 
Drug treatment is not generally recommended for children younger than 12 years. 
[2006] 
1.8.5 
In children younger than 12 years, drug treatment may be used only in exceptional 
circumstances, if severe comorbidities are present. Prescribing should be started and 
monitored only in specialist paediatric settings. [2006, amended 2014] 
1.8.6 

http://www.nice.org.uk/guidance/cg189/chapter/1-recommendations#pharmacological-interventions
http://www.nice.org.uk/guidance/cg189/chapter/1-recommendations#pharmacological-interventions
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In children aged 12 years and older, treatment with orlistat[9] is recommended only if 
physical comorbidities (such as orthopaedic problems or sleep apnoea) or severe 
psychological comorbidities are present. Treatment should be started in a specialist 
paediatric setting, by multidisciplinary teams with experience of prescribing in this age 
group. [2006, amended 2014] 
1.8.7 
Do not give orlistat to children for obesity unless prescribed by a multidisciplinary team 
with expertise in: 
• drug monitoring 
• psychological support 
• behavioural interventions 
• interventions to increase physical activity 
• interventions to improve diet. [2006, amended 2014] 
1.8.8 
Drug treatment may be continued in primary care for example with a shared care 
protocol if local circumstances and/or licensing allow. [2006, amended 2014] 
1.9 Continued prescribing and withdrawal 
Adults and children 
1.9.1 
Pharmacological treatment may be used to maintain weight loss rather than to continue 
to lose weight. [2006] 
1.9.2 
If there is concern about micronutrient intake adequacy, a supplement providing the 
reference nutrient intake for all vitamins and minerals should be considered, particularly 
for vulnerable groups such as older people (who may be at risk of malnutrition) and 
young people (who need vitamins and minerals for growth and development). [2006] 
1.9.3 
Offer support to help maintain weight loss to people whose drug treatment is being 
withdrawn; if they did not reach their target weight, their self-confidence and belief in 
their ability to make changes may be low. [2006] 
Adults 
1.9.4 
Monitor the effect of drug treatment and reinforce lifestyle advice and adherence 
through regular review. [2006, amended 2014] 
1.9.5 
Consider withdrawing drug treatment in people who have not reached weight loss 
targets (see recommendation 1.9.8 for details). [2006] 
1.9.6 
Rates of weight loss may be slower in people with type 2 diabetes, so less strict goals 
than those for people without diabetes may be appropriate. Agree the goals with the 
person and review them regularly. [2006] 
1.9.7 
Only prescribe orlistat as part of an overall plan for managing obesity in adults who 
meet one of the following criteria: 
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• a BMI of 28 kg/m2 or more with associated risk factors  
• a BMI of 30 kg/m2 or more. [2006] 
1.9.8 
Continue orlistat therapy beyond 3 months only if the person has lost at least 5% of 
their initial body weight since starting drug treatment. (See also recommendation 1.9.6 
for advice on targets for people with type 2 diabetes.) [2006] 
1.9.9 
Make the decision to use drug treatment for longer than 12 months (usually for weight 
maintenance) after discussing potential benefits and limitations with the person. [2006] 
1.9.10 
The co-prescribing of orlistat with other drugs aimed at weight reduction is not 
recommended. [2006] 
Children 
1.9.11 

If orlistat[9] is prescribed for children, a 6–12‑month trial is recommended, with regular 
review to assess effectiveness, adverse effects and adherence. [2006, amended 2014] 

 
Cost analysis 
Institute for Clinical and Economic Review (ICER), 2015 

1) Methods – used primarily good- and fair-quality  (RCTs) and prospective comparative 
cohort studies. Also derived harms from retrospective comparative cohort studies, and 
case series of >50 patients (which were also used for long-term benefit. 

i. Liraglutide (Saxenda®) 
1. Small net benefit for BMI ≥27 based on 3 studies of liraglutide + 

lifestyle modification v lifestyle modification alone.  High rates of 
adverse effects (80-96%) but low rates of discontinuation (8-10%).  
Long term f/u > 2 years unknown.  

ii. Lorcaserin (BELVIQ®)  
Small net health benefit, based on 3 good quality RCTS, reductions in 
total body weight were modest, ranging from 4.5-5.8% among lorcaserin 
recipients, compared to a 1.5-2.8% mean decrease among those taking 
the placebo (p<0.001 for lorcaserin vs. placebo in all studies). A single 
study reported outcomes related to comorbidity status and found 50.4% 
of lorcaserin patients versus 26.3% of placebo patients achieved a 
hemoglobin A1c (HbA1c) <7% (p>0.001).5 Discontinuation of lorcaserin 
from drug-related AEs occurred in 4.3-8.6% of patients across studies, 
and approximately 80% of study participants experienced any AE.  Only 
1/3 studies reported comorbidity benefit, the others just reported on 
weight. Long term f/u > 2 years unknown. 

iii. Naltrexone/Bupropion (Contrave®)  
Moderate certainty of small benefit based on 4 RCTS, recipients lost 5.0-
9.3% of total body weight after 56 weeks follow-up; patients who 
received a placebo lost 1.2-5.1% of total body weight. A single RCT 
reported outcomes related to improvement of comorbidities and found 
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that 44.1% of patients taking N/B achieved a target HbA1c <7% compared 
to 26.3% of placebo patients.6 Discontinuation of N/B from adverse 
effects occurred in 19.5-29.3% of patients receiving standard-dose N/B 
across studies, and 83.1-90.4% of patients experienced any AE. No 
studies > 1 year follow up. low certainty for a small net benefit in patients 
with BMI 30-34.9 and T2DM based on the results of a single RCT in this 
population. 

iv. Phentermine/Topiramate (Qsymia®) – moderate certainty of small net 
benefit based on 8 good/fair reports from 5 RCTs. In these trials, 
patients receiving the recommended dose combination (7.5/46 mg) lost 
7.8-8.5% of total body weight (vs. 1-2% for placebo), while the range for 
those receiving a higher dose (15/92 mg) was 9.2-10.9%. Patients who 
received any dose of P/T experienced greater improvement in obesity-
related comorbidities such as T2DM, hypertension, and sleep apnea. We 
found no studies that had a patient population with mean BMI <35. 
Overall, 91-95% of patients experienced one or more AEs, and 1.3-16.0% 
discontinued P/T due to AEs. No data extended beyond 2 years. 

2) Conclusions re: all pharmacologic therapies - benefits are again relatively modest in 
comparison to conventional weight-loss management. Across all four medications, total 
weight loss was 3-7% higher than achieved with placebo or active comparator therapy. 
In addition, there are limited data on resolution or improvement in comorbidities, lack 
of information on long-term weight trends, high rates of discontinuation in many 
studies, and not-inconsequential concerns about potential to harm (two of the four are 
scheduled substances). 

1. Naltrexone/buproprion - >$100,000 per QALY vs. conventional 
treatment. 

3) CTAF panel conclusion that the evidence was inadequate to distinguish the net health 
benefit among the reviewed drugs. 

 
HERC Staff Assessment 
There is insufficient evidence to support significant improvements in health outcomes for 
pharmacologic treatment of obesity.  A number of obesity drugs have been pulled off the 
market due to adverse effects.  Given that outcomes are only minimal to moderate reductions 
in weight loss, without evidence of long-term significant morbidity or mortality benefits, there 
are numerous adverse effects and safety concerns associated with these drugs, and that some 
are quite costly, there is little reason to support coverage of these medications.  Guidelines are 
mixed with some recommending against the use of pharmacotherapy for obesity, and others 
offering weak support for their use as an adjunctive therapy. 
 
Obesity Task Force Recommendations 
Recommend continued noncoverage of pharmacotherapy.  There was a proposal to have it be a 
covered adjunctive treatment, but because of the lack of long-term patient oriented health 
outcomes, cost, and safety concerns, the group agreed to recommend continued noncoverage. 

1) Make no change to the current noncoverage of pharmacotherapy for obesity. 
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Question: Does the overall structure of the obesity lines and related guidelines make sense?  
How should they be modified as part of the HERC biennial review of this topic? 
 
Question source: HERC staff, biennial review  
 
Issue:   
 
Obesity treatments, including pharmacologic, nutritional, behavioral, surgical, and multisector 
interventions are likely to have changed in the last few years. This topic is being addressed as 
part of the biennial review of the Prioritized List, to ensure that it is up to date.  An Obesity Task 
Force was created to assist VbBS and HERC with this biennial review topic. 
 
 

Phase I – Clinical interventions 

Discussion scope:  
1. Obesity and overweight, adult and pediatric 

a. Pharmacologic interventions 

b. Behavioral interventions 

c. Surgical  

d. Devices 

Format: 
2 meetings in MARCH 2016 
 

Phase II – Multisector interventions 

Discussion scope: 
1. Evidence supporting multisector interventions to decrease obesity 

a. Paraclinical interventions 

b. Community based 

c. Regional policy interventions  
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Overall structure of Prioritized List: 
The obesity lines are currently divided into funded and nonfunded lines. Bariatric surgery is only 
included on the Type 2 Diabetes line. Obesity was reprioritized during the ICD-10 process to 
mid-way down the Prioritized List based on limited efficacy. 
 
The lower obesity line has non-intensive nutritional counseling and interventions, bariatric 
surgery for specific subgroups, and medication management.  In practice, non-intensive 
nutritional counseling is more likely to be done and less easy to limit than the more effective 
intensive counseling.  There are two groups of codes that are on the lower (unfunded) obesity 
line and not the higher (funded) line:  bariatric surgery without diabetic comorbidity, and 
medication management codes (99605-99607).    
 
The proposals include removing bariatric surgery from lower line and only placing on funded line 
(with a guideline) and continuing to not cover pharmacologic treatments of obesity.  The loss of 
the lower obesity line would have minimal impact. 
 
 
Obesity Task Force Recommendations:  

1. Delete the lower obesity line, 589 
2. Do not change current exclusion of pharmacologic treatments for obesity 
3. Add exclusion of devices to the obesity guideline note to clarify intent 
4. Move all obesity related interventions including bariatric surgery to the higher obesity 

line 
5. Revise the bariatric surgery guideline to reflect the new HTAS Draft Coverage Guidance 
6. Revise the obesity guideline note as it addresses behavioral interventions 
7. Add statement on Multisector Interventions for obesity to the Prioritized List  

 



Section 4.0  

Coverage Guidances 



 

                   1 

HEALTH	EVIDENCE	REVIEW	COMMISSION	(HERC)	
COVERAGE	GUIDANCE:	TIMING	OF	LONG‐ACTING	REVERSIBLE		

CONTRACEPTIVE	(LARC)	PLACEMENT
DRAFT	for	VbBS/HERC	meeting	materials	11/10/2016	

HERC	Coverage	Guidance	

Immediate postpartum and postabortion placement of a long‐acting reversible contraceptive (LARC) 
(implant or intrauterine device) is recommended for coverage (strong recommendation).  

Note: Definitions for strength of recommendation are provided in Appendix A GRADE Informed 

Framework Element Description. 

RATIONALE	FOR	DEVELOPMENT	OF	COVERAGE	GUIDANCES	AND	
MULTISECTOR	INTERVENTION	REPORTS	

Coverage guidances are developed to inform coverage recommendations for public and private health 

plans in Oregon as they seek to improve patient experience of care, population health and the cost‐

effectiveness of health care. In the era of the Affordable Care Act and health system transformation, 

reaching these goals may require a focus on population‐based health interventions from a variety of 

sectors as well as individually focused clinical care. Multisector intervention reports will be developed to 

address these population‐based health interventions or other types of interventions that happen 

outside of the typical clinical setting. 

HERC selects topics for its reports to guide public and private payers based on the following principles: 

 Represents a significant burden of disease or health problem 

 Represents important uncertainty with regard to effectiveness or harms 

 Represents important variation or controversy in implementation or practice 

 Represents high costs or significant economic impact  

 Topic is of high public interest 

Our reports are based on a review of the relevant research applicable to the intervention(s) in question. 

For coverage guidances, which focus on clinical interventions and modes of care, evidence is evaluated 

using an adaptation of the GRADE methodology. For more information on coverage guidance 

methodology, see Appendix A. 

Multisector interventions can be effective ways to prevent, treat, or manage disease at a population 

level. For some conditions, the HERC has reviewed evidence and identified effective interventions, but 

has not made coverage recommendations, as many of these policies are implemented in settings 

beyond traditional healthcare delivery systems.   	
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GRADE‐INFORMED	FRAMEWORK	
The HERC develops recommendations by using the concepts of the Grading of Recommendations, Assessment, Development and Evaluation 

(GRADE) system. GRADE is a transparent and structured process for developing and presenting evidence and for carrying out the steps involved 

in developing recommendations. There are several elements that determine the strength of a recommendation, as listed in the table below. The 

HERC reviews the evidence and makes an assessment of each element, which in turn is used to develop the recommendations presented in the 

coverage guidance box. Estimates of effect are derived from the evidence presented in this document. The level of confidence in the estimate is 

determined by the Commission based on assessment of two independent reviewers from the Center for Evidence‐based Policy. Unless otherwise 

noted, estimated resource allocation, values and preferences, and other considerations are assessments of the Commission. 

Outcomes  Estimate of Effect for Outcome/ 
Confidence in Estimate 

Unintended 
Pregnancy 
(Critical outcome) 

Postabortion IUD (intention to treat at 6 months):  

3/406 (0.74%) for immediate IUD vs. 

11/472 (2.3%) for delayed IUD 

ARD 1.59% 

RR 0.37 (95% CI 0.12‐1.14) 

●●●◌ (Moderate confidence, based on 3 RCTs, N=878 women) 

 

Postpartum IUD:  

0/85 for immediate IUD vs. 

0/85 for delayed IUD 

The identified systematic review of RCTs did not provide aggregate data on unintended pregnancy. No repeat pregnancies 

were reported in the 2 included RCTs providing pregnancy outcome data.  

●●◌◌ (Low confidence because no unintended pregnancies were observed, based on 2 RCTs, N=170) 

 

Implants: No systematic reviews or RCTs were identified addressing immediate postpartum or postabortion implant use and 

unintended pregnancy.  
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Outcomes  Estimate of Effect for Outcome/ 
Confidence in Estimate 

Abortion  
(Critical outcome) 

 

IUDs:  

None of the identified systematic reviews reported on abortion rates in the follow‐up period.  

 

Implants:  

No systematic reviews or RCTs were identified addressing implants and abortion rates. 

Presence of LARC 
at one year 
(Important 

outcome) 

None of the identified systematic reviews reported on LARC presence at one year but all reported on presence of an IUD at 

6 months based on intention to treat analyses.  

 

Postabortion IUD (Presence at six months, including women who experienced an expulsion followed by reinsertion):  

260/406 (64.0%) for immediate IUD vs. 

219/472 (46.4%) for delayed IUD 

ARD=17.6% 

NNT=6: For 1000 patients treated, 167 more have an IUD in place at 6 months 

RR 1.4 (95% CI 1.24‐1.58) 

●●●◌ (Moderate confidence, based on 3 RCTs, N=878)  

 

Postpartum IUD (Presence at six months, including women who experienced an expulsion followed by reinsertion):  

97/120 (80.8%) for immediate IUD vs. 

83/123 (67.4%) for delayed insertion 

ARD=13.3% 

NNT=8: For 1000 patients treated, 125 more continue to have an IUD in place at 6 months 

OR 2.04 (95% CI=1.01‐4.09) 

●●●◌ (Moderate confidence, based on 4 RCTs, N=243)  
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Need for 
alternate or 
replacement 
contraception 
(e.g., expulsion of 

IUD, elective, 

indicated 

removal of 

device) 
(Important 

outcome) 

Postabortion IUD Expulsion at 6 months:  

18/406 (4.4%) for immediate IUD vs. 

8/472 (1.7%) for delayed insertion 

ARD=2.74% 

NNH=37: For 1000 patients treated, 27 more experience expulsion 

RR 2.64 (95% CI 1.16‐6.0) 

●●●◌ (Moderate confidence, based on 3 RCTs, N=878) 

Postabortion IUD Removal:  

20/362 (5.5%) for immediate IUD vs.  

12/428 (2.8%) for delayed IUD  

ARD 2.72% 

RR 2.01 (95% CI 0.99‐4.06) 

●●●◌ (Moderate confidence, based on 2 RCTs, N=790) 

Postpartum IUD Expulsion by 6 months:  

19/113 (16.8%) for immediate IUD vs.  

3/97 (3.1%) for delayed insertion 

ARD=13.7% 

NNH=8: For 1000 patients treated, 125 more experience expulsion  

OR 4.89 (95% CI 1.47‐16.32) 

●●●◌ (Moderate confidence, based on 4 RCTs, N=210) 

Postpartum IUD Replacement:  

When expulsion occurred after post‐cesarean placement, replacement was more common for those undergoing immediate 

IUD placement (3 out of 4 expulsions in immediate group vs. 0 out of 1 in the delayed group, statistical analysis not 

reported). No data are available about IUDs placed after vaginal delivery. 

●◌◌◌ (Very low confidence, based on one fair quality RCT, N=112) 

Implants:  

No systematic reviews or RCTs were identified addressing implants and need for alternate/replacement contraception.  
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Outcomes  Estimate of Effect for Outcome/ 
Confidence in Estimate 

Harms 
(Important 

outcome) 

Important harms specific to IUD insertion include uterine perforations and infections. 

Postabortion IUD Perforation:  

0/258 for immediate IUD vs. 

0/317 for delayed IUD. 

No uterine perforations were observed in women randomized to immediate or delayed IUD insertion following first 

trimester abortion. 

●◌◌◌ (Very low confidence, based on no observed perforations in 1 fair quality RCT, N=575) 

Postabortion IUD infection: (Rates of upper genital tract infections). 

5/406 (1.2%) for immediate IUD vs.  

6/472 (1.3%) for delayed insertion 

ARD=0.04% 

OR 1.0 (95% CI 0.32‐3.14) 

●●●◌ (Moderate confidence, based on 3 RCTs, N=878) 

Postpartum IUD infections:  

2/120 (1.6%) for immediate IUD vs. 

2/123 (1.6%) for delayed IUD. 

Reports of upper genital tract infections were rare in both groups (no statistical analysis provided).  

●◌◌◌ (Very low confidence, based on 4 cases reported in 4 RCTs, N=243) 

 

Implants:  

No systematic reviews or RCTs were identified addressing implants and harms. 
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Balance of benefits and harms:  
Although there is insufficient data to show a reduced risk of unintended pregnancy from immediate placement, IUDs are among the most 

effective forms of contraception. The unintended pregnancies in the included intention‐to‐treat studies of IUD placement timing occurred 

almost exclusively in women who failed to return for their follow‐up appointments and thus never received an IUD. The lack of statistical 

significance of the findings on postabortion IUD placement may be a result of differential loss to follow‐up among the immediate and delayed 

study arms and the small study sizes relative to the rare occurrence of selected outcomes. The only “harm” shown by this evidence is an 

increased risk of IUD expulsion, which is easily remedied and usually without morbidity. Thus, the balance is in favor of immediate placement. 

Implants are also among the most effective forms of contraception, and there is no evidence of differential harm based on timing of placement. 
Resource Allocation: The costs of unintended pregnancy are significant. Effective contraception is cost‐saving (not just cost‐effective). Economic 

modeling predicts high levels of cost savings from immediate placement of LARC. 

Values and Preferences: Evidence shows most women of reproductive age desire to control their fertility and time their pregnancies. When 

women who desire contraception are presented with all contraceptive options, more than 70% select a LARC method, including teens. When 

women select their preferred contraceptive method, continuation rates across all methods are higher.  

Evidence about women’s preferences for timing of LARC placement is not available, but low dropout rates in the immediate placement arms of 

the trials examined here suggest it is an acceptable option for most women choosing an IUD.  

For IUDs, women would need to balance the higher expulsion rate for immediate insertion against the observed higher perforation rate for 

actively breastfeeding women with routine (delayed) placement, as well as the convenience and immediate effectiveness of IUDs compared to 

alternative forms of birth control. For implants, there is no evidence about differential effectiveness or harms based on the timing of placement. 

Based on these factors, we expect low variability in values and preferences, with most women who have the option choosing immediate 

placement.  
Other Considerations: 
Missed opportunities for contraception are significant in the postpartum and postabortion periods: 30‐40% of insured women do not attend a 

postpartum visit and 40‐75% do not attend a postabortion visit, thus increasing the risk of unplanned pregnancy, abortion, or unmet 

contraceptive needs. Uninsured women, including those who are no longer covered under the Citizen Alien Waived Emergent Medical (CAWEM) 

program, may have additional access and financial barriers to obtaining contraception at a future visit. Uninsured women may also struggle to 

obtain important follow‐up care including continued contraceptive management and/or device removal. 

 

Ensuring that women are able to make a free, uncoerced, and informed choice about contraception is important.  
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Rationale: Although there is strong evidence that LARC use reduces unintended pregnancies and abortions, there is not direct randomized 

evidence comparing the timing of LARC placement (immediate postpartum or postabortion vs. delayed insertion) resulting in lowering rates of 

subsequent unintended pregnancy or abortion outcomes based on intention‐to‐treat analyses. However, 13 of the 14 unintended pregnancies in 

these studies occurred in the delayed placement arm to women without IUDs present.  

 

In addition, there is direct evidence that immediate postpartum and postabortion IUD insertion results in higher LARC use rates at 6 months. 

Based on evidence of the effectiveness of LARC, this would lead to lower rates of unintended pregnancy and abortion. Although there is an 

increased rate of IUD expulsion with immediate postpartum insertion, IUD use is still higher at 6 months, and economic analyses show the cost 

savings from immediate insertion. There is also observational evidence from a study of 61,000 women that a 6‐fold risk of uterine perforation 

exists in actively breastfeeding women with delayed insertion compared to immediate insertion. Immediate postpartum LARC is a highly cost‐

saving strategy even considering IUD expulsion rates, and with the possibility of avoidance of uterine perforation. For implants, there is no RCT 

evidence about differences in pregnancy outcomes based on immediate versus delayed implant placement, but the CDC recommends the use of 

implants immediately postabortion and postpartum, and the disadvantages associated with an increased risk of an IUD expulsion do not exist for 

implants.  

 

The strong recommendation for coverage for either type of LARC (IUD or implant) is based on existing evidence and guidelines on the benefits of 

LARC, lack of significant harms for immediate placement, high cost‐savings associated with immediate placement, and strong values and 

preferences. 

Recommendation: Immediate postpartum and postabortion placement of LARC (implant or intrauterine device) is recommended for coverage 

(strong recommendation). 

*The Quality of Evidence rating was assigned by the primary evidence sources, except where indicated, not the HERC Subcommittee. 

Note: GRADE framework elements are described in Appendix A. The GRADE Evidence Profile for these outcomes is provided in Appendix B.
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EVIDENCE	OVERVIEW	

Clinical	background	
Intrauterine devices (IUDs) and contraceptive implants—otherwise known as long‐acting reversible 

contraception (LARC)—are 20 times more effective at preventing pregnancy than pills, patches, or rings 

(Winner et al., 2012). Because of their high effectiveness, LARC methods are associated with significant 

reductions in the numbers of unintended pregnancies and abortions (Peipert et al., 2012; Winner et al., 

2012).  

The Medical Eligibility Criteria (MEC) published by the Centers for Disease Control and Prevention (CDC) 

lists LARC devices as safe for the majority of women, including those with common health conditions 

(e.g., hypertension, migraines, obesity, postabortion, postpartum, breastfeeding). These LARC options, 

which include hormonal and non‐hormonal devices, have few side effects and are suitable for teens, 

nulliparous, and parous women (ACOG, 2015b; CDC 2010, 2012). 

Despite LARC’s superior effectiveness, LARC use is relatively low among women using contraception in 

the United States. Rates of LARC use from the National Survey of Family Growth (NSFG) show continued 

growth in the use of LARC, largely driven by increasing IUD use. The most recent NSFG reports a five‐fold 

increase in LARC use from 1.5% in 2002 to 7.2% in 2011–2013; with nearly 11.1% of women in the 

survey aged 25 to 34 opting for a LARC device (Branum & Jones, 2015). Increasing LARC use, even by as 

much as 10% for women aged 20 to 29, is estimated to save nearly $288 million per year in the U.S. in 

total costs related to unintended pregnancy (Trussell et al., 2013).  

Providing immediate postpartum LARC may also address short interpregnancy intervals, commonly 

defined as a birth occurring eighteen or fewer months following a live birth. A short interpregnancy 

interval is common (33% of births in the U.S.) and is associated with preterm birth, premature rupture of 

membranes, low birth weight, and small for gestational age infants (Bigelow & Bryant, 2015). 

The CDC has identified preventing unintended pregnancy as a part of its 6|18 Initiative to address six 

common and costly health conditions by promoting 18 evidence‐based interventions. The three 

proposed payer interventions for preventing unintended pregnancy are 1) reimbursing for the full range 

of contraceptive services including actual costs of LARC, 2) reimbursing for immediate postpartum LARC 

insertion by unbundling from obstetric global services, and 3) removing administrative and logistical 

barriers to LARC (CDC, 2015).  

The literature on the effectiveness and safety of LARC contains many large observational studies on the 

impact of LARC provision on unintended pregnancy, abortion, and teen pregnancies. The Contraceptive 

CHOICE project offered no‐cost contraception, including LARC devices, to 9,256 women aged 14 to 45 

enrolled in a prospective cohort study investigating the population‐based impact of eliminating 

contraception cost‐barriers for women on unintended pregnancy, teen pregnancy, abortion, and rates 

of repeat abortion in St. Louis, compared to Missouri overall. Contraceptive options were presented to 

women in order of efficacy (i.e. LARC first), with all side effects mentioned, and women then selected 
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their preferred method. When presented with this information, the majority of enrollees (75%) opted 

for LARC devices, including teens (70%).  

Women opting for pills, patches, or the ring were 20 times more likely to experience an unintended 

pregnancy (Winner et al., 2012). The teen birth rate for those in the CHOICE cohort was 6.3 per 1000 

compared to 34.3 per 1000 in the U.S. The abortion rate in St. Louis during the study period was half the 

state average for Missouri (Peipert et al., 2012). A sub‐analysis of teens (aged 15 to 19) found 

dramatically lower rates of pregnancy, birth, and abortion in the CHOICE cohort compared to national 

averages, despite the cohort consisting of women at higher risk of unintended pregnancy based on age 

and demographic factors (Secura et al., 2014). The CHOICE cohort observed high continuation rates for 

LARC use in a three‐year period, with users of non‐LARC methods three times more likely to discontinue 

their initial method in the following three years (Diedrich et al., 2015).  

The Colorado Family Planning Initiative, a five‐year project funded by the Susan Thompson Buffett 

foundation, expanded LARC access to Title X‐funded agencies across the state by providing funds to put 

LARC stock on shelves, offer provider trainings, and offer no‐cost contraception for Title X‐funded clinics. 

Across participating counties, use of LARC increased from 5% to 19% among 15 to 24‐year‐old women, 

with a 29% decrease from expected fertility rates for 15 to 19‐year‐olds, and a 14% decrease for 20 to 

24‐year‐olds. Abortion rates also decreased, 34% and 18% respectively, for these age groups (Ricketts, 

Klingler, & Schwalberg, 2014). Iowa also observed reductions in abortion rates (from 8.7 per 1000 to 6.7) 

after LARC use increased from 1% to 15% through Medicaid expansion and the Susan Thompson Buffett 

initiative (Biggs et al., 2015) 

Reducing cost‐barriers is a key step in expanding LARC access; however, many outpatient settings 

require multiple appointments, and women desiring LARC may be lost to follow‐up. Providing LARC in 

the immediate postpartum or postabortion time period can expand access and prevent loss to follow‐

up. Rates of attendance at postpartum visits are not optimal, with 2014 national estimates that 76% of 

privately insured and 62% of publicly insured women attended their postpartum checks (National 

Committee for Quality Assurance, 2015). Additionally, immediate postpartum IUD insertion may be 

safer for women than waiting until the postpartum visit. In a large multinational observational study of 

more than 61,000 women in Europe, actively breastfeeding at the time of insertion was associated with 

a six‐fold increased risk of perforation (RR 6.1, 95% CI 3.9‐9.6) (Heinemann, Reed, Moehner, & Minh, 

2015).  

Despite concerns for hormone‐mediated myometrial changes in pregnancy, rates of perforation 

following elective termination are low. In a randomized controlled trial (RCT) of 575 women randomized 

to immediate or delayed IUD placement after first‐trimester elective termination, Bednarek and 

colleagues reported no perforations during 6 months of follow‐up after insertion (Bednarek et al., 2011). 

National estimates of attendance at a postabortion follow‐up visit are low (25‐68%) because women 

travel long distances to receive abortion services, may be concerned about costs related to IUD 

insertion, or do not have time to return for a separate visit (Bednarek et al., 2011; Stanek et al., 2009).  
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In addition to follow‐up barriers, reimbursement for immediate postabortion or postpartum LARC 

insertion varies by insurer and state. Coverage of LARC provision immediately following an abortion 

varies by insurance carrier, with Medicaid waivers and Title X programs covering immediate provision, 

whereas private insurers require a separate visit. Increasing access to LARC by expanding coverage to 

include women immediately following an abortion or in the immediate postpartum period eliminates 

the need for return visits and potential loss to follow‐up. Providing increased LARC access in the 

immediate postpartum or postabortion period may be safer and reduce unintended pregnancy rates, 

rapid repeat pregnancies, or repeat abortions, which is consistent with findings from outpatient 

insertion LARC trials (Peipert et al., 2012; Winner et al., 2012).  

Technology	description	

Intrauterine	Devices	

Mirena® is a 52mg levonorgestrel‐releasing intrauterine system (52mg LNG‐IUS) approved for five years 

of continuous use. The device is a 32x32mm plastic T‐shape with monofilament polyethylene strings. 

The pregnancy rate for Mirena® is 0.2 in 100 women, and 80% of women were continuing use at one 

year (Trussell, 2011).  

Liletta®, approved by the U.S. Food and Drug Administration (U.S. FDA) in 2015, is also a 52mg 

levonorgestrel‐releasing system (LNG‐IUS); however, currently it is approved for only three years of 

continuous use (U.S. FDA, 2015). The manufacturer, Actavis, continues to evaluate this device and is 

anticipating approval for a similar duration of effectiveness as Mirena®. 

Skyla® is a 13.5mg levonorgestrel‐releasing system (13.5mg LNG‐IUS) approved by the U.S. FDA in 2013 

(U.S. FDA, 2013). The duration of action is three years. The device is smaller than the Mirena® 

(28x30mm vs. 32x32mm), comes with a smaller diameter device inserter (3.8mm vs. 4.75mm for the 

Mirena®), and has been targeted to women who have a smaller uterus.  

Paragard®, a copper (Cu) T380A IUD, has been on the U.S. market since approval in 1984. This hormone‐

free device is approved for 10 years of use in the U.S. Paragard® is as effective as permanent sterilization 

with a failure rate of 0.8 in 100 women for the first year and 1.9 per 100 women in a 10 year‐period. 

After the first year of use, 78% of women continue with this method. Reasons for discontinuation 

include heavy menstrual bleeding and pain (ACOG, 2015b; U.S. FDA, 2014).  

All IUDs and implants can be removed when fertility is desired and at the end of their approved 

duration, followed by immediate replacement with a new device. 

Hormonal	Implant	

Nexplanon® replaced Implanon® in 2011. Both are etonogestrel‐releasing implants that are injected 

under the skin, typically in the inner arm about 10cm above the elbow crease. Nexplanon® is 

radiopaque, a change from the Implanon® device, to assist in confirming location on imaging studies. 

The Nexplanon® insertion system was also improved over the older Implanon® system. Etonogestrel is 



 

   

11  Timing of Long‐Acting Reversible Contraceptive Placement 

DRAFT for VbBS/HERC meeting materials 11/10/2016 

highly effective at preventing pregnancy through changes in the hypothalamic‐pituitary‐ovarian axis that 

suppress ovulation; 0.05% of women with this device will become pregnant in the first year after 

insertion. Risks from insertion under the skin of the inner upper arm include bleeding, infection, and 

bruising or hematoma. After the first year, 84% of women continue with this method. Side effects 

prompting discontinuation include irregular bleeding, headache, and weight gain (U.S. FDA, 2014; ACOG, 

2015b). 

Indications	
LARC devices are indicated for women desiring to avoid pregnancy. Additionally, the Mirena®, a 

levonorgestrel releasing intrauterine system (LNG‐IUS), is also FDA approved for the treatment of heavy 

menstrual bleeding (i.e. menorrhagia) (U.S. FDA, 2009).  

The Centers for Disease Control and Prevention (CDC) publishes two relevant documents on 

contraceptive use and practice. The Selected Practice Recommendations for Contraceptive use (SPR), 

published in 2013, and the Medical Eligibility Criteria (MEC), last updated in 2012. The SPR includes 

clinical guidance on initiation, follow‐up, and side‐effect management for all contraceptive methods 

(CDC, 2013). The MEC provides eligibility criteria for the initiation or continuance of all contraceptive 

methods, including LARC, using four categories: no restriction (category 1), advantages generally 

outweigh theoretical or proven risk (category 2), theoretical or proven risk usually outweigh the 

advantages (category 3), or unacceptable health risk, method not to be used (category 4) (CDC, 2012).  

The SPR and MEC state that LARC is appropriate for the vast majority of reproductive‐aged women, 

including teens and nulliparous women. LARC is suitable for patients with many common health 

conditions including obesity, controlled hypertension, and diabetes. The copper IUD is often the only 

option available for women desiring effective contraception without hormones or for whom hormonal 

contraception is contraindicated.  

Intrauterine	Devices	

The SPR and the MEC support immediate postpartum and postabortion IUD use. The MEC lists IUDs as 

safe for immediate use following first and second trimester abortions except in the setting of a septic 

abortion (category 4). Postpartum IUD insertion in the setting of puerperal sepsis also poses an 

unacceptable health risk for women (category 4).  

Situations in which any intrauterine system (copper or levonorgestrel) would pose an unacceptable 

health risk or the risk outweighs benefits (category 4 or 3 on the MEC, respectively) are rare. Appendix E 

provides links to the MEC with additional information.  

Hormonal	Implant	

The MEC categorizes the implant as safe (category 1 or 2) for nearly all conditions. Theoretical or proven 

risks outweigh the many benefits (category 3) only in rare circumstances. Appendix E provides links to 

the MEC with additional and more specific information on particular conditions. 
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Key	Questions	and	Outcomes	
The following key questions (KQ) guided the evidence search and review described below. For additional 

details about the review scope and methods, please see Appendix C. 

1. What is the comparative effectiveness of offering immediate postpartum or postabortion 

placement of a long‐acting reversible contraceptive? 

2. What are the harms of immediate postpartum or postabortion placement of a long‐acting 

reversible contraceptive? 

Critical outcomes selected for inclusion in the GRADE table are unintended pregnancies and abortions. 

Important outcomes selected for inclusion in the GRADE table are presence of LARC at one year, need 

for alternate/replacement contraception, and harms. 

Contextual	Question	
1. What payer and provider practices and policies promote effective use of LARC? 

Evidence	review	

Intrauterine	Devices	

Two Cochrane systematic reviews (SR) (Lopez et al., 2015; Okusanya, Oduwole, & Effa, 2014) identified 

in the core source search address the use of IUDs in the immediate postpartum or postabortion period. 

A Cochrane SR protocol on immediate versus delayed postpartum insertion of a contraceptive implant 

was published in October 2015 and is still in process (Sothornwit et al., 2015). Abstract review of the 

published reference list for the protocol did not reveal any RCTs. No other systematic reviews 

addressing the use of hormonal implants in the postpartum or postabortion period were identified 

through the search of core sources.  

Table	1.	Summary	of	Included	Systematic	Reviews	of	IUD	Insertion	Timing		

Systematic	
Review		
Total	N	

No.	and	Type	of	
Included	Studies	 Population		

Outcomes	of	
Interest		

Okusanya et al. (2014) 

N=878 
3 RCTs 

Women of any age or 

gravidity who received 

an IUD immediately 

after induced abortion 

or uterine evacuation 

for spontaneous 

incomplete abortion  

Principal: accidental 

pregnancy, 

spontaneous expulsion, 

uterine perforation, 

upper genital tract 

infection 

Follow‐up time: 6 

months 
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Systematic	
Review		
Total	N	

No.	and	Type	of	
Included	Studies	 Population		

Outcomes	of	
Interest		

Lopez et al. (2015) 

N=263 
4 RCTs 

Postpartum women of 

any age 

Primary: successful 

placement (insertion), 

subsequent expulsion, 

method use at study 

assessment 

Secondary: pregnancy, 

perforation, infection, 

other adverse events  

 

Evidence	from	additional	sources	

An additional RCT by Levi and colleagues was identified through an interval MEDLINE (Ovid) search 

performed to capture publications following the 2015 Cochrane review on postpartum insertion (Lopez 

et al., 2015).  

Contraceptive	Implants	

The search of core sources did not identify any SRs or RCTs addressing contraceptive implants and any of 

the identified priority outcomes.  

EVIDENCE	SUMMARY	
Intrauterine	Devices	

Okusanya	[Cochrane]	(2014)	

The Okusanya systematic review and meta‐analysis (Okusanya, Oduwole, & Effa, 2014) included 12 trials 

investigating insertion of IUDs following elective termination or uterine evacuation for spontaneous 

pregnancy loss (i.e. miscarriage). Six trials were deemed at high risk of bias, the remaining six of unclear 

risk. Overall, this Cochrane SR stated that most of the 12 RCTs were at “moderate risk of bias” due to 

incomplete reporting on blinding (performance bias) and incomplete outcome data (attrition bias). 

Seven evaluated immediate insertion of different IUDs or modified IUDs. Nine of the included trials were 

published more than 10 years earlier. A total of five trials investigated immediate versus delayed 

insertion of IUDs (at a separate visit); however, two were not included in the meta‐analysis because one 

was a conference abstract and the other used an IUD no longer available and was published many years 

earlier. Trials limited participants’ IUD options.  

Nearly all women randomized to immediate placement received an IUD. Attendance at follow‐up visits 

for the delayed arm ranged from 33% to 70%, with nearly all the women who did attend the visit 
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ultimately having an IUD placed. In the immediate arm, 61‐75% of women attended follow‐up visits. 

Both arms experienced follow‐up rates higher than those observed in real‐world settings.  

Lopez	[Cochrane]	(2015)	

The Lopez systematic review and meta‐analysis (Lopez, Bernholc, Hubacher, Stuart, & Van Vliet, 2015) 

included 15 trials investigating postpartum insertion of IUDs. Randomized controlled trials could include 

immediate post‐placental (<10 minutes), early (within 48 hours of delivery), and standard (postpartum 

visit) insertion options. This update added seven trials published from 2010 to 2014 to the eight 

previously identified by an earlier 2001 Cochrane review. The newer studies included four full articles 

and three conference abstracts. Eight RCTs were deemed at high risk of bias; two were of low risk of 

bias, the remainder at unclear risk.  

Five RCTs directly investigated immediate versus delayed insertion; however, one was a conference 

abstract whose data was reported separately. Two RCTs addressed immediate versus early insertion 

(<48 hours). The remaining trials, many from the 2001 review, investigated insertion of different devices 

or insertion techniques instead of timing of insertion and included devices no longer in general use.  

Trials limited participants to a single IUD option. In the seven recent trials on timing, three offered the 

52mg‐LNG‐IUS and four offered the CuT380A IUD. Timing included post‐vaginal birth (three studies), 

post‐cesarean delivery (two studies), or both (two studies). 

Ultimately, four studies (two post‐vaginal, two post‐cesarean) were included in the meta‐analysis. 

Nearly all women (95‐100%) randomized to immediate placement received an IUD, and 53‐93% in the 

delayed arm ultimately received an IUD. Follow‐up rates for the included studies ranged from 85% to 

100% in the immediate arm, 81% to 94% in the delayed arm. Observed followup rates in both groups 

were higher than current real‐world reports.  

Levi	(2015)	

This RCT offered intra‐cesarean or delayed insertion at six weeks or more postpartum to women aged 

18 to 45 undergoing planned (70%) and unplanned cesarean deliveries. The primary outcome was IUD 

use at six months postpartum with relevant secondary outcomes including expulsion and 

discontinuation.  

In the immediate insertion arm, 94% received an IUD compared to 61% in the delayed arm. Follow‐up 

rates were high in both groups (96% in immediate arm, 89% in delayed arm).  

Critical	Outcome:	Unintended	Pregnancy	

Intrauterine	Devices	

Postabortion		

In their meta‐analysis of three recent trials involving 878 patients comparing immediate postabortion to 

delayed IUD insertion, Okusanya and colleagues report a nearly three‐fold increase in pregnancy for 

those randomized to delayed insertion (9 unintended pregnancies per 1000 compared to 23 per 1000 in 
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the delayed group); however, the result was not statistically significant (RR 0.37, 95% CI 0.12‐1.14, 

n=878, 3 studies). Only one woman in the immediate arms experienced a pregnancy (0.15%), and this 

was after an IUD expulsion. There were 13 pregnancies among 207 women in the delayed arms (6.3%) 

and all of these occurred in women who did not receive an IUD. 

Postpartum		

In the four trials included in the 2015 Cochrane review comparing immediate postpartum to delayed 

IUD insertion, pregnancy in the first six months postpartum was rare. Two trials did not observe any 

subsequent pregnancies; two did not provide unintended pregnancy outcome data. No statistical 

analysis was provided.  

In their single RCT, Levi and colleagues identified two pregnancies in the study group. One occurred in a 

woman randomized to interval placement who never received the insertion. The other occurred more 

than a year after insertion in a woman with an IUD that had migrated into the abdominal cavity after 

being visualized on ultrasound in the uterus at six months because the strings were not visualized on 

postpartum evaluation.  

Critical	Outcome:	Abortion	

Intrauterine	Devices	

Neither SR provided outcome data on the occurrence of abortion in the follow‐up period.  

Important	Outcome:	Presence	of	LARC	at	one	year	

Intrauterine	Devices	

Both systematic reviews provided aggregate outcome data on the presence of LARC at six months, 

rather than at the desired outcome interval of one year.  

Postabortion		

Okusanya and colleagues report use of an IUD at six months was higher for those randomized to 

immediate postabortion placement compared to delayed insertion (65.0% vs. 46.4%, RR 1.40, 95% CI 

1.24‐1.58, n=878, 3 studies). In the largest RCT (575 women, accounting for 80% of the pooled estimate, 

with a participating site in Oregon), all of the women randomized to the immediate arm received an 

IUD, and 71% of those randomized to delayed insertion received an IUD. This represented all of the 

women who returned for a delayed insertion visit. At six months, 92.3% of women in the immediate 

group still had an IUD and 76.6% of the delayed group did (RR 1.20 [95% CI 1.11‐1.31]) for this single 

RCT. 

Postpartum		

Lopez and colleagues reported continuation at six months was higher for women randomized to 

immediate postpartum insertion compared to delayed insertion at the postpartum visit (80.8% vs. 

67.4%, OR 2.04, 95% CI 1.10‐4.09, n=243, 4 studies).  
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In the additional single RCT investigating immediate versus delayed post‐cesarean placement, of the 42 

women who provided data at one year, continuation rates were not statistically different by timing of 

insertion (Levi et al., 2015). However, this trial was halted early due to low enrollment, only enrolling 

half the number calculated as needed from the power estimates, and a third of those randomized were 

lost to follow‐up.  

For both postabortion and postpartum insertion studies, differential and higher losses to follow‐up in 

the delayed groups would bias the results against showing a benefit (e.g., reduced unintended 

pregnancy and abortion, or greater presence of LARC at one year) because the women most likely to 

have the event were also the most likely not to contribute data at follow‐up. 

Important	Outcome:	Need	for	alternate/replacement	contraception	

Intrauterine	Devices	

Postabortion		

Removal rates of IUDs at six months were similar for women undergoing immediate postabortion 

placement and delayed insertion (56 per 1000 immediate vs. 28 per 1000 delayed, RR 2.01, 95% CI 0.99‐

4.06, n=790, 2 studies). Okusanya and colleagues do not report on replacement device rates or selection 

of an alternate contraceptive method by participants. However, the RR in this SR may be somewhat 

misleading because many women in the delayed group never received an IUD and thus could not have 

had one removed. For example, in the largest trial (which accounts for more than 90% of the overall 

pooled estimate), for women who received an IUD, 16 of 258 (6%) in the immediate group requested 

removal compared to 11 of 222 (5%) in the delayed group. The treatment‐received RR is 0.98 (95% CI 

0.94‐1.03). Again, this is an example of differential losses to follow‐up resulting in an underestimation of 

benefits and an overestimation of harms. 

Postpartum		

For women receiving an IUD in the postpartum period, rates of expulsion in the following six months 

were higher for those in the immediate placement arm (168 per 1000 women immediate vs. 31 per 

1000 delayed, OR 4.89, 95% CI 1.47‐16.32, n=210, 4 studies). Lopez and colleagues do not report on 

replacement device rates or participants’ selection of an alternate contraceptive method. However, 

even with expulsions, women allocated to immediate insertion were more likely to have an effective 

LARC in place at six months.  

Levi and colleagues report four expulsions in women allocated to intraoperative placement, all within 

the first three weeks postpartum. Three women had their IUD replaced following expulsion. In women 

allocated to interval IUD placement, only one experienced an expulsion, and she did not opt for 

replacement. No statistical analysis was provided. Five women subsequently had their IUDs removed for 

bleeding, pelvic pain, or both. In the delayed group, two women had IUD removals during the study 

period, for bleeding and pelvic pain.  
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Important	Outcome:	Harms		

Intrauterine	Devices	

Postabortion		

Genital tract infections were similar across groups (OR 1, 95% CI 0.32‐3.14, n=878, 3 studies).  

Uterine perforations were not reported as outcomes in either SR.  

Postpartum		

Genital tract infections were rare in trials investigating postpartum insertion of IUDs. Two studies 

reported no infections in either arm; two studies reported a single infection in both treatment arms. 

In their RCT of IUD insertion for women undergoing cesarean delivery, Levi and colleagues report a 

single case of endometritis out of 42 enrollees occurring in the intraoperative placement group five days 

postpartum, and the device was removed. As mentioned above, in their RCT, Levi and colleagues also 

reported on a single case of pregnancy among 42 enrollees, occurring in a woman subsequently found 

to have an intraabdominal copper IUD whose strings were not visualized at the six‐week postpartum 

evaluation, although the device was visualized by ultrasound as intrauterine at that time. 

CONTEXTUAL	QUESTION:		

PAYER	AND	PROVIDER	POLICIES	TO	PROMOTE	LARC		
A 2014 Center for Evidence‐based Policy Medicaid Evidence‐based Decisions Project (MED) report on 

Medicaid policies and programs to encourage use of LARC identified several common barriers and best 

practices to LARC enhance uptake (Ray, Leof, & King, 2014).  

Barriers	to	LARC	Uptake	

Administrative	Barriers	

Obstetric care is billed and coded using a global diagnosis related group (DRG); costs are reimbursed in a 

block payment accordingly. When a LARC device is provided during an inpatient obstetric stay, the 

additional costs of the device itself and the insertion procedure are not captured in the DRG and thus 

goes unpaid in the current system.  

Cost	of	LARC	Devices 

Many LARC devices have a high initial cost compared to shorter acting contraceptive methods (e.g., pills, 

patch, ring). However, in terms of total annual costs, LARC devices have the lowest costs (Trussell et al., 

2009; 2013). In 2015, Liletta®, a 52mg‐LNG IUS, was approved by the FDA. The distributor, 

Medicines360, is providing the device at very reduced rates ($50) for women enrolled in 340b pharmacy 

programs (OHA, 2015), reduced rates for bulk purchases, and a reduced‐cost starter pack (see Address 

Device Costs section below). 
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Clinics and providers may express concerns about high upfront costs to stock LARC devices. If payers 

reimburse at a rate lower than provider costs (or do not reimburse in an inpatient setting), there is a 

disincentive for providers to use LARC devices. Furthermore, the high initial cost of the devices creates a 

barrier to facilities having stock on hand, thus preventing same‐day insertions when patients choose 

LARC devices. Same‐day insertion is a best practice (see Address Device Costs section below). 

Loss	of	Insurance	Coverage	

The April 2016 Center for Medicaid and CHIP services bulletin, State Medicaid Approaches to Improve 
Access to LARC, acknowledges provider hesitation to insert LARC devices when women do not have 
continued coverage “in the event there is later need for removal.” This is particularly relevant for 
women with Citizen Alien Waived Emergent Medical (CAWEM) coverage who lose their insurance 
shortly after delivery, but also applies to women at risk for interruptions in insurance coverage. 

Provider	Barriers	

Providers may not understand current patient eligibility criteria for LARC devices, may lack sufficient 

training to insert LARC devices in the postabortion or postpartum period, or be unclear on appropriate 

billing and coding so that they are reimbursed for the device and procedure costs.  

Patient	Barriers	

Women may inappropriately believe that they need to have previously delivered a child, be older, or 

have failed another contraceptive method to be eligible for LARC. Women may believe that their insurer 

does not cover LARC options for contraception or that the device is too expensive. Patients often are 

required to return for a second visit to have devices inserted, a barrier that reduces LARC utilization. 

System	Barriers	

Patients receive family planning services in a variety of settings, including private practices (from family 

medicine, pediatric, and obstetrics/gynecology clinicians, or certified nurse midwives), community 

health centers, Title X clinics, and federally qualified health clinics (FQHCs). Systems barriers in these 

settings may include coding and billing, initial device cost, reimbursement, provider training, and 

outdated clinical policies. Solutions for each of the challenges described below may need to be modified 

depending on the setting. 

Solutions	to	Overcome	LARC	Barriers	

Address	Administrative	Barriers	

Policies that facilitate payment for immediate postpartum LARC insertion may increase use of the 

devices. Hospitals are unlikely to bundle a LARC device into the global delivery fee given the cost of the 
devices. As of February 2016, Medicaid programs in 17 states and the District of Columbia accept claims 

and provide reimbursement for devices, allowing physicians to bill for a LARC device and insertion 
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immediately postpartum and the facility to be paid for the device outside of the bundled payment for 

delivery.  

For example, in Washington State, reimbursement for providing an immediate postpartum LARC is billed 

separately from the global DRG for delivery and the facility delivery claim through the use of a separate 

outpatient claim. Reimbursement is offered through three different claims processes: 1) the facility’s 

pharmacy point of sale system, 2) a separate professional claim filed by the facility (when facility 

supplies device), or 3) a separate professional claim by the provider (when provider supplies device). 

Washington does not reimburse for unbundling the delivery (Washington State Health Care Authority, 

2015).  

Address	Device	Costs	

Policies that increase reimbursement for LARC devices may increase LARC uptake.  

Same‐day insertions are a best practice for both providers and patients. Creating systems for providers 

to have LARC device stock on hand is necessary for same‐day insertions and may require payers to 

develop funding options for providers who are unable to afford the upfront costs of stocking LARC 

devices (e.g., buying an initial starter kit, partnering with other funding sources).  

Contracting with specialty pharmacies to deliver devices for patients within 24 hours can help providers 

who are unable to keep stock on hand. These contracts can include options to return unused devices. 

Specialty pharmacies can also bill insurers directly, relieving the office of the device billing burden.  

Liletta® manufacturers, Actavis and Medicines360, offer the Liletta AccessConnect program with two 

purchasing options (Actavis Pharma, 2015). Each purchasing option is described in detail on their 

website, https://www.lilettahcp.com/access/purchasing.  

1. Volume Discount Program: Liletta® can be purchased directly from Actavis with volume‐based 

discounts starting at $599.38 per device for 1 to 5 units and decreasing to $537.50 when 

ordering more than 100 units.  

2. Specialty Pharmacy: Currently, Actavis is partnering with Accredo to act as their specialty 
pharmacy provider.  

Additionally, Actavis offers a significantly discounted rate to participants of the 340B Drug Pricing 

Program. In their guide to intrauterine devices, the Bixby Center at the University of California, San 

Francisco reports that the device will cost $50.00 for sites participating in the 340B program. The 

Oregon Health Authority reproductive health newsletter also reported this price in April 2015.  

Provider	training	

Placement and related care for IUDs and other LARC devices involves training on insertions, removals, 

and side‐effect management. Providers seeking this skillset need access to training resources. 
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Additional training for immediate postpartum or post‐cesarean is also available. Online CME resources 

for immediate postpartum insertion include a University of Washington CME course (available at 

http://www.cardeaservices.org/resourcecenter/inserting‐long‐acting‐reversible‐contraception‐larc‐

immediately‐after‐childbirth).  

In October 2015, Health Share sponsored a LARC training event provided by the Bixby Center at the 

University of California, San Francisco. The all‐day, no‐cost training included didactics, counseling skills, 

and hands‐on insertion practice, and provided continuing education credits for physicians, nurses, 

midwives, and social workers. The event was open to all providers, not just those serving Medicaid 

enrollees.  

Develop	LARC	Champions		

Increased provider knowledge on eligibility, more advanced procedure skills, and building skills for 

appropriate billing and coding may increase uptake of LARC by providers and practices by expanding 

access. Champions for LARC focus on the education of providers to meet patient demand for LARC 

devices. Partnering with stakeholders such as the local affiliates of professional societies (e.g., American 

College of Obstetricians and Gynecologists [ACOG], American Academy of Family Physicians [AAFP], 

American Academy of Pediatrics [AAP], American College of Nurse‐Midwives [ACNM]), FQHCs, Title X 

clinics, and hospital organizations to develop LARC champions can assist in dissemination of knowledge 

and skills. Champions can advocate for LARC use in their communities and provide procedure training 

and billing and coding assistance to providers and staff.  

Dispel	Patient	and	Provider	Myths	

Dispelling myths that inappropriately exclude teens and nulliparous women from LARC devices is an 

important strategy that can be targeted to both patients and providers. Payers and providers can use 

the medical eligibility criteria published by the CDC to guide physician practices (CDC, 2012). Using 

patient information materials that emphasize the efficacy and safety of LARC options and correct 

misinformation on eligibility can increase uptake. Appendix E provides links to the MEC and efficacy‐

based contraceptive options tools.  

Coordinate	with	Stakeholders	

Health systems and payers can work to reduce unintended pregnancy rates through improving inter‐

conception care and encouraging pregnancy intention screening for all patients to help connect women 

to the resources that fit their reproductive life plans. Pregnancy intention screening can be delivered 

outside of traditional medical settings including substance use treatment centers and social service 

agencies, connecting women to family planning services. These conversations can include information 

on the efficacy, safety, and cost‐effectiveness of LARC methods, and can include referrals to providers or 

integrate family planning services into their services.  
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Since 2015, effective contraception use is a Coordinated Care Organization incentive metric in Oregon. 

Effective contraception includes sterilization, IUDs/IUSs, implants, injections, pills, patches, rings, or 

diaphragms. Efforts to promote inter‐conception care may address the state incentive metric on 

contraceptive use.  

Payers can review claim systems to ensure that coding and billing systems capture the 90% enhanced 

federal Medicaid match for family planning services and to distinguish between devices acquired 

through 340b clinics and those devices eligible for Medicaid pharmacy rebates. Stakeholders may be 

unaware of the federal match for family planning services.  

Ensure	Availability	of	Appropriate	Aftercare	for	Uninsured	Women	

LARC devices may remain in place for 3 to 10 years after insertion. During this time period, women may 

lose or change insurance providers, and it is important to consider the availability of appropriate 

aftercare, including treatment for complications and device removal, even if women using LARC devices 

later lose their insurance coverage. In the absence of public policy changes ensuring the coverage of 

LARC‐related care for uninsured women, one solution is to equip safety‐net providers and clinics with 

education on LARC, including insertion, side effect management, and removal skills. This may increase 

access for uninsured women needing follow up related to the LARC device. Providing information to 

women at risk of insurance loss (e.g., CAWEM) with resources for follow up care may also be useful.  

Resource	Allocation	

Cost‐effectiveness	Reports	

Postabortion	IUD	Insertion	

A 2013 analysis by Salcedo, Sorensen, and Rodriguez estimated cost‐effectiveness of immediate IUD 

provision compared to routine placement at a follow‐up visit from the public payer perspective (Salcedo, 

Sorensen, & Rodriguez, 2013). Compared to planned insertion at follow‐up, the immediate insertion of 

an IUD (including copper or LNG‐IUS options) following an elective termination is estimated to save $111 

per woman in the first year in direct medical costs alone and $810 in a five‐year period. With the 

addition of public health insurance and social program costs, the savings increases to $1956 in one year 

and $4,296 in a five‐year period. Providing immediate postabortion IUDs to 1,000 women will avoid 

more than 400 pregnancies, 180 deliveries, and 160 abortions in a five‐year period. In sensitivity models, 

planned follow‐up placement was estimated to have greater savings only when expulsion rates reached 

greater than 30% in the immediate insertion group or nearly 90% of women attended their postabortion 

follow‐up visit.  

Postpartum	IUD	Insertion	

Washington and colleagues designed a model comparing costs and health outcomes for immediate 

post‐placental or delayed (6‐8 weeks postpartum) IUD insertion. Per 1,000 women in a 2‐year period, 

immediate postpartum IUD insertion is estimated to prevent an additional 88 unintended pregnancies 

and provide medical cost savings of $282,540. Models included an 18% expulsion rate following 
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immediate postpartum insertion. Although there is a higher expulsion rate after immediate postpartum 

insertion, the additional device costs are offset by reductions in unintended pregnancy (Washington et 

al., 2015). In this analysis, the cost of an IUD needed to be more than $10,000 for the intervention to no 

longer be cost‐saving. Similar to estimates from Salcedo and colleagues, expulsion rates needed to reach 

more than 38% to favor delayed insertion (Washington et al., 2015).  

Both IUD economic analyses were performed before the Liletta® device entered the market in 2015. 

Liletta® was developed to decrease the cost of IUDs for lower‐resource settings and Medicines360, the 

distributor, offers Liletta® to 340b pharmacy benefit participants at approximately $50 per device and 

about $500 for other purchasers (Oregon Health Authority, 2015). In the prior analyses, the costs for an 

IUD in the two economic models described above were estimated at $650 in the postabortion model, 

and at $810.77 ($410.77‐$1,210.77) in the postpartum model. Actual savings may be greater with 

increasing use of Liletta®, particularly in settings with access to 340b pricing.  

Postpartum	Implant	Insertion	

Gariepy and colleagues estimated the cost‐effectiveness of immediate implant insertion compared to 

insertion at six‐weeks postpartum in the subsequent year. Although cost‐effectiveness estimates of the 

contraceptive implant insertion report higher costs than delayed insertion, the increased likelihood of 

receipt of the device immediately postpartum and reduction in unintended pregnancy (2.4% for delayed 

vs. 21.6% for immediate) is estimated to save $1,263 per patient (Gariepy, Duffy, & Xu. 2015). Limiting 

estimates to only one year limits the validity of cost‐effectiveness estimates because the contraceptive 

implant maintains a low failure rate across the three years of approved use, and therefore cost savings 

may increase over a longer time frame.  

A Colorado‐based prospective study of pregnant adolescents (13‐22 years of age) offered immediate 

postpartum implant insertion found that continuation rates were high (97% at 6 months, 86% at 12 

months) and pregnancy rates lower in the immediate insertion group compared to those not receiving a 

device in the hospital and going on to either receive an implant, other contraceptive method, or no 

method (pregnancies in the implant group 2.6% vs. 20.1% in comparison at 12 months, 17.7% vs. 83.7% 

at 36 months) (Han, Teal, Sheeder, & Tocce, 2014).  

Using their observations, the authors then created an economic model to estimate costs within 6, 12, 

24, and 36 months of a theoretical, publicly funded immediate postpartum implant program provided to 

1,000 women (compared to a hypothetical cohort of 1,000 women not receiving an implant). Although 

costs were greater at six months in the immediate implant group ($72,606 more, relating to device 

costs), by 12, 24, and 36 months the cost savings through averted pregnancies, even after including 

costs of device removal, was estimated to save Colorado Medicaid, $546,950, $2.46 million, and $4.53 

million respectively. 

Births, abortions, and miscarriages resulting from unintended pregnancies are estimated to have cost 

U.S. public payers $21.0 billion in 2010 (Sonfield & Kost, 2015). Effective contraception is cost‐saving 

(not just cost‐effective). Increasing LARC use, through immediate postpartum or postabortion placement 



 

   

23  Timing of Long‐Acting Reversible Contraceptive Placement 

DRAFT for VbBS/HERC meeting materials 11/10/2016 

of IUDs, results in higher LARC use at six months (Lopez et al., 2015; Okusanya et al., 2014). Although 

there is a higher expulsion rate associated with postpartum compared to delayed insertion of IUDs (17% 

vs 3%), economic models demonstrate cost‐savings even up to an expulsion rate of 30% (Salcedo et al., 

2013; Washington et al., 2015).  

The expulsion rate for immediate postabortion IUD insertion is greater following immediate insertion, 

(4% vs. 1.7%) (Okusanya et al., 2014). In the largest trial, by Bednarek and colleagues (which was 

conducted in Oregon), expulsion rates needed to differ by 8% or more for immediate placement to be 

inferior (Bendarek et al., 2011). Economic models estimate cost savings for immediate postabortion 

insertion up to a 30% expulsion rate (Salcedo, Sorensen, & Rodriguez, 2013). Economic models on 

postabortion IUD insertion estimate that for every 1,000 women undergoing placement, 400 

pregnancies, 180 deliveries, and 160 abortions will be averted (Salcedo et al., 2013).  

Contraceptive implants are effective, have high continuation rates in nonrandomized studies, and are 

not at risk of expulsion. Therefore, significant cost savings would also be projected with these devices 

(Han et al., 2014; Diedrich et al., 2015). 

Values	and	preferences	
For women who choose it, reproductive life planning enhances their ability to achieve life, family, and 

career goals. Clinicians are encouraged to discuss contraceptive options and pregnancy planning with 

women at every visit (ACOG, 2016a; Gavin et al., 2014). Most women desire to control their fertility and 

time their pregnancies. When women desiring contraception are presented with all contraceptive 

options, more than 70% will select a LARC method, including teens, and the majority of women continue 

to use a LARC method at 12 and 36 months (Rosenstock et al., 2012; Peipert et al., 2012). When women 

select their preferred contraceptive method, continuation rates for all methods are higher. Immediate 

insertion of LARC following a birth or abortion is generally acceptable to women and may be preferable. 

Consolidating gynecological interventions (delivery or abortion, along with IUD placement) may improve 

convenience and lessen associated discomforts with these procedures (including if there is anesthesia or 

analgesia involved). Requiring multiple visits to obtain a LARC method decreases uptake of these, and 

indeed any form of contraception. The one potential deterrent to immediate versus delayed IUD 

insertion is the increase in the risk of expulsion, which is inconvenient for the woman and adds some 

short‐term cost for the system. There are not additional harms associated with immediate IUD insertion, 

and no deterrents to immediate versus delayed insertion of implants. Many women would likely choose 

immediate insertion of a LARC in the postpartum or postabortion time frame. 

Other	considerations	
Information from non‐randomized studies estimates that LARC devices are 20 times more effective at 

preventing unintended pregnancy than contraceptive pills, patches, rings, and injections. Continuation 

rates for LARC devices are also greater than pills, patches, rings, and injections (Winner et al., 2012).  
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Evaluated efforts to expand LARC use (e.g., Colorado, Iowa, St. Louis) are associated with significant 

reductions in teen pregnancy and abortion (Rickets et al., 2014; Biggs et al., 2015; Peipert et al., 2012).  

The CDC’s MEC recommends LARC devices as suitable for the vast majority of reproductive‐aged women 

(CDC, 2012). Since 2010, the CDC has endorsed immediate postpartum and postabortion LARC use and 

supports LARC methods for breastfeeding women (CDC, 2010). 

The National Committee on Quality Assurance (NCQA) reports that 30‐40% of insured women do not 

attend a postpartum visit and 40‐75% do not attend a postabortion visit, thus increasing the risk of 

unplanned pregnancy, abortion, or unmet contraceptive needs. 

The Selected Practice Recommendations for Contraceptive Use recommends that providers ensure that 

women make a “voluntary, informed choice” for their preferred contraceptive method (CDC, 2013). 

Ensuring that women have a free, uncoerced decision is an essential component of contraceptive 

counseling.  

POLICY	LANDSCAPE	

Quality	measures	
In Oregon, effective contraception use became a Coordinated Care Organization incentive metric in 

January 2015. Effective contraception includes sterilization, IUDs/IUSs, implants, injections, pills, 

patches, rings, or diaphragms.  

No quality measures related to LARC were identified when searching the National Quality Measures 

Clearinghouse. 
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Payer	initiatives	
In April 2016, the Center for Medicaid and CHIP Services released an informational bulletin highlighting 

state efforts to improve access to LARC for Medicaid enrollees (Centers for Medicare and Medicaid 

Services, 2016). The five strategies featured in the bulletin mirror those addressed above: 

1. Provide timely, comprehensive contraception coverage 

2. Raise payment rates for LARC and other devices  

3. Reimburse for immediate postpartum LARC by unbundling payment from obstetric services 

4. Remove logistical barriers to managing supply of LARC devices 

5. Remove administrative barriers for LARC provision 

The bulletin also describes efforts in Illinois, Louisiana, and South Carolina to expand LARC access, 

including efforts through managed care contracting and quality improvement work. The full bulletin is in 

Appendix F. 

In addition, federal law requires coverage of all methods of birth control for most commercial health 

insurance plans and Medicaid Alternative Benefit Plans (see http://www.dol.gov/ebsa/faqs/faq‐

aca26.html).  

At this time, Oregon has no specific guidance about the use of LARC in the immediate postpartum 

period, and coverage does not consistently occur across payers and settings. 

Washington’s Family Planning Provider Guide outlines the reimbursement for immediate postpartum 

LARC insertion: 

The agency reimburses professional services for immediate postpartum IUD or 

contraceptive implant insertion procedures if billed separately from the professional 

global obstetric procedure codes and the facility (including hospital inpatient) delivery 

claim. The agency does not pay separately for unbundled services billed by a hospital. 

The agency reimburses for the IUD or contraceptive implant device in one of the 

following ways: 

 Through the facility’s pharmacy point of sale system; 

 As a separate professional claim submitted by the facility when the facility supplies 

the device; or 

 As part of the professional claim when the device is supplied by the provider 

performing the insertion (Washington State Health Care Authority, 2015). 

In their interview with 40 Medicaid agencies, Moniz and colleagues developed common themes differing 

in states with a policy covering immediate postpartum insertion of LARC and those not considering 

coverage. These themes include differences on beliefs of the health benefits of LARC, budget impacts, 

and competing demands for Medicaid agencies. States with a coverage policy often reported “clear cost 

savings” and a “common sense” approach to covering immediate postpartum insertion, whereas those 
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without coverage expressed concern about upfront costs, need to maintain cost‐neutrality, and concern 

that providing payment for inpatient procedures outside of global payments may set a precedent for 

other medical specialties desiring separate payment outside of the diagnosis‐related group code or DRG 

(Moniz et al., 2015). 

No coverage policies for postpartum or postabortion insertion of LARC were found in a search of 

provider manuals for Aetna, Cigna, Moda, and Regence commercial plans.  

The Oregon Health Plan and CCARE, Oregon’s Medicaid family planning waiver, will cover the provision 

of an immediate postabortion LARC device.  

Professional	society	guidelines	
The American College of Obstetricians and Gynecologists (ACOG) has several position statements and a 

clinical practice guideline on LARC (reaffirmed in 2015). The ACOG recommendations include offering 

LARC methods at the time of delivery, abortion, or dilation and curettage for miscarriage (ACOG, 2015a), 

and ACOG also recommends LARC for adolescents (ACOG, 2014). 

The 2014 policy statement of the American Academy of Pediatrics (AAP) encouraged pediatricians to 

counsel adolescents on contraception in order of efficacy, beginning with the most effective methods 

(i.e. LARC) (American Academy of Pediatrics, 2014). The AAP also recommends offering LARC to 

postpartum teens in the immediate postpartum period, including while they are still in the hospital, 

based on evidence from systematic reviews combined with ACOG and CDC recommendations (Ott & 

Sucato, 2014).  

The American Academy of Family Physicians (AAFP) supports the provision of LARC as a first‐line 

contraceptive method and supports reimbursing for postpartum placement in hospitals, separate from 

the global delivery fee (AAFP, 2016).  
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APPENDIX	A.	GRADE	INFORMED	FRAMEWORK	–	ELEMENT	DESCRIPTIONS	

Strong	recommendation	
In Favor: The subcommittee concludes that the desirable effects of adherence to a recommendation 

outweigh the undesirable effects, considering the balance of benefits and harms, resource allocation, values 

and preferences, and other factors. 

Against: The subcommittee concludes that the undesirable effects of adherence to a recommendation 

outweigh the desirable effects, considering the balance of benefits and harms, resource allocation, values 

and preferences, and other factors. 

Weak	recommendation	
In Favor: The subcommittee concludes that the desirable effects of adherence to a recommendation 

probably outweigh the undesirable effects, considering the balance of benefits and harms, resource 

allocation, values and preferences, and other factors., but further research or additional information could 

lead to a different conclusion.  

Against: The subcommittee concludes that the undesirable effects of adherence to a recommendation 

probably outweigh the desirable effects, considering the balance of benefits and harms, cost and resource 

allocation, values and preferences, and other factors, but further research or additional information could 

lead to a different conclusion.  

Confidence	in	estimate	rating	across	studies	for	the	intervention/outcome1	
High: The subcommittee is very confident that the true effect lies close to that of the estimate of the effect. 

Typical sets of studies are RCTs with few or no limitations and the estimate of effect is likely stable. 

                                                            

1 Includes risk of bias, precision, directness, consistency and publication bias  

Element	 Description	
Balance of benefits 

and harms 

The larger the difference between the desirable and undesirable effects, the higher the 

likelihood that a strong recommendation is warranted. An estimate that is not 

statistically significant or has a confidence interval crossing a predetermined clinical 

decision threshold will be downgraded. 

Quality of evidence  The higher the quality of evidence, the higher the likelihood that a strong 

recommendation is warranted. 

Resource allocation  The higher the costs of an intervention—that is, the greater the resources consumed in 

the absence of likely cost offsets—the lower the likelihood that a strong 

recommendation is warranted. 

Values and 

preferences 

The more values and preferences vary, or the greater the uncertainty in values and 

preferences, the higher the likelihood that a weak recommendation is warranted 

Other considerations  Other considerations include issues about the implementation and operationalization of 

the technology or intervention in health systems and practices within Oregon. 
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Moderate: The subcommittee is moderately confident in the estimate of effect: The true effect is likely to be 

close to the estimate of the effect, but there is a possibility that it is substantially different. Typical sets of 

studies are RCTs with some limitations or well‐performed nonrandomized studies with additional strengths 

that guard against potential bias and have large estimates of effects. 

Low: The subcommittee’s confidence in the estimate of effect is limited: The true effect may be substantially 

different from the estimate of the effect. Typical sets of studies are RCTs with serious limitations or 

nonrandomized studies without special strengths. 

Very low: The subcommittee has very little confidence in the estimate of effect: The true effect is likely to be 

substantially different from the estimate of effect. Typical sets of studies are nonrandomized studies with 

serious limitations or inconsistent results across studies. 
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APPENDIX	B.	GRADE	EVIDENCE	PROFILE	

Quality Assessment (Confidence in Estimate of Effect)  

No. of 
Studies 

Study 
Design(s) 

Risk of 
Bias  Inconsistency Indirectness Imprecision

Other 

Factors  Quality 

Unintended Pregnancy 

Postabortal IUD 

3  RCTs  Moderate  Not Serious  Not serious 

 

Serious  Differential loss 

to follow up 

likely 

underestimates 

the benefit of 

immediate 

insertion in the 

intention to 

treat analysis 

Moderate 

quality 

●●●◌  

Presence of LARC at six months  

Postabortion IUD 

3  RCTs  Moderate  Not serious  Not serious  Not serious  None  Moderate 

quality 

●●●◌  

Postpartum IUD 

4  RCTs  Moderate   Not serious  Not serious  Not serious  None  Moderate 

quality 

●●●◌ 

Need for alternate/Replacement contraception

Postabortal IUD (based on removal or expulsion by 6 months) 

3  RCTs  Moderate  Serious  Not serious  Not serious  Differential loss 

to follow up 

likely 

underestimates 

the benefit of 

immediate 

insertion in the 

intention to 

treat analysis  

Moderate 

quality 

●●●◌ 
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Postpartum IUD (based on expulsion by 6 months) 

4  RCTs  Moderate  Not serious  Not serious  Not serious  None  Moderate 

quality 

●●●◌  

Harms 

Postabortion IUD (based on upper genital tract infection only) 

3  RCTs  Moderate  Not serious  Serious  Not serious  None  Low 

quality 

●●◌◌  
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APPENDIX	C.	METHODS	

Scope	Statement	
Populations	

Women in the postpartum or postabortion period who desire contraception 

Population scoping notes: None 

Interventions	

Offering immediate postpartum or postabortion placement of a long‐acting reversible 

contraceptive (LARC) 

Intervention exclusions: None 

Comparators	

Usual care: Offering immediate non‐LARC forms of contraception, scheduling delayed LARC 

placement, delaying discussion of options until 6 weeks postpartum or postabortion 

Outcomes	

Critical: Unintended pregnancies, abortions 

Important: Presence of LARC at one year, need for alternate/replacement contraception, harms 

Considered but not selected for the GRADE table: Device expulsion, discontinuation of 
contraception for any reason other than desire to conceive 

Key	Questions	

KQ1: What is the comparative effectiveness of offering immediate postpartum or postabortion 

placement of a long‐acting reversible contraceptive? 

KQ2: What are the harms of immediate postpartum or postabortion placement of a long‐acting 

reversible contraceptive? 

Contextual	Questions	

  1: What payer and provider practices and policies promote effective use of LARC? 

Search	Strategy	
A full search of the core sources was conducted to identify systematic reviews, meta‐analyses, 

technology assessments, and clinical practice guidelines using the terms long‐acting reversible 

contraception or LARC. In addition, a search was conducted using the MeSH term contraception and the 

words postpartum, postabortion, or postabortion. Searches of core sources were limited to citations 

published in the past five years.  

The core sources searched included:  

Agency for Healthcare Research and Quality (AHRQ) 

Blue Cross/Blue Shield Health Technology Assessment (HTA) program 
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BMJ Clinical Evidence 

Canadian Agency for Drugs and Technologies in Health (CADTH) 

Cochrane Library (Wiley Interscience)  

Hayes, Inc. 

Institute for Clinical and Economic Review (ICER) 

Medicaid Evidence‐based Decisions Project (MED) 

National Institute for Health and Care Excellence (NICE) 

Tufts Cost‐effectiveness Analysis Registry 

Veterans Administration Evidence‐based Synthesis Program (ESP)  

Washington State Health Technology Assessment Program 

A MEDLINE® (Ovid) search was then conducted to identify systematic reviews, meta‐analyses, 

technology assessments and RCTs published in the past five years. 

Searches for clinical practice guidelines were limited to those published since 2010. A search for relevant 

clinical practice guidelines was also conducted, using the following sources:  

Australian Government National Health and Medical Research Council (NHMRC) 

Centers for Disease Control and Prevention (CDC) – Community Preventive Services  

Choosing Wisely 

Institute for Clinical Systems Improvement (ICSI) 

National Guidelines Clearinghouse 

New Zealand Guidelines Group 

NICE 

Scottish Intercollegiate Guidelines Network (SIGN) 

United States Preventive Services Task Force (USPSTF) 

Veterans Administration/Department of Defense (VA/DOD) 

Inclusion/Exclusion	Criteria	

Studies were excluded if they were not published in English, did not address the scope statement, or 

were study designs other than systematic reviews, meta‐analyses, technology assessments, RCTs, or 

clinical practice guidelines.   
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APPENDIX	D.	APPLICABLE	CODES	

 Note: Inclusion on this list does not guarantee coverage  	

CODES DESCRIPTION 

ICD‐10 Diagnosis Codes 
Z30.019  Encounter for initial prescription of contraceptives, unspecified

Z30.49 
Encounter for surveillance of other contraceptives (includes implantable subdermal contraception 
insertion, removal, and surveillance) 

Z30.430  Encounter for insertion of intrauterine contraceptive device

Z30.432  Encounter for removal of intrauterine contraceptive device

Z30.433  Encounter for removal and reinsertion of intrauterine contraceptive device 

Z30.431  Encounter for routine checking of intrauterine device 

CPT Codes 
58300  IUD insertion 

58301  IUD removal

11981  Insertion, non‐biodegradable drug delivery implant

11982  Removal, non‐biodegradable drug delivery implant

11983  Removal with reinsertion, non‐biodegradable drug delivery implant 

HCPCS Level II Codes 
J7297  Levonorgestrel‐releasing intrauterine contraceptive system, 52mg, 3 year duration (Liletta®)

J7298  Levonorgestrel‐releasing IU contraceptive system, 52mg, 5 year duration (Mirena®) 

J7300  Intrauterine copper contraceptive (Paragard®) 

J7301  Levonorgestrel‐releasing intrauterine contraceptive system, 13.5mg (Skyla®) 

J7302 
Levonorgestrel‐releasing intrauterine contraceptive system, 52mg (discontinued 12/31/2015 
replaced with J7297 or J7298 as appropriate) 

J7307  Etonogestrel (contraceptive) implant system, including implant and supplies (Nexplanon®)
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APPENDIX	E.	RESOURCES	
American College of Obstetricians and Gynecologists: Immediate Postpartum LARC Resources 

http://www.acog.org/About‐ACOG/ACOG‐Departments/Long‐Acting‐Reversible‐Contraception/Coding‐

and‐Reimbursement‐for‐LARC/Reimbursement‐Resources‐for‐Postpartum‐LARC‐Initiation 

Center for Disease Control & Prevention Medical Eligibility Criteria 

http://www.cdc.gov/reproductivehealth/unintendedpregnancy/usmec.htm 

Center for Disease Control & Prevention Contraception Options 

http://www.cdc.gov/reproductivehealth/unintendedpregnancy/contraception.htm 

The Washington State Department of Health, Prevention and Community Health Division created a 

postpartum LARC online training course featuring Dr. Sarah Prager of the University of Washington. The 

course itself, offered by CARDEA Services, runs about 1.5 hours and is free, although continuing medical 

and nursing education credits are available for a nominal $15 fee.  

http://www.cardeaservices.org/resourcecenter/inserting‐long‐acting‐reversible‐contraception‐larc‐

immediately‐after‐childbirth 
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APPENDIX	F.	INFORMATIONAL	BULLETIN	FROM	CENTER	FOR	MEDICAID	

AND	CHIP	SERVICES	



DEPARTMENT OF HEALTH AND HUMAN SERVICES 
Centers for Medicare & Medicaid Services 
7500 Security Boulevard, Mail Stop S2-26-12 
Baltimore, MD 21244-1850 
 

 
CMCS Informational Bulletin 
 
DATE:  April 08, 2016 
 
FROM:  Vikki Wachino, Director 
  Center for Medicaid and CHIP Services 

 
SUBJECT:  State Medicaid Payment Approaches to Improve Access to Long-Acting 

Reversible Contraception 
 
In July 2014, the Center for Medicaid and CHIP Services (CMCS) launched the Maternal and 
Infant Health Initiative to improve maternal and infant health outcomes.  The initiative has two 
primary goals: 1) increasing the rate and improving the content of postpartum visits; and 2) 
increasing access and use of effective methods of contraception.  Medicaid provides coverage for 
more than 70 percent of family planning services for low-income Americans.  Given this 
important role, CMCS sought to identify approaches to Medicaid reimbursement that promote 
the availability of effective contraception.1 This Informational Bulletin describes emerging 
payment approaches several state Medicaid agencies have used to optimize access and use of 
long-acting reversible contraception (LARC).   
 
Background 
 
Beyond preventing unplanned pregnancies, research indicates that effective contraception helps 
prevent poor birth spacing, thereby reducing the risk of low-weight and/or premature birth.2  It 
can also be essential to a woman’s long-term physical and emotional well-being. LARCs— 
intrauterine devices (IUDs) and contraceptive implants—are highly effective methods of birth 
control that last between 3 and 10 years (depending on the method) without requiring daily, 
weekly, or monthly user effort.3  The Centers for Disease Control and Prevention has identified 
LARCs as among the most effective family planning methods with a pregnancy rate of less than 
1 pregnancy per 100 women in the first year.  For comparison, the contraceptive pill has a rate of 
9 pregnancies per 100 women in the first year, while the male condom has rate of 18 pregnancies 
per 100 women in the first year.4  While Medicaid agencies typically reimburse for multiple 
types of contraception, LARCs possess a number of advantages: they are cost-effective, have 

1 Sonfield A and Gold RB. (2012). Public Funding for Family Planning, Sterilization and Abortion Services, FY 
1980–2010, New York: Guttmacher Institute, <http://www.guttmacher.org/pubs/Public-Funding-FP-2010.pdf>. 
2 Agustin Conde-Agudelo, MD, MPH; Anyeli Rosas-Bermúdez, MPH; Ana Cecilia Kafury-Goeta, MD (2006). 
Birth Spacing and Risk of Adverse Perinatal Outcomes: A Meta-analysis. JAMA 295 (15): 1809-1823. 
3 Trussell J. Contraceptive efficacy. In: Hatcher R, Trussell J, Nelson A, Cates W, Kowal D, Policar M, eds. 
Contraceptive Technology. 20th ed. New York, NY: Ardent Media; 2011:779–863. 
4 U.S. Centers for Disease Control. Effectiveness of Family Planning Methods. 
http://www.cdc.gov/reproductivehealth/unintendedpregnancy/pdf/contraceptive_methods_508.pdf. Accessed March 
28, 2016.  
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high efficacy and continuation rates, require minimal maintenance, and are rated highest in 
patient satisfaction.5  
 
Despite these known advantages, LARC utilization in the U.S. remains relatively low when 
compared to rates in other countries.  As of 2009, LARC utilization rates among contraception 
users in the U.S. are higher for women covered by Medicaid (11.5 percent) than the national rate 
(8.5 percent).6  But more can be done to increase the use of this form of contraception.  Two 
reasons cited for the low utilization of LARCs in the U.S. are (1) administrative and 
reimbursement barriers that result in high upfront costs for devices and (2) payment policies that 
reduce (or do not provide) reimbursement for devices or placement.7,8  States have flexibility in 
how they reimburse for LARC, and by promoting access to contraceptive methods of choice—
and the support necessary to use chosen methods effectively—states can support not only the 
health of women and their children, but also reduce the number of unintended pregnancies.    
 
LARC Utilization and Medicaid Reimbursement  
 
Payment challenges related to LARC utilization exist in both fee-for-service (FFS) and managed 
care environments, as well as in inpatient and outpatient settings (primary, specialty, or other 
ambulatory care).   
 
In the inpatient setting, for example, the use of a single prospective payment for labor and 
delivery services may not sufficiently address the additional costs associated with the provision 
of LARC. There are significant advantages to providing LARC immediately after delivery while 
the woman is still under hospital care.9  But many states do not provide additional payment for 
the cost of LARC, and do not provide additional payment to either the hospital or the practitioner 
for placement or insertion services. 
 
In outpatient settings, payment rates may be insufficient for LARC devices and/or for placement 
services. LARC placement may require significant up-front costs to providers, primarily costs to 
obtain devices prior to placement. For devices covered through a patient’s pharmacy benefit, and 
in the absence of prior arrangements (or state policy), providers may not be able to return a 
dispensed device if it is not used for the specific patient for whom it was dispensed; these 
devices must then be discarded at a financial loss to the provider.  
 
If states limit provider payment to an initial LARC placement, but do not provide payment for 
replacement or reinsertion when necessary, providers may face further disincentives. 

5 Peipert JF, Zhao Q, Allsworth JE, Petrosky E, Madden T, Eisenberg D, Secura G.(2011) Continuation and 
satisfaction of reversible contraception. Obstet Gynecol.  117(5):1105-13. 
6 Finer LB, Jerman J, Kavanaugh ML. (2012). Changes in use of long-acting contraceptive methods in the United 
States, 2007-2009. Fertility and Sterility 98(4), 893-89 
7 Committee Opinion No. 615. American College of Obstetricians and Gynecologists. 2015. Access to 
contraception. Obstet Gynecol: 125: 250-5. 
8 Rodriguez, MI, Evans, M, Espey, E. (2014). Advocating for immediate postpartum LARC: increasing access, 
improving outcomes, and decreasing cost. Contraception. 90, 468-471. 
9 Long-acting reversible contraception: implants and intrauterine devices. Practice Bulletin No. 121. American 
College of Obstetricians and Gynecologists. Obstet Gynecol 2011; 118:184–96. 

                                                 

http://www.ncbi.nlm.nih.gov/pubmed/?term=Peipert%20JF%5BAuthor%5D&cauthor=true&cauthor_uid=21508749
http://www.ncbi.nlm.nih.gov/pubmed/?term=Zhao%20Q%5BAuthor%5D&cauthor=true&cauthor_uid=21508749
http://www.ncbi.nlm.nih.gov/pubmed/?term=Allsworth%20JE%5BAuthor%5D&cauthor=true&cauthor_uid=21508749
http://www.ncbi.nlm.nih.gov/pubmed/?term=Petrosky%20E%5BAuthor%5D&cauthor=true&cauthor_uid=21508749
http://www.ncbi.nlm.nih.gov/pubmed/?term=Madden%20T%5BAuthor%5D&cauthor=true&cauthor_uid=21508749
http://www.ncbi.nlm.nih.gov/pubmed/?term=Eisenberg%20D%5BAuthor%5D&cauthor=true&cauthor_uid=21508749
http://www.ncbi.nlm.nih.gov/pubmed/?term=Secura%20G%5BAuthor%5D&cauthor=true&cauthor_uid=21508749
http://www.ncbi.nlm.nih.gov/pubmed/21508749
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Additionally, providers may be hesitant to insert LARC devices for women when continued 
coverage for individuals is uncertain in the event there is later need for removal of the LARC.  
 
Finally, some states or Managed Care Organizations (MCOs) require prior authorization and, as 
part of the prior authorization, may question medical necessity absent failure using another birth 
control method (sometimes called step therapy). 
 
State Medicaid Payment Strategies to Optimize LARC Utilization 
 
To assist states in optimizing the existing statutory flexibilities in this area, this Informational 
Bulletin identifies LARC reimbursement strategies implemented by states. Information on 
challenges and opportunities were obtained through several sources, including a September 2014 
Technical Review Panel on Contraceptive Services in Medicaid and the Children’s Health 
Insurance Program (CHIP) and a scan of state policies and interviews with several state 
Medicaid officials.  Emerging approaches to mitigate challenges in fourteen states, identified as 
of March 2015, involve a combination of contractual, payment strategies, and policy guidance.  
Additional states may also use similar strategies which fall into five broad categories: 
 

1. Provide timely, patient centered comprehensive coverage for the provision of 
contraceptive services (e.g., contraception counseling; insertion, removal, replacement, or 
reinsertion of LARC or other contraceptive devices) for women of child-bearing age. 

2. Raising payment rates to providers for LARC or other contraceptive devices in order to 
ensure that providers offer the full range of contraceptive methods.  

3. Reimbursing for immediate postpartum insertion of LARC by unbundling payment for 
LARC from other labor and delivery services. 

4. Removing logistical barriers for supply management of LARC devices (e.g., addressing 
supply chain, acquisition, stocking cost and disposal cost issues). 

5. Removing administrative barriers for provision of LARC (e.g., allowing for billing office 
visits and LARC procedures on the same day; removing preauthorization requirements). 
 

The following table summarizes state efforts to optimize LARC utilization, followed by a 
detailed summary of the approaches three states use.  CMS is available to provide technical 
assistance to states who are interested in reviewing options for modifying LARC policies.  For 
additional information on this Informational Bulletin, please contact Karen Matsuoka at 
karen.matsuoka@cms.hhs.gov or 410-786-9726.  
 
 
 
 
 

mailto:karen.matsuoka@cms.hhs.gov
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Table 1. State Medicaid Payment Strategies to Optimize Long-Acting Reversible Contraception (LARC) 
Utilization in 14 States 

 
A scan of state reimbursement policies on LARC was conducted in 2014, resulting in the identification of payment practices in 14 
states.  This table describes the payment strategies that these 14 states used to optimize LARC utilization.  The payment strategy noted 
for each state is intended to be a short title, while the policy description provides an overview of the key components of the state 
Medicaid policy that supports the strategy.  The implementation considerations are specific details about how the state implements the 
payment strategy while maintaining compliance with the state policy. 
 

State 
Effective Date Payment Strategy Policy Description Implementation 

Alabama 
April 2014 

Reimbursement of LARC 
insertion immediately 
postpartum in the 
inpatient hospital setting 
or outpatient practice 
setting. 

1.  Covers the cost of the LARC 
device/drug implant as part of the 
hospital’s cost, and the insertion of 
the device/drug implant is billable 
to Medicaid when the insertion 
occurs immediately after a delivery 
before discharge from an inpatient 
setting. 
 
2.  Covers the cost of the LARC 
device/drug implant as part of the 
hospital’s cost, and insertion is 
billable to Medicaid when the 
insertion is provided in an 
outpatient setting after delivery and 
immediately after discharge from 
an inpatient setting. 
 
 
 
 

1.  Inpatient: the hospital must use an 
International Classification of Diseases (ICD-
9) delivery diagnosis code within the range 
630 – 67914 and must use the ICD-9 surgical 
code 69.7 (insertion contraceptive device) to 
document LARC services provided after the 
Delivery. 
 
2.  Postpartum LARC in the outpatient 
hospital setting immediately after discharge 
from inpatient settings, should be billed on a 
UB-04 claim form using one code from each 
of the following with family planning 
modifier (FP):  
• 58300 Insertion of IUD 
• 11981-FP Insertion, non-biodegradable 

drug delivery implant 
• 11983-FP Removal with reinsertion 
      ICD-9 diagnosis codes: 
• V255 Encounter for contraceptive 

management, insertion of implantable 

As of March 2015 
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State 
Effective Date Payment Strategy Policy Description Implementation 

 
 
 

 

subdermal contraceptive 
• V2511 Insertion of intrauterine 

contraceptive device 
• V2502 Initiate contraceptive NEC 
• V251 Insertion of IUD  
 
Physician bill on CMS 1500 form using the 
same coding as above and also indicate Place 
of Service: 
• 21 Inpatient hospital setting 
• 22 Outpatient hospital setting 

California 
July 1, 2015 

Reimbursement of LARC General acute care hospitals may 
submit claims for the long-acting 
reversible contraceptive methods 
on an outpatient claim, even when 
treatment is provided on an 
inpatient basis 

Hospital LARC claims should be billed  
using the following Healthcare Common 
Procedure Coding System (HCPCS) codes: 

• J7300 
• J7301 
• J7302 
• J7307 

Colorado 
October 2013 

Temporary system work-
around for 
reimbursement of LARC 
insertion immediately 
postpartum in the 
inpatient hospital setting. 
 
 
 
 

Medicaid Management Information 
System (MMIS) was scheduled for 
an update to the APR DRG1, in 
January 2014 to automatically 
report if a claim includes LARC 
insertion. For a temporary system 
work around: 

• The insertion will be 
reimbursed and paid 
separately from the global 

1.  To receive a LARC payment in addition 
to the APR DRG, the hospital must include 
the ICD-9 and Current Procedural 
Terminology (CPT) codes that are included 
in the Colorado Medical Assistance Program 
Revenue Codes UB04/institutional billing 
form on the same claim as the hospital stay. 
 
2.  The “trigger” for LARC payment will be 
the inclusion of these codes: 

1 3M™ All Patient Refined Diagnosis-Related Group (APR DRG) Classification System for adjusting data for severity of illness (SOI) and risk of mortality 
(ROM). 
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State 
Effective Date Payment Strategy Policy Description Implementation 

 
 
 
 
 
 
 
 
Reimbursements for 
LARCs outside of the 
normal encounter (per 
visit) rate for Rural 
Health Centers (RHCs) 

obstetric fee code. 
• State will cover two LARC 

devices every five years. 
 
 
 
 
 
RHCs may receive reimbursement 
for IUDs and implants used for 
contraceptive purposes in addition 
to their normal encounter rate 
reimbursements. 
 
Federally Qualified Health Centers 
(FQHC) do not receive an 
additional payment for LARCs 
since the FQHC encounter payment 
rates are based on “full-cost” 
reimbursement calculations. 

• V25.11 – encounter for insertion of 
intrauterine contraceptive device; 
and/or 

• V25.13 – encounter for removal and 
reinsertion of intrauterine 
contraceptive device. 

 
 
1. For devices purchased under the 340B 
Program, individual providers and RHCs 
must bill the actual acquisition cost for the 
device. 
 
2.  Reimbursement will be based on the 
actual 340B acquisition cost. For devices not 
purchased through the 340B program, 
reimbursements are the lower of the 
provider’s charges or the rate on the 
Department’s practitioner fee schedule, 
whichever is applicable. 
 
3. Reimbursement is separate from any 
encounter payment the RHC may receive for 
implanting the device. 
 
4. When a LARC is inserted, removed, or 
reinserted during a visit, the practitioner must 
use the appropriate diagnostic code, such as, 
V25.11 or V25.5, and use the family 
planning modifier (FP) on the claim form. 
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State 
Effective Date Payment Strategy Policy Description Implementation 

 
 
 

Georgia 
April 2014 
for practitioner 
reimbursement; 
 
Hospital 
reimbursement 
to begin in 2016 

Reimbursement of LARC 
insertion immediately 
postpartum in the 
inpatient hospital setting. 

1.  Reimburses hospitals and 
practitioners the cost of the LARC 
device outside of the global 
obstetric fee for delivery. 
 
2.  Georgia policy, regardless of 
delivery system (FFS or Managed 
Care Organization (MCO)) defines 
“immediate postpartum” as within 
ten minutes of birth. 
 
3.  Devices should be available in 
the birthing suite to ensure timely 
insertion. 

1.  LARC insertion is considered an add-on 
benefit and is not included in the DRG 
reimbursement process. 
 
2.  Practitioners receive additional 
reimbursement when one of the following 
four devices, indicated by their respective J 
code, is inserted within ten minutes of birth: 

• J7300 
• J7301 
• J7302 
• J7307 

Illinois 
October 2012 
 
 
 
 
 
 
July 2014 
 
 
 
 
 

Contraceptive Devices in 
FQHCs and RHCs 
 
 
 
 
 
 
Dispensing Fee Incentive 
 
 
 
 
 

FQHCs and RHCs may receive 
reimbursement for LARC devices 
(IUDs and single rod implantable 
devices) for contraceptive 
purposes. 
 
 
340B providers may receive a 
dispensing fee add-on when 
dispensing highly-effective 
contraceptives 
 
 
 

1. For devices purchased under the 340B 
Program, the FQHC or RHC must bill the 
actual acquisition cost for the device. 
 
2.  Reimbursement will be based on the 
actual 340B acquisition costs and must 
include modifier “UD” in conjunction with 
the appropriate procedure code. For devices 
not purchased through the 340B program, 
reimbursements are the lower of the 
provider’s charges or the rate on the 
Department’s practitioner fee schedule, 
whichever is applicable. 
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State 
Effective Date Payment Strategy Policy Description Implementation 

 
 
 
 
October 2014 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
July 1, 2015 

 
 
 
 
Increased reimbursement 
for insertion and removal 
of LARC in the 
outpatient setting. 
 
Allowed reimbursement 
for office visit along with 
LARC insertion/removal 
procedure on the same 
day. 
 
Outpatient provider 
office stocking. 
 
 
 
 
 
 
Reimbursement of LARC 
insertion immediately 
postpartum in the 
inpatient setting. 

 
 
 
 
 
1.  Increased reimbursement rate 
for insertion/removal procedures of 
LARC. 
 
2.  Provide reimbursement for 
evaluation/management (E/M) 
visits, where a practitioner and 
beneficiary discuss contraceptive 
options, in addition to same day 
LARC insertion or removal 
procedures.   
 
3.  Pilot program to ensure 
practitioners have sufficient 
devices stocked, with automatic re-
supply as needed. 
 
 
 
Medicaid allows hospitals separate 
reimbursement for the LARC 
device provided immediately 
postpartum in the inpatient hospital 
setting. 

3. Reimbursement is separate from any 
encounter payment the FQHC or RHC may 
receive for implanting the device. 
 
 
1.  When a LARC is inserted, removed, or 
reinserted during a visit, the practitioner uses 
a modifier V25 on the claim along with the 
type of visit: 

• Postpartum visit (CPT 59430) 
• Initial or annual preventive visit (CPT 

99381-99397) 
 
2.  A practitioner must order the device and 
document the insertion procedure in both the 
hospital’s and the practitioner’s medical 
record:  
 
 
3.  The hospital must use its fee-for-service 
National Provider Identifier (NPI) to bill the 
appropriate device or implant (by specific 
National Drug Code (NDC) on the claim. 
 
The hospital must use the appropriate family 
planning ICD-9-CM diagnosis code (or upon 
implementation, ICD-10-CM) on the claim.  

Iowa 
March 2014 

Reimbursement of LARC 
insertion immediately 

1.  Medicaid allows the insertion of 
IUDs and other LARC devices 

1.  Practitioners may bill for the professional 
service associated with insertion of the 
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State 
Effective Date Payment Strategy Policy Description Implementation 

postpartum in the 
hospital setting. 

before the beneficiary leaves the 
hospital following delivery. 
 
2.  Payment for these services is 
allowed for both practitioners and 
hospitals. 

LARC with the appropriate CPT code. 
 
2.  If a practitioner supplies the LARC, the 
practitioner may also bill for the device(s). 
 
3.  When hospitals provide the LARC 
services, the claim must be submitted as an 
outpatient claim, separate from the inpatient 
DRG claim for the delivery.  The outpatient 
claim will be based on the fee schedule for 
the HCPCS Level II procedure code billed.  

Louisiana 
June 2014 

Reimbursement of LARC 
insertion immediately 
postpartum in the 
inpatient hospital setting. 

1.  Hospitals and practitioners are 
reimbursed for LARCs as an add-
on service in addition to their daily 
per diem rate for the inpatient 
hospital stay (DRG rate) or 
professional services rate, 
respectively. 
 
2.  Reimbursement amount is 
determined by: 

• LARC service provided 
(insertion or reinsertion) 

• IUD or non-biodegradable 
drug delivery implant 

• The beneficiary’s age (0 – 
15 years or 16+ years) 

 
 
3.  Medical management, including 
prior authorization and step 

1.  In FFS: Hospitals use the appropriate 
LARC J-code on their hospital stay claim. 

• On a paper claim (CMS 1500) 
“DME” must be written in bold, black 
print on the top of the form. 

• If the hospital bills electronically, the 
837P must be used with the Durable 
Medical Equipment (DME) file 
extension. 

2.  Payment for the LARC is equal to the 
DME fee schedule, and added to the amount 
of the hospital’s per diem payment. 
 
3.  If a LARC device is expelled after 
insertion, the state applies a pre- determined 
cost of reinsertion and replacement device to 
the standard 
DRG or professional services rates. 
 
4.  MCO contracts with the state prohibit 
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State 
Effective Date Payment Strategy Policy Description Implementation 

therapy, are prohibited for LARC 
devices and procedures. 
 
 
 

prior authorization for LARC devices or 
procedures. Further, MCO contracts require 
hospital and practitioner reimbursement for 
LARC devices and procedures at a minimum 
of the FFS fee schedules for the same DME 
or CPT codes, respectively.   

Maryland 
July 2013 
 
 
 
 
 
September 2014 

Contraceptive Devices in 
FQHCs 
 
 
 
 
 
Reimbursement of LARC 
insertion immediately 
postpartum in the 
inpatient setting 

FQHCs are reimbursed for an 
office visit and the acquisition cost 
for one (1) of the three (3) covered  
LARC procedures devices.  
 
 
 
 
LARC devices and insertion 
procedures are reimbursable and 
are separate from the delivery fee 
(Maryland Medicaid does not 
reimburse physicians for “global” 
maternity care services; deliveries 
are billed separately from prenatal 
care). 

Practitioners receive reimbursement for one 
of the three devices, as indicated by their 
respective J code: 

• J7300 
• J7302 
• J7307 

 
1. Maryland Medicaid reimburses for all 
LARCs, including those placed immediately 
postpartum without preauthorization. 
 
2.  Hospitals include the LARC invoice 
separately from the inpatient labor and 
delivery claim using the appropriate claims 
using the appropriate codes and modifiers. 
 

Massachusetts 
October 2014 

Reimbursement of LARC 
insertion immediately 
postpartum in the 
inpatient hospital setting. 
 
Comprehensive LARC 
coverage for outpatient 
practice settings such as 
hospital outpatient 

1.  Hospitals are reimbursed for the 
provision of the LARC device. The 
insertion procedure is reimbursed 
directly through the claim payment, 
while the device is reimbursed 
indirectly as part of the hospital’s 
base rate. The device is reported on 
the annual cost report as a supply, 
and those costs are incorporated 

1.  MassHealth payment methodology 
recently adopted the APR DRG model by 3M 
Health Information Systems, which weights 
every service that is entered on the claim. 
The device is accounted for on the annual 
hospital cost report, and these costs are 
incorporated into the hospital’s overall 
provider base rate. 
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State 
Effective Date Payment Strategy Policy Description Implementation 

departments or family 
planning agencies. 
 
 

into the hospital’s provider base 
rate calculation. 
 
2. Hospital-based practitioners bill 
the professional claim for surgical 
procedure through the hospital. The 
professional claim for hospital-
based providers does not include 
the device. 
 
 
3. Community-based practitioners 
are reimbursed separately for the 
professional service of inserting the 
device as well as the device itself 
(if supplied by the physician) on 
the claim. 

2.  Family planning agencies that participate 
in MassHealth are reimbursed for the LARC 
device and insertion when billed with the 
appropriate code:  
 
11981 - Insertion, non-biodegradable drug 
delivery implant 
11983 - Removal with reinsertion, 
nonbiodegradable drug delivery implant 
58300 - Insertion of intrauterine device (IUD) 
J7301 Levonorgestrel-releasing intrauterine 
contraceptive system, 13.5 mg  
J7302 Levonorgestrel-releasing intrauterine 
contraceptive system, 52 mg  
S4989 Contraceptive intrauterine device, 
including implants and supplies 
3.  The community based practitioner is 
reimbursed separately for the professional 
service of inserting the device as well as for 
the device itself if supplied by the physician.  
Billing is done on a professional claim and 
paid according to a fee schedule. 
 
4.   Regular HCPCS updates to capture new 
device availability  

Montana 
January 2015 

Reimbursement of LARC 
insertion immediately 
postpartum in the 
inpatient hospital setting. 

LARCs inserted at the time of 
delivery are excluded from the PPS 
inpatient APR-DRG group.  
Montana Medicaid is allowing PPS 
hospitals to unbundle the LARC 
device and the insertion from the 
inpatient delivery claim. 

These services can now be billed as an 
outpatient service on a 13X type of bill, and 
will be paid at the OPPS rates. The following 
HCPCS/CPT codes are allowed: 

• J7300  
• J7301  
• J7302  
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State 
Effective Date Payment Strategy Policy Description Implementation 

• J7307 
• 11981 
• 58300  

New Mexico 
2014 

Reimbursement of LARC 
insertion immediately 
postpartum in the 
inpatient hospital setting. 

1. Practitioners receive 
reimbursement for insertion in the 
hospital and for the device if the 
practitioner supplied it. 
 
2. Hospitals are reimbursed for the 
device as a medical supply 
company. 
 
3. Insertion within the same 
surgery as a Cesarean section is 
considered incidental to the 
surgery, and therefore not 
reimbursed.  However, the 
practitioner will still be reimbursed 
for the device. 

1.  Hospitals are reimbursed for the device if: 
• The facility is enrolled in the New 

Mexico Medicaid program as a 
medical supplier (provider type 414); 
a separate NPI is not required. 

• Date of service is the same as the 
DRG date of service. 

• Hospital’s professional claim (837P 
electronic claim or CMS-1500 form) 
is submitted as a medical supply 
company. 

• Claim includes the appropriate 
HCPCS procedure code and NDC 
number for the device. 

• Place of service (POS) code is 21 
(inpatient hospital). 

• The billing taxonomy number for a 
medical supplier appears on the claim 
(typically 332BOOOOOX). 

 
 
2.  Practitioners are reimbursed for the device 
and insertion if: 

• Billed on the same professional claim 
(837P electronic or CMS-1500 paper) 
as the delivery procedure. 

• Claim indicates the device HCPCS 
code and NDC number. 
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State 
Effective Date Payment Strategy Policy Description Implementation 

• Claim indicates procedure CPT codes 
(most likely 58300 or 11981). 

• Claim indicates the POS as 21 
(inpatient hospital). 

New York 
April 2014 

Reimbursement of LARC 
insertion immediately 
postpartum in the 
inpatient hospital setting. 

1.  Reimbursement provided for the 
LARC device and insertion during 
postpartum inpatient hospital stay. 
 
2.  Medicaid will reimburse for the 
replacement of IUDs once every 
five years (Skyla every three years) 
per manufacturer 
recommendations. Reimbursement 
will be provided for an IUD sooner 
than five years if medically 
necessary. 

1.  Hospitals include the LARC invoice 
separately from the inpatient labor and 
delivery claim. 
 
2.  Physicians, midwives, and nurse 
practitioners may submit a separate claim to 
FFS Medicaid for their professional services. 
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State 
Effective Date Payment Strategy Policy Description Implementation 

South Carolina 
March 2012 

Reimbursement of LARC 
insertion immediately 
postpartum in the 
inpatient hospital setting. 
 
Outpatient procedure 
using specialty 
pharmacy. 

1.  Allows reimbursement to the 
practitioner and hospital for 
delivery and all costs associated 
with LARC. 
 
2.  In the outpatient setting, 
practitioners may order a LARC 
device for delivery to the 
practitioner’s office by a specialty 
pharmacy. 
 
3.  Increased LARC reimbursement 
rate to cover slightly more than the 
practitioner’s cost to purchase 
LARC devices to stock in their 
office. 

1.  Inpatient reimbursement guidelines for the 
cost of the LARC in addition to the DRG for 
labor and delivery: 

• Using the HCPCS code. 
• Using device J-codes. 
• Using a family planning modifier on 

the physician claim when billing for 
insertion 

 
2.  Hospitals are reimbursed for the device  
by submitting: 

• The ICD-9 Surgical Code 
• The ICD-9 Diagnosis Codes 
• A UB-04 or Institutional Claim so 

that a gross-level credit adjustment 
can be generated. 

 
3.  Payments to hospitals through FFS: 

• DRG portion of the claim will be paid 
in the regular weekly claims payment 
cycle. 

• The LARC reimbursement will 
process as a gross level credit 
adjustment and will appear on a 
future remittance advice on a monthly 
quarterly basis. 

 
4.  Outpatient reimbursement guidelines for 
the cost of the device: 

• Device can be shipped for a specific 
patient overnight from specialty 
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Effective Date Payment Strategy Policy Description Implementation 

pharmacy. 
• Device billed directly to Medicaid 

FFS or the MCO. 
• The practitioner’s office has 30 days 

to return the unopened device to the 
specialty pharmacy if the device is 
not used for the specific patient for 
which it was ordered. The cost of the 
device is then credited back to 
Medicaid FFS or the MCO. 

 
5.  Reimbursement for LARC through 
MCO’s: 
The LARC policy is a FFS benefit; however, 
provision of LARC is estimated and included 
in the MCO’s per member per month 
(PMPM) rate.  Reimbursement methodology 
may differ between FFS and MCO’s. The 
state currently includes coverage for the 
provision of LARCs in both its contractual 
language and its rate setting methodology 
with the MCO’s. 
MCOs in the state individually contract with 
providers and negotiate their rates; claim 
filing procedures differ based on the MCO. 

Texas Pharmacy reimbursement 1.  Texas Health and Human 1.  State currently contracts with two 
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August 2014 for LARC devices. Services (HHS) allows providers 
the option to prescribe and obtain a 
limited number of LARC products 
from specialty pharmacies and to 
return unused and unopened LARC 
products through a “abandoned unit 
return” program. 
 
2.  Practitioners may continue to 
obtain LARC products, then bill for 
them when they are used under the 
medical benefit. 
 
 

specialty pharmacies to deliver Mirena and 
Skyla to practitioners (Walgreens Specialty 
Pharmacy, LLC and CVS Caremark 
Specialty Pharmacy). 
 
2.  Practitioners continue to bill for the 
insertion of the LARC product. 
 
3.  If the patient was eligible for Medicaid on 
the date of service when the LARC product 
was prescribed and ordered, but the patient is 
no longer eligible for Medicaid, when the 
LARC product is inserted, Medicaid will 
cover the device but will not reimburse for 
the insertion procedure claim. 
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Detailed Payment and Policy Approaches of Three Selected States 
 

 
Below is a more detailed description of the strategies used by three states (Illinois, Louisiana and 
South Carolina) to optimize LARC utilization and illustrate the range of approaches they have 
employed within existing state authorities.  
 
The states were selected based on the range of changes they have implemented and the length of 
experience they have had implementing these innovative approaches.  For example, the state of 
South Carolina was the first state to implement an immediate postpartum payment for LARC 
separate from the labor and delivery Diagnosis-Related Group (DRG) payment.  Since 
establishing the policy, the state has addressed implementation challenges and seen improvement 
in its rates.  These more detailed state examples provide greater insight for states considering 
which options may be most viable to address payment barriers for their Medicaid enrollees. 
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Illinois 
 

Long-Acting Reversible Contraception (LARC) Optimization Strategies 
 
SUMMARY 
 
This document describes payment strategies the Illinois Department of Healthcare and Family 
Services (HFS) incorporated into its Family Planning Action Plan to increase access to safe and 
effective LARC.   
 
BACKGROUND 
 
In 2014, HFS implemented the Family Planning Action Plan to increase access to family 
planning services for Medicaid beneficiaries by: 1) providing comprehensive and continuous 
coverage for family planning services; and 2) aligning policies and reimbursement to providers 
to promote provision of highly effective contraception.1 
 

• In 2010, 52 percent of all pregnancies (128,000) in Illinois were unintended.2 
• Its unintended birth rate was 57 per 1,000 women aged 15-44. 
• This same year, the reported public expenditures for family planning client services in 

Illinois totaled $57 million, of which $40.7 million was paid by Medicaid.3  
• Illinois has the 21st highest pregnancy rate in the nation among adolescents between ages 

15 and 19.   
 

To address the rate of unintended pregnancies, the state Medicaid agency implemented several 
payment strategies to increase access to safe and effective LARC, such as IUDs, in an effort to 
reduce the number of unintended pregnancies.  These strategies are: 1) increased provider 
reimbursement for insertion and removal of LARC in the outpatient practice setting; 2) provide 
reimbursement for an evaluation/management (E/M) visit on the same day as LARC insertion or 
removal procedures; 3) provision for reimbursement of actual LARC acquisition costs under the 
340B program to Federally Qualified Health Centers and Rural Health Centers; provision for 
hospital reimbursement of LARC in addition to the DRG reimbursement for labor and delivery; 
5) increased providers’ 340B federal drug pricing program dispensing fee to encourage providers 
to supply LARC and other highly effective methods; and 6) established statewide Medicaid 
policy for family planning and reproductive health services to improve access to LARC methods.   
 
ILLINOIS MEDICAID REIMBURSEMENT FOR LARC 
 
Effective July 1, 2015, HFS implemented a policy to allow hospitals to receive separate 
reimbursement for LARC devices provided immediately postpartum in the inpatient setting, in 

1 Illinois Department of Healthcare and Family Services (2014). Important family planning policy change 
and payment increases. Retrieved from  http://hfs.illinois.gov/assets/101014n1.pdf.  
2 Guttmacher Institute (2014). State facts about unintended pregnancy: Illinois. Retrieved from 
http://www.guttmacher.org/statecenter/unintended-pregnancy/pdf/IL.pdf . 
3 Sonfield A and Gold RB, Public Funding for Family Planning Sterilization and Abortion Services, FY 1980–2010, 
New York: Guttmacher Institute, 2012, < https://www.guttmacher.org/pubs/Public-Funding-FP-2010.pdf >. 
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addition to the DRG reimbursement for labor and delivery.  Providers not employed by the 
hospital may bill the respective Current Procedural Terminology (CPT) code for LARC insertion 
in addition to the labor and delivery fee.4 
 
Illinois also implemented several other payment strategies that are intended to increase access to 
LARC placement in the outpatient practice setting. 
 
Reimbursement of LARC Procedures in the Outpatient Practice Setting 
 
In October 2014, HFS increased the reimbursement rate for the insertion, removal, and 
reinsertion of IUDs and implants in the outpatient practice setting.5  HFS increased the 
reimbursement rate for implant insertions by 20 percent and doubled the reimbursement rate for 
IUD insertions.  LARC insertion and removal procedures may be reimbursed on the same day as 
evaluation and management visits.  Physicians can receive the increased reimbursement for 
LARC insertion by including the LARC insertion CPT code on their billing form.  Physicians 
can also use the relevant CPT codes to bill for the removal and reinsertion of implants, and 
removal of IUDS. 
 
Federally Qualified Health Centers (FQHC) and Rural Health Center (RHC) 
 
Effective October 13, 2012, FQHCs and RHCs may elect to receive reimbursement for 
implantable contraceptive devices.  To the extent that the implantable contraceptive device was 
purchased under the 340B Drug Pricing Program, the FQHC or RHC must bill the actual 
acquisition cost for the device.  Reimbursement is made at the FQHC or RHC’s actual 340B 
acquisition cost for implantable contraceptive devices purchased through the 340B program.  For 
implantable contraceptive devices not purchased through the 340B program, reimbursement is 
based on the lower of the provider’s charges or the rate on the Department’s practitioner fee 
schedule, whichever is applicable.  Reimbursement for the device is separate from encounter 
payment for related procedures. 
 
Additional Dispensing Fees to Providers 
 
Effective July 2014, HFS increased the dispensing fee add-on payment to $35 for providers who 
dispense highly-effective contraceptives through the 340B federal drug pricing program.  In 
order to receive the additional fee, providers must identify 340B purchased drugs by reporting 
modifier "UD" in conjunction with the appropriate procedure code and actual acquisition cost for 
the birth control method on the claim form. 
 
 
 
 

4 Illinois Department of Healthcare and Family Services (2015). Informational Notice: Hospital Billing and 
Reimbursement for Immediate Postpartum Long-Acting Reversible Contraceptives.  Retrieved from 
http://www.hfs.illinois.gov/html/063015n.html . 
5 Illinois Department of Healthcare and Family Services (2014). Important family planning policy change and 
payment increases. Retrieved from  http://hfs.illinois.gov/assets/101014n1.pdf.  
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Approaches for Managed Care Entities 
 
The state’s actuarially sound rates include reimbursement for LARC devices and clinical 
insertion.  The state’s external quality review organization (EQRO) has developed a family 
planning readiness review tool and reviews the plans’ family planning policies and procedures. 
Additionally, the MCO contract was revised to include language that provider policies/protocols 
shall not present barriers that delay or prevent access, such as prior authorizations or step-therapy 
failure requirements; and that clients should receive education and counseling on all FDA-
approved birth control methods from most effective to least effective, and have the option to 
choose the preferred birth control method that is most appropriate for them.6 
 
Pharmaceutical Pilot Programs in Outpatient Settings 
 
HFS is piloting a new program with Bayer HealthCare (Mirena and Skyla) and Teva 
Pharmaceuticals (Paragard) to make these products available in physician offices without upfront 
physician costs.  This will allow for an inventory of these LARC devices so that they are 
available when a patient returns for a postpartum visit, or at their annual reproductive health 
visit.  If the patient decides she wants to use this type of contraception, it can be inserted 
immediately and the patient will not have to return for a second visit.  This will improve the 
efficiency of this program and should lead to increased use of these devices.  If deemed 
successful, the pharmaceutical companies plan to scale the program to a national level.7 
 
OUTCOMES 
 
While the impact of these payment strategies have not yet been assessed, Illinois expects that 
improved access to contraceptive care for low-income women will result in savings due to a 
decrease in unintended pregnancies and the associated costs. 
  

6 Wheal, L. (2015). Interview with Illinois Medicaid. 
7 Illinois Department of Healthcare and Family Services (2014). Family Planning and Reproductive Health Services. 
Retrieved from http://www.hfs.illinois.gov/assets/062614n1.pdf . 
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Louisiana 
 

Long-Acting Reversible Contraception (LARC) Optimization Strategies 
 
SUMMARY 
 
This document describes a payment strategy the Louisiana Medicaid agency implemented to 
increase access to safe and effective LARC.   
 
BACKGROUND 
 
Prior to June 2014, Louisiana covered LARC devices under the pharmacy benefit.  In the clinical 
setting, the pharmacy reimbursement rate for LARC devices was approximately $300 less than 
what the LARC devices cost; hence, physicians who provided LARC devices in the hospital 
setting suffered financial loss.8  Furthermore, physicians were not reimbursed for 30 percent of 
the LARC devices ordered at the time of consent in the hospital, due to the failure of the patients 
for whom the device was ordered to return for subsequent insertion in the office practice setting.9 
 

• In 2010, 60 percent of all pregnancies (53,000) in Louisiana were unintended. 
• That same year, the reported public expenditures for family planning client services in 

Louisiana totaled $39.3 million; this includes $34.5 million through Medicaid.10 
 
To address the high rate of unintended pregnancies, Louisiana Medicaid initiated a process to 
increase LARC utilization that included: 1) LARC reimbursement for insertion immediately after 
delivery in the inpatient hospital setting; 2) provider education; 3) adjustments in its State Plan 
Amendment (SPA) to allow more flexibility in inpatient and outpatient LARC reimbursement; 
and 4) the inclusion of LARC reimbursement requirements in its MCO contracts. 
 
LOUISIANA MEDICAID REIMBURSEMENT FOR LARC 
  
Effective June 2014, the Louisiana Department of Health and Hospitals implemented a LARC 
reimbursement policy as a central component to reducing the number of unintended pregnancies 
among low-income women.  This policy increases access to LARC placement in the inpatient 
hospital setting immediately after delivery and before the patient is discharged from the facility 
by: 
 

• Allowing hospitals to receive reimbursement for the full cost of five LARC devices 
(Skyla, ParaGard, Nexplanon, Merina, and Norplant) in addition to the DRG that is 
normally paid to hospital.11  Manufacturer wholesale prices are re-evaluated and re-
adjusted annually. 

8 Gee, R. (2014). Interview with Louisiana Medicaid Medical Director. 
9 Gee, R. (2015). Interview with Louisiana Medicaid Medical Director. 
10 Guttmacher Institute (2014). State facts about unintended pregnancy: Louisiana. Retrieved from 
http://www.guttmacher.org/statecenter/unintended-pregnancy/pdf/LA.pdf. 
11 Louisiana Medicaid Management Information System (2015). Louisiana Medicaid professional services 
fee schedule. Retrieved from http://www.lamedicaid.com/provweb1/fee_schedules/FEESCHED.pdf.  
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• Allowing hospitals or physicians receive additional fees for LARC insertion. 
• Eliminating the use of medical management activities, such as prior authorization or step 

therapy, for LARC devices or procedures.12 
 
Hospital Reimbursement of LARC Insertion Immediately Postpartum 
 
The recent changes in Louisiana Medicaid payment policies provide reimbursement to acute care 
hospitals for LARC devices inserted immediately postpartum and prior to discharge.13,14  The 
state is separately reimbursing the hospital both for the cost of the LARC device as well as its 
insertion procedure in order to clearly demonstrate to hospitals that they are fully reimbursed for 
LARC costs according to the Louisiana Medicaid fee schedule for durable medical equipment 
(DME).15 
 
Louisiana MCOs have also supported and willingly adopted coverage and the reimbursement 
policy for postpartum LARC insertion.  The hospital and the provider must submit their claims to 
the MCO for payment.  The reimbursement rates are established by the MCO.16 
 
Practitioner Reimbursement of LARC Insertion 
 
Practitioners who insert a LARC device immediately post-delivery receive separate 
reimbursement for this service as defined in the Professional Services Program.17  In the event 
that a LARC device is expelled after insertion, Louisiana factors the cost of the expulsion into 
the reimbursement and also pays for reinsertion of a new LARC.  Adding the LARC devices to 
the physician schedule rather than just the pharmacy schedule allows the physician to store the 
device in office and not have to provide it to a specific individual.18  
 
Capitated Managed Care Implementation 
 
Louisiana Medicaid is completing a three year transition from a FFS reimbursement model to 
mandatory managed care, which will account for 95 percent of all Medicaid enrollees by 
December 2015.  Based on retrospective data, Louisiana Medicaid negotiates blended capitated 

12 Gee, R. (2015). Interview with Louisiana Medicaid Medical Director. 
13 Hospitals record the appropriate LARC J-code on the paper CMS1500 claim form with “DME” written in bold, 
black print on the top of the form when submitting their claim to the Fiscal Intermediary (FI). When the hospital 
bills electronically, the 837P must be used with the DME file extension. The Louisiana Medicaid DME fee Schedule 
J codes are only intended for use on Inpatient Claims. 
14 Foubister, V. (2013). Case study: Louisiana’s poor rankings make improving birth outcomes a state imperative. 
Quality Matters. Retrieved from http://www.commonwealthfund.org/publications/newsletters/quality-
matters/2013/february-march/case-study.  
15 Louisiana Department of Health and Hospitals (2014). Long acting reversible contraceptives (LARCs) 
for inpatient hospitals. Retrieved from 
http://dhh.louisiana.gov/assets/docs/BayouHealth/HealthPlanAdvisories/2014/HPA14-9.pdf.  
16 Gee, R. (2014). Interview with Louisiana Medicaid Medical Director. 
17 Practitioners include the LARC insertion code with the family planning modifier on their billing form 
(CMS 1500 or electronic equivalent). The reimbursement is dependent on the LARC service provided and the 
patient’s age. The global CPT codes include: 11981 - Insertion, non-biodegradable drug delivery implant; and 58300 
- Insertion of intrauterine device (IUD). 
18 Gee, R. (2015). Interview with Louisiana Medicaid Medical Director. 
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per member per month (PMPM) fees to account for projected LARC insertions.  MCO contracts 
require hospital and practitioner reimbursement for LARC devices and procedures at a minimum 
of the FFS fee schedules for the same DME or CPT codes, respectively.  In addition, the MCOs 
are not permitted to require prior authorization for LARC devices or procedures. 
 
All five Louisiana Medicaid MCOs voluntarily adopted the LARC reimbursement strategy.  The 
MCO contracts contain a requirement for developing birth outcomes quality improvement 
programs that align with the state’s goals, and a one percent withhold of MCO administrative 
fees to fund shared savings-based pay for performance (P4P) incentives.  These provide clear 
boundaries and predictable revenues that allow MCOs maximum flexibility in their interactions 
with their network providers and the incentives they offer providers and/or patients. 
 
The Louisiana Medicaid agency achieved the legal authority to require MCOs to fully participate 
in LARC quality improvement efforts in four phases: 

1. Applied non-payment strategies such as provider and MCO education and outreach to 
establish expectations for MCO performance; 

2. Presented a compelling case for the political support needed to establish birth outcomes 
as the state’s highest health priority; 

3. Submitted a SPA to include LARC utilization payment policies as a strategy to improve 
birth outcomes; and 

4. Aligned MCO contractual requirements with state Medicaid FFS payment strategies to 
increase LARC utilization.19 

 
ANTICIPATED OUTCOMES 
 
Changes to reimbursement of LARC devices and procedures in the hospital were initiated in 
2014.  The Louisiana Medicaid Medical Director reports that due to these payment policy 
changes, voluntary election of LARC insertions increased from nine percent (7,000) of all child-
bearing aged enrollees in 2013 to 11 percent (10,000) in 2014. 
 
 

19 Gee, R. (2015). Interview with Louisiana Medicaid Medical Director. 
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South Carolina 
 

Long-Acting Reversible Contraception (LARC) Optimization Strategies 
 
SUMMARY 
 
The South Carolina Birth Outcomes Initiative (SCBOI) launched in July 2011 to improve 
maternal and infant health outcomes and to reduce Medicaid costs.  The SCBOI has supported 
the development and implementation of a LARC payment policy, which is a central component 
of South Carolina’s effort to reduce the number of unintended pregnancies among low-income 
women and at-risk adolescents.  
 
BACKGROUND 
 
Low-income women of childbearing age who are sexually active with limited access to effective 
contraception and family planning services are likely to have unintended pregnancies and 
increase Medicaid spending.30   
 

• In 2010, public expenditures for family planning services in South Carolina totaled $33.7 
million, including $25 million paid by Medicaid.31 

• In 2011, South Carolina ranked as the 12th highest state in teen pregnancy.32 
• Only 50% of Medicaid-covered postpartum women in South Carolina attend the 

postpartum visit. 
To address this problem, South Carolina Department of Health and Human Services (SCDHHS) 
leveraged their Birth Outcome Initiative (BOI), an active collaborative of hospitals, providers, 
and policymakers, to increase LARC placements through changes to existing payment policies.  
Payment policy changes included 1) increased reimbursement for LARC devices; 2) 
reimbursement of LARC insertion immediately postpartum; and 3) supply management through 
the pharmacy benefit. 
 
SOUTH CAROLINA MEDICAID REIMBURSEMENT FOR LARC 
 
The selected payment strategies are intended to increase access to LARC placement in both the 
inpatient hospital setting as well as the outpatient practice setting.  Key elements of the 
reimbursement strategy include: 
 

• Funding the full costs of four LARC devices (Skyla, ParaGard, Nexplanon, and Mirena). 
 

30 Guttmacher Institute (2014). State facts about unintended pregnancy: South Carolina. Retrieved from 
http://www.guttmacher.org/statecenter/unintended-pregnancy/SC.html.  
31 Sonfield A and Kost K, Public Costs from Unintended Pregnancies and the Role of Public Insurance Programs in 
Paying for Pregnancy-Related Care: National and State Estimates for 2010, New York: Guttmacher Institute, 2015, 
<http://www.guttmacher.org/pubs/public-costs-of-UP-2010.pdf>, 
32 U.S. Department of Health and Human Services Office of Adolescent Health (2014). South Carolina 
adolescent reproductive health facts. Retrieved from http://www.hhs.gov/ash/oah/adolescent-health-
topics/reproductive-health/states/sc.html#.  
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• Providing additional fees for insertion, device, and removal (if medically necessary) in 

addition to the DRG fee that is paid to hospital. 
• Eliminating prior-authorization or step therapy requirements for LARC procedures. 

 
Reimbursement of LARC Insertion Immediately Postpartum in the Hospital 
 
In March 2012, the South Carolina became the first state in the country to change its 
reimbursement policy in order to increase LARC placement immediately after delivery and prior 
to hospital discharge.33  Prior to that time, hospitals were not incentivized to perform this 
procedure due to the lack of payment for this activity (beyond the existing DRG payment).  
South Carolina’s Medicaid program now reimburses hospitals the cost of the LARC device as 
well as payment to the physician for its insertion immediately post-delivery.  This LARC 
reimbursement is provided in addition to any other payments for maternity related services. 
 
Hospitals receive this increased payment through a quarterly adjustment for prior month’s claims 
(credit adjustment).  To receive reimbursement for the LARC device itself, hospitals must 
include on each Uniform Billing (UB-04) claim for delivery services the Healthcare Common 
Procedure Coding System (HCPCS) code that represents the device. As well as the International 
Classification of Diseases (ICD-9) Surgical and Diagnosis Codes that best describe the service 
delivered. 
 
Physicians may also receive reimbursement for immediate post-delivery LARC insertion by 
including on their billing form (CMS 1500 or electronic equivalent) the LARC insertion code 
with the family planning modifier. 
 
After the first year of implementation, South Carolina Medicaid learned that hospitals were not 
receiving the additional LARC payments; further implementation guidance and system changes 
were needed.  In the second year of implementation, all Medicaid providers received specific 
billing instructions identifying how to capture appropriate reimbursement for all fees covered by 
the payment policy.  By the third year of implementation, providers were receiving appropriate 
reimbursement, including retrospective payments that previously had not been billed or 
processed accurately.34 
 
These new payments reimburse all costs and clinical efforts associated with LARC placement 
and promote a highly cost-effective, preventive health practice.  However, payment alone is not 
sufficient to ensure LARC placements.  This strategy also requires continued collaboration with 
MCOs, hospitals, and physicians to ensure that all stakeholders understand the purpose of these 
increased payments and the impact LARC will have on reducing unintended pregnancies and 
Medicaid costs. 
 
Reimbursement of LARC Insertion in the Outpatient Practice Setting 
 

33 Health Management Associates (2013). Medicaid reimbursement for immediate post-partum LARC. 
Retrieved from https://www.acog.org/~/media/Departments/LARC/HMAPostpartumReimbursmentResource.pdf.  
34 Giese, M. (2015). Interview with SCDHHS Director of Birth Outcomes Initiative. 
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SCDHHS also addressed the initial costs to providers for stocking LARC devices in its SCBOI 
“specialty benefit” in the spring of 2014.  The new payment policy allows a physician to order a  
LARC device for a specific Medicaid recipient which is shipped to the physician’s office by a 
specialty pharmacy which is designated by either the state Medicaid agency’s Pharmacy Benefit 
Manager or by the individual MCO’s.  The device can be shipped overnight and is billed directly 
to Medicaid FFS or the MCO so that the physician does not incur the initial cost of the device.  
The physician’s office has 30 days to insert the LARC for the specific patient for which it was 
ordered and bill Medicaid the insertion fee only, or to return the unopened device to the specialty 
pharmacy if the device is not used.  The cost of the device is then credited back to Medicaid or 
the MCO.   
 
Capitated Managed Care Implementation 
 
Managed care enrollment is mandatory in South Carolina.  As a result, approximately 90 percent 
of all Medicaid births are covered by the six fully capitated MCOs.  Although the Medicaid 
agency did not require its capitated MCOs to adopt this payment policy, all six of them did so 
voluntarily. 
 
In the first year of implementation of the policy, South Carolina did not develop a payment 
mechanism specifically for the MCOs to provide this service.  Instead, the additional fees 
associated with LARC payments were prospectively estimated and included in the actuarially 
sound MCO per member per month (PMPM) rate. The MCO then provides the additional 
payments to the clinicians in the MCO’s network through their negotiated contractual rates.  It is 
not possible to compare the differences in LARC utilization between the MCO and FFS 
populations (90 percent and 10 percent, respectively). 
 
The MCOs use their regular claims processing cycles to pay for these LARC services and don’t 
have a special process like FFS Medicaid, which was described earlier.  
 
OUTCOMES 
 
As noted above, South Carolina initiated changes to the reimbursement of LARC devices and 
procedures in the hospital setting in March 2012 and issued a clarification bulletin for billing in 
2013 which allowed for appropriate claims payment dating back to the inception of the policy.  
Although the impact of both of these policy changes has not yet been fully evaluated, South 
Carolina has documented that their rate of voluntary election of inpatient insertions has gone 
from approximately 0% to 16%.  South Carolina also has seen a 110% increase in inpatient 
LARC utilization between FY2013 through FY 2015.   
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Question: How should the Coverage Guidance on the timing of Long-Acting Reversible 
Contraceptives (LARC) be applied to the Prioritized List? 
 
Question source: Evidence-based Guidelines Subcommittee, HERC Staff 
 
Issue: EbGS has approved a draft coverage guidance addressing LARC inserted 
immediately postpartum and postabortion.  In developing the Coverage Guidance, EbGS 
realized that there are significant administrative barriers to implementation.  A letter 
has been developed to accompany the Coverage Guidance that addresses some of these 
barriers, and includes a summary of solutions that other states around the US have 
developed to resolve those barriers. 
 
Prioritized List Status: 
Line: 6 
Condition: REPRODUCTIVE SERVICES (See Guideline Notes 64,65,68) 
Treatment: CONTRACEPTION MANAGEMENT; STERILIZATION 
ICD-10: Z30.011-Z30.9,Z31.61-Z31.69,Z39.2 
CPT: 11976,11981-11983,55250,55450,57170,58300,58301,58340,58565,58600-
58615,58670,58671,74740,98966- 
98969,99051,99060,99070,99078,99184,99201-99239,99281-99285,99291-
99404,99408-99416,99429-99449, 
99468-99480,99487-99498,99605-99607 
HCPCS: G0396,G0397,G0406-G0408,G0425-
G0427,G0463,G0466,G0467,S4981,S4989,T1015 
 
 

Code Code Description Line Placement 

58300 Insertion of intrauterine device (IUD) 6 Reproductive services 
195 Cancer of breast, at high risk of breast 
cancer 
426 Menstrual bleeding disorders 
473 Gonadal dysfunction, menopausal 
management 

58301 Removal of intrauterine device (IUD) 6 Reproductive services 
195 Cancer of breast, at high risk of breast 
cancer 
290 Complications of a procedure always 
requiring treatment 
426 Menstrual bleeding disorders 
428 Complications of a procedure usually 
requiring treatment 
473 Gonadal dysfunction, menopausal 
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Code Code Description Line Placement 

management 

11981 Insertion, non-biodegradable drug 
delivery implant 

6 Reproductive services 
191 Cushing's syndrome; 
hyperaldosteronism, other corticoadrenal 
overactivity, medulloadrenal hyperfunction   

11982 Removal, non-biodegradable drug 
delivery implant 

6, 191, 290, 428  

11983 Removal with reinsertion, non-
biodegradable drug delivery implant 

6,191,428 

 
 
Additional policy framework 
CMS letter to states, 2016 

 Letter provides guidance on family planning services provided under both fee-
for-service and managed care delivery systems; clarifies the purpose of the 
family planning visit; offers strategies to reduce barriers to receiving family 
planning services and supplies; and suggests ways to increase access to 
contraceptive methods. 

 “CMS is committed to assuring that all Medicaid beneficiaries have access to and 
receive vital family planning services and supplies without limitations on their 
choice of provider or their choice of contraception method.” 

 
CMS Informational Bulletin, 2016 

A. State Medicaid Payment Strategies to Optimize LARC Utilization 
 

1. Provide timely, patient centered comprehensive coverage for the provision of 
contraceptive services (e.g., contraception counseling; insertion, removal, 
replacement, or reinsertion of LARC or other contraceptive devices) for women 
of child-bearing age.  
2. Raising payment rates to providers for LARC or other contraceptive devices in 
order to ensure that providers offer the full range of contraceptive methods.  
3. Reimbursing for immediate postpartum insertion of LARC by unbundling 
payment for LARC from other labor and delivery services.  
4. Removing logistical barriers for supply management of LARC devices (e.g., 
addressing supply chain, acquisition, stocking cost and disposal cost issues).  
5. Removing administrative barriers for provision of LARC (e.g., allowing for 
billing office visits and LARC procedures on the same day; removing 
preauthorization requirements).  
 

B. State specific strategies listed on pages 4-16 
 
HERC letter to Medical Directors 
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See attached 
 
HERC STAFF RECOMMENDATIONS:  

1) Add a guideline note: 
 
 GUIDELINE NOTE XXX LONG-ACTING REVERSIBLE CONTRACEPTIVE (LARC)  

PLACEMENT 
 Line 6 

Long-acting reversible contraceptives (implant or intrauterine device) are 
included on Line 6 in all settings, including (but not limited to) immediately 
postpartum and postabortion. 

 
The development of this guideline note was informed by a HERC coverage 
guidance. See http://www.oregon.gov/oha/herc/Pages/blog-long-acting-
reversible-contraceptives.aspx. 

 
 

http://www.oregon.gov/oha/herc/Pages/blog-long-acting-reversible-contraceptives.aspx
http://www.oregon.gov/oha/herc/Pages/blog-long-acting-reversible-contraceptives.aspx
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2 Center For Evidence-based Policy

Background – LARC

• Long-Acting Reversible Contraception (LARC)

– Intrauterine devices (IUDs)

– Subdermal implants

• LARC is 20 times more effective at preventing 
pregnancy than pills, patches, or rings

• LARC use is safe for the majority of women

• Use of LARC in the U.S. is limited, but growing rapidly
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Background – LARC

• IUD

– Various devices hormonal and non-hormonal options

– Effective from 3 years up to 10 years or more

– Risks: infection (0-5%), device expulsion (3-5%), uterine 
perforation (<1%)

• Implants

– Etonogestrel-releasing implant that is injected under the 
skin, typically upper arm, for 3 years

– <1 in a 100 women become pregnant in the first year after 
insertion (0.05%)

– Risks are uncommon but include infection, bruising, 
hematoma, difficult removal



4 Center For Evidence-based Policy

Background-LARC

• Regional and statewide initiatives to expand LARC 
access demonstrate lower rates of

– Unintended pregnancy

– Teen pregnancy

– High risk births

– Abortion
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Background – LARC

• Colorado Family Planning Initiative

– Placed stocks of LARC in Title X-funded clinics and trained 
providers

– Offered no-cost contraception, including LARC

– In participating counties, use of LARC increased among 15 
to 24 year old women from 5% to 19%

– Fertility rates in following 2 years decreased from expected 
based on historical trends
• 15-19 year olds: 29% decrease

• 20-24 year olds: 14% decrease 
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Background – LARC

• Women may be motivated to receive contraception 
immediately postpartum and postabortion 

• Return to ovulation occurs quickly

• Rates of attendance at 6-week postpartum visits

– 76% of privately insured

– 62% of publicly insured 

• Rate of attendance at a postabortion follow-up visit

– 25%-68%
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Background – LARC

• Barriers to immediate postpartum or postabortion LARC

– High initial cost compared to shorter acting contraceptives

– Costs limit having stock-in-hand

– Reimbursement varies by insurer and state

– Billing and coding for device during an inpatient delivery stay

• Global delivery DRG

– Providers need training for postpartum insertion of IUDs
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Scope Statement

• Population: Women in the postpartum or 
postabortion period who desire contraception

• Intervention: Offering immediate postpartum or 
postabortion placement LARC

• Comparator: Offering immediate non-LARC forms of 
contraception, scheduling delayed LARC placement, 
delaying discussion of options until 6 weeks 
postpartum or postabortion
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Scope Statement

• Outcomes:

– Unintended pregnancies (critical)

– Abortions (critical)

– Presence of LARC at one year (important)

– Need for alternate/replacement contraception (important)

– Harms (important)



10 Center For Evidence-based Policy

Scope Statement

Key Questions

1. What is the comparative effectiveness of offering immediate 
postpartum or postabortion placement of a LARC?

2. What are the harms of immediate postpartum or postabortion 
placement of a LARC?

Contextual Questions

1. What payer and provider practices and policies promote 
effective use of LARC?
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Evidence Sources

• Identified 2 Cochrane systematic reviews on IUDs

– Lopez et al. (2015): use of IUDs in the immediate 
postpartum period

– Okusanya et al. (2014): use of IUDs in the immediate 
postabortion period

• Medline search for new RCTs

– Levi et al. (2015): use of IUDs in the immediate postpartum, 
post-cesarean period 
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Evidence Limitations

• Postpartum and postabortion insertion of IUDs

– Small RCTs, short time periods (6 month follow up)

– Attrition rates following delivery or abortion higher in real-
life than RCTs

– No evidence on incidence of abortion in follow up

• Postpartum and postabortion use of hormonal 
implants

– No SR or RCT identified
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Evidence Review 

• Unintended pregnancy (critical outcome)

– Postabortion (Okusanya SR)
• Meta-analysis of three RCTs involving 878 patients 

• Three-fold increase in pregnancy for those randomized to delayed 
insertion (3/406 vs 11/472)

• Results not statistically significant (RR 0.37; 95% CI 0.12-1.14)

• 8 pregnancies in women not receiving an IUD, 1 device expulsed

– Postpartum (Lopez SR)
• Two RCTs involving 192 patients

• No pregnancies reported in either group

• Abortion (critical outcome)

– No evidence found
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Evidence Review 

• Presence of LARC at 6 months (important outcome)

– Postabortion IUD (Okusanya SR)
• Use of IUD at six months was higher for those randomized to 

immediate postabortion placement (65.0% vs. 46.4%)

• Results were statistically significant (RR 1.40; 95% CI 1.24-1.58)

– Postpartum IUD (Lopez SR)
• Meta-analysis of four RCTs involving 243 patients

• Use of IUD at six months was higher for those randomized to 
immediate postpartum insertion (80.8% vs. 67.4%)

• Results were statistically significant (OR 2.04, 95% CI 1.10-4.09)
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Evidence Review 

• Need for alternate/replacement (important outcome)

– Postabortion: expulsion of IUD (Okusanya SR)
• Expulsions by 6 months were more common in those randomized to 

immediate insertion (4.4% vs. 1.6%)

• Results were statistically significant (RR 2.64; 95% CI 1.16-6.0)

– Postabortion: removal of IUD (Okusanya SR)
• IUD removal rates at six months were slightly higher but not 

statistically significantly different for immediate postabortion 
placement vs. delayed insertion (5.6% vs. 2.8%); RR 2.01; 95% CI 0.99-
4.06

• Rates of removal were similar when comparing women in each group 
who actually received an IUD (5% vs. 6%; 1 RCT, n=575)
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Evidence Review 

• Need for alternate/replacement contraception 
(important outcome)

– Postpartum: expulsion of IUD (Lopez SR)
• Meta-analysis of four studies involving 210 patients

• Rates of IUD expulsion in the following six months were higher for 
immediate placement (16.8% vs. 3.1%)

• Results were statistically significant (OR 4.89; 95% CI 1.47-16.32)

• Even with expulsions, women allocated to immediate insertion 
were more likely to have an effective LARC in place at six months
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Evidence Review 

• Need for alternate/replacement contraception 
(important outcome)

– Postpartum (Levi RCT)
• Four expulsions in women allocated to immediate placement, all 

within the first three weeks postpartum; three replaced their IUDs 
following expulsion

• In women allocated to delayed placement, one experienced an 
expulsion and did not opt for replacement

• No statistical analysis was provided
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Evidence Review 

• Harms (important outcome)

– Postabortion (Okusanya SR)
• One RCT involving 575 patients

• No uterine perforations were observed in women randomized to 
immediate or delayed IUD insertion following first trimester 
abortion

• Genital tract infections were similar for immediate and delayed 
insertion (OR 1.00; 95% CI 0.32-3.14)

– Postpartum (Lopez SR)
• Four RCTs involving 243 Patients

• Genital tract infections rare: Two studies reported no genital 
infections in either group; two studies reported one infection in 
each group
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Evidence Summary

• Immediate postabortion IUD insertion 

– Associated with greater IUD use and equivalent or fewer 
pregnancies in 6 months with similar rates of infection 
(moderate certainty)

– Women with immediate IUD insertion experience statistically 
increased expulsion rates (moderate certainty)
• However, while statistically different, both expulsion rates are under 

the reported expulsion rate for routine outpatient placement (5-10%)

– Equivalent perforation risk (very low certainty)
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Evidence Summary

• Immediate postpartum IUD insertion

– Associated with greater IUD use at 6 months (moderate 
certainty)

– Expulsion rates are greater following immediate postpartum 
insertion (moderate certainty), yet most of these women opt 
for replacement (very low certainty)

– Unintended pregnancy rates are similar (low certainty)

– Equivalent infection rates (very low certainty)
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Evidence Summary

• Hormonal Implants

– No systematic reviews or RCTs were identified addressing 
immediate postpartum or postabortion implant use
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Guidelines

• American Congress of Obstetricians and Gynecologists (ACOG) 
recommends offering LARC at the time of delivery, abortion, or 
dilation and curettage for miscarriage (reaffirmed 2015)

• ACOG has same recommendation for adolescents (reaffirmed 
2014)

• American Academy of Pediatrics (AAP) recommends 
pediatricians counsel adolescents on contraception in order of 
efficacy, starting with the most effective methods (i.e., LARC)

• AAP encourages offering LARC to postpartum teens in the 
immediate postpartum period, including while still in the 
hospital
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Policy Landscape

• Federal law requires coverage of an option in each category of 
birth control for most commercial health insurance plans and 
Medicaid Alternative Benefit Plans

• Informational Bulletin from Center for Medicaid and CHIP 
Services (April 2016) highlights state efforts to improve access 
to LARC, featuring these strategies:
– Provide timely, comprehensive contraception coverage

– Raise payment rates for LARC

– Reimburse for immediate postpartum LARC

– Remove logistical barriers to managing supply of LARC

– Remove administrative barriers for LARC provision

https://www.medicaid.gov/federal-policy-guidance/downloads/CIB040816.pdf

https://www.medicaid.gov/federal-policy-guidance/downloads/CIB040816.pdf
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Policy Landscape – State Medicaid

• Oregon has no specific guidance about the use of LARC in the 
immediate postpartum period
– The Oregon Health Plan and CCARE, Oregon’s Medicaid family planning 

waiver, will cover the provision of an immediate postabortion LARC 
device

• Medicaid agencies in 17 states and the District of Columbia 
have policies providing reimbursement for LARC in the 
inpatient postpartum setting

– For example, Washington Medicaid reimburses professional 
services for immediate postpartum LARC insertion if billed 
separately from global obstetric procedure codes
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Public Comment

• Received 25 comments, all in support of the draft coverage 
guidance

• Commenter referenced American Academy of Family 
Physicians (AAFP) guidelines that support reimbursing for 
postpartum placement, separate from the global delivery fee 
(added to guidelines section)

• 9 commenters thought that Citizen/Alien Waived Emergent 
Medical (CAWEM) care populations should have such coverage

• Concern about coverage of LARC removal for women who are 
uninsured or have limited benefits (added to discussion of 
Contextual Questions)
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HERC Coverage Guidance

Immediate postpartum and postabortion placement of 
a long-acting reversible contraceptive (LARC) (implant or 
intrauterine device) is recommended for coverage 
(strong recommendation). 



DEPARTMENT OF HEALTH & HUMAN SERVICES 
Centers for Medicare & Medicaid Services 
7500 Security Boulevard, Mail Stop S2-26-12 
Baltimore, Maryland   21244-1850 
 

SHO # 16-008 
 

Re: Medicaid Family Planning Services 
and Supplies 

June 14, 2016 
 
Dear State Health Official:  
 
The purpose of this letter is to clarify previous guidance on the delivery of family planning 
services and supplies to all Medicaid beneficiaries, as well as to highlight approaches states may 
take to ensure timely access to this benefit.  Specifically, this letter provides guidance on family 
planning services provided under both fee-for-service and managed care delivery systems; 
clarifies the purpose of the family planning visit; offers strategies to reduce barriers to receiving 
family planning services and supplies; and suggests ways to increase access to contraceptive 
methods.  The guidance in this letter is effective immediately.   
 
Background  
 
Under section 1905(a)(4)(C) of the Social Security Act (the Act), family planning services and 
supplies must be included in the standard Medicaid benefit package and in alternative benefit 
plans (ABPs).  The mandatory family planning benefit provides coverage for services and 
supplies to prevent or delay pregnancy and may include: education and counseling in the method 
of contraception desired or currently in use by the individual, a medical visit to change the 
method of contraception, and (at the state’s option) infertility treatment.  For expenditures for 
family planning services and supplies, states receive an enhanced Federal Financial Participation 
(FFP) of 90 percent. 
 
In addition, section 1902(a)(10)(G) of the Act, as amended by section 2303(a)(3) of the 
Affordable Care Act, added an optional family planning eligibility group.  While full benefit 
Medicaid eligible individuals receive a wide array of care under other Medicaid coverage 
categories, individuals in this optional eligibility group are covered only for family planning 
services and family planning related services.  Family planning related services are medical, 
diagnostic, and treatment services provided pursuant to a family planning visit that address an 
individual’s medical condition and may be provided for a variety of reasons including, but not 
limited to: treatment of medical conditions routinely diagnosed during a family planning visit, 
such as treatment for urinary tract infections or sexually transmitted infection; preventive 
services routinely provided during a family planning visit, such as the HPV vaccine; or treatment 
of a major medical complication resulting from a family planning visit.  Expenditures for family 
planning related services are matched at the states’ regular Federal Medical Assistance 
Percentage (FMAP).  The clarifications in this letter supplement all earlier guidance.   
 
The Centers for Medicare & Medicaid Services (CMS) issued a State Medicaid Directors letter 
on July 2, 2010 (SMDL #10-013), which provided guidance on the new optional family planning 
state plan eligibility group created by section 2303 of the Affordable Care Act. In a subsequent 
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letter issued on April 16, 2014 (SMDL #14-003), CMS provided additional clarification on 
coverage of family planning-related services provided to individuals eligible under the new 
optional family planning state plan group.   
 
Applying Family Planning Policy to Fee-for-Service and Managed Care 
 
In accordance with section 1902(a)(23)(B) of the Act, an individual has free choice of a family 
planning provider regardless of the state’s delivery system (i.e., fee-for-service or managed care) 
and cannot be required to obtain a referral prior to choosing a provider for family planning 
services.  In managed care, enrollees can select any qualified family planning provider from in- 
network or out-of-network without referral.  
 
In addition to a beneficiary’s free choice of provider, beneficiaries are free to choose the method 
of family planning as provided for in 42 C.F.R. § 441.20.  States must provide that individuals 
are free from coercion or mental pressure and free to choose the method of family planning to be 
used.  States cannot have requirements that would place an undue burden, coercion, or mental 
pressure that would impinge on access to family planning services.   
 
While states and managed care plans have the ability to apply medical necessity or utilization 
control criteria for a beneficiary’s request for family planning services, such processes cannot 
interfere with a beneficiary’s freedom to choose the method of family planning or the services or 
counseling associated with choosing the method. For example, a state or managed care plan 
cannot require that a particular method be used first (e.g., step therapy) or have in place policies 
that restrict a change in method (which may involve removal of an implanted or inserted 
method). The only permissible prior authorization requirement would be the determination that 
the method is medically necessary and appropriate for the individual, using criteria that may 
include considerations such as severity of side effects, clinical effectiveness, differences in 
permanence and reversibility of contraceptives, and ability to adhere to the appropriate use of the 
item or service.  States and managed care plans should avoid practices that delay the provision of 
a preferred method or that impose medically inappropriate quantity limits, such as allowing only 
one long acting reversible contraceptive (LARC) insertion every five years, even when an earlier 
LARC was expelled or removed.  To the extent that states elect to employ utilization practices, 
they should pursue only those practices that ensure beneficiaries choice in family planning 
providers and method of contraception.   
 
Clarification of the Purpose of the Family Planning Visit  
 
CMS is clarifying that, when family planning services and supplies are delivered during a 
medical visit in which family planning and non-family planning services are furnished, 
expenditures for such family planning services and supplies are eligible for 90 percent FFP.  
Therefore, if an individual presents at a medical visit for any reason, such as an annual physical 
exam, and obtains a family planning service or supply for a family planning purpose during that 
visit, an expenditure for the family planning service or supply, if properly identified on the claim, 
is eligible for the 90 percent FFP.  The family planning purpose must be for the purpose of 
preventing or delaying pregnancy (or at the state’s option, for treating infertility).  In order for 
the state to claim the 90 percent FFP for that family planning service, states must ensure that 
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provider claims are appropriately documented to reflect the provision of family planning services 
and supplies.  
 
Assuring Access to Family Planning Services and Supplies 
 
Coverage of specific family planning services and supplies is one key to ensuring access to 
family planning for Medicaid beneficiaries.  However, family planning benefit requirements 
differ depending on whether a beneficiary has coverage under the traditional state plan benefit 
package or under an Alternative Benefit Plan (ABP.)1   In general, ABPs allow states flexibility 
in defining benefit packages that are different from the Medicaid state plan.  ABPs must include 
all Essential Health Benefits (EHBs).  Under the Preventive Services EHB category, coverage 
must include all U.S. Food and Drug Administration (FDA) approved methods of contraception 
prescribed for women by a health care practitioner.  ABPs must cover at least one form of 
contraception within each method approved by the FDA.  For a list of approved methods, see 
FDA Office of Women’s Health Birth Control Guide available at 
http://www.fda.gov/downloads/ForConsumers/ByAudience/ForWomen/FreePublications/UCM3
56451.pdf.    
 
For Medicaid beneficiaries whose coverage is governed by the state plan rather than the ABP’s, 
states may determine the specific services and supplies that will be covered as Medicaid family 
planning services and supplies so long as those services are sufficient in amount, duration, and 
scope to reasonably achieve the purpose of preventing or delaying pregnancy and permit 
beneficiary choice of the method of family planning.  Although it is not required, CMS 
recommends that states cover all FDA-identified contraceptive methods for beneficiaries, 
including both prescription and non-prescription methods.  Because not all forms of 
contraception are appropriate for all beneficiaries, in the absence of contraindications, patient 
choice and efficacy should be the principal factors used in choosing one method of contraception 
over another.  One pathway for states to accomplish this would be to align ABP and state plan 
coverage for these services.  
 
Under both ABP and state plan coverage, whether provided through a fee-for-service or a 
managed care delivery system, family planning services and supplies, including contraceptives 
and pharmaceuticals, must be provided without cost sharing pursuant to 42 C.F.R.  
§447.56(a)(2)(ii) and 42 C.F.R.  §438.108.  Additionally, existing timely claims payment 
provisions specified in 42 C.F.R.  §447.45 and §447.46 apply to claims for family planning 
services and supplies.  For managed care plans, these provisions apply to claims from in-network 
and out-of-network providers, unless a mutually agreed to alternative payment schedule is in 
place.  
 
Other confidentiality requirements protect individuals seeking family planning services.  State 
Medicaid programs and managed care plans are “covered entities” under the Health Insurance 
Portability and Accountability Act (HIPAA) Privacy Rule.  Under 45 C.F.R.  §164.522(b)(ii), the 

                                                 
1 States are required to provide Medicaid benefits through an ABP for the Medicaid expansion population.  The state 
has the option of providing benefits through an ABP for other populations, otherwise individuals receive traditional 
state plan benefits. 
 

http://www.fda.gov/downloads/ForConsumers/ByAudience/ForWomen/FreePublications/UCM356451.pdf
http://www.fda.gov/downloads/ForConsumers/ByAudience/ForWomen/FreePublications/UCM356451.pdf
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state Medicaid program and managed care plans must accommodate a beneficiary’s reasonable 
request to receive communications, including explanation of benefits, by alternative means or at 
an alternative location when the individual clearly states that disclosure could endanger the 
individual.  For example, a beneficiary may request that a plan communicate with her/him via 
cell phone instead of paper mail.  States and managed care plans are responsible for ensuring that 
beneficiaries are informed of this option. In addition, under 45 C.F.R. §164.522(b)(i), health care 
providers must accommodate an individual’s reasonable request for alternative means of 
communication in all circumstances.  All states and Medicaid managed care plans (and health 
care providers) should already be ensuring confidentiality as part of their compliance with the 
HIPAA Privacy Rule.   
 
Strategies for Improving Access to Long Acting Reversible Contraceptives (LARCs) 
 
LARCs, including IUDs and contraceptive implants, are an extremely effective form of 
contraception.  LARCs are administered by physicians and other providers who may administer 
them within their scope of practice.  LARCs may also be cost effective (and when expenditures 
are federally matched at the 90 percent rate, the costs to states are extremely low).  For Medicaid 
eligible individuals, reimbursement to providers for LARCs should be reasonable and must 
include not only the insertion and removal of the LARC, but also the LARC itself, even if the 
service and device are billed and paid separately.  CMS issued an informational bulletin on April 
8, 2016, highlighting emerging payment approaches that several state Medicaid agencies have 
used to optimize access to and use of LARCs.2  
 
States may cover LARCs through their pharmacy benefit.  Covering LARCs through the 
pharmacy benefit means that dispensing pharmacies bill the state for the LARCs and applicable 
dispensing fees, then deliver the LARCs to providers for insertion or administration.  The 
provider then bills the state for the furnished insertion or implantation service.  These steps may 
present barriers to access since this process requires the woman to see the provider twice: once to 
obtain the LARC prescription and then again for insertion or administration.   Another challenge 
is that, absent permissible state policies or prior manufacturer arrangements, providers may not 
return un-inserted or un-administered LARCs, resulting in waste and financial loss for the state.   
 
Issues have also arisen when states cover LARCs through the medical benefit.  In these states, 
providers can stock the array of LARCs and implant or administer the most appropriate one 
during the patient’s visit, which helps improve access by reducing the need for a second visit. It 
could also reduce the waste from unused LARCs.  High upfront costs required to maintain a 
stock of LARCs, however, may deter providers from implementing this approach, resulting in 
barriers to access due to a potential unwillingness of providers to furnish LARCs.   
 
CMS encourages states to explore and pursue the following models, some of which are already 
being used by states, to overcome administrative and logistical barriers to the provision of 
LARCs: 
 

                                                 
2 State Medicaid Payment Approaches to Improve Access to Long-Acting Reversible Contraception. April 8, 2016. 
https://medicaid.gov/federal-policy-guidance/downloads/CIB040816.pdf 
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First, states are encouraged to implement measures that facilitate immediate postpartum LARC 
insertion, when a woman chooses this option.  As a result of the global or bundled pregnancy and 
delivery payment arrangements, some states have established policies of not covering additional 
services provided immediately following delivery.  These policies have the effect of deterring 
providers from inserting LARCs immediately after delivery.  In addition, when multiple 
procedures are performed during a single hospital stay and submitted as a single inpatient claim, 
if those costs attributable to family planning services are separately identified, the state can 
receive federal matching funds at the 90 percent rate.  To the extent that there are shared costs 
between family planning services and other services, the state should develop a methodology for 
allocating these costs.  CMS strongly recommends that states establish payment policies that, 
when a woman chooses, permit and encourage insertion of LARCs immediately following a 
vaginal delivery or surgical procedure as a separately identified service that is eligible for the 90 
percent FFP.  CMS also recommends similar policies with respect to coverage of free standing 
birth center services, which are generally reimbursed at the state’s regular FMAP unless the free 
standing birth center provides family planning services.  These services would then be eligible 
for the 90 percent FFP. 
 
Another approach to ensure same-day access, to the extent permissible, is for publicly funded 
providers of family planning services who also serve Medicaid patients to pre-purchase and 
stock their inventories with LARC methods and bill Medicaid or the pertinent third-party payer 
for the LARC when it is used.  
 
Additionally, states are encouraged to direct pharmacies and providers to utilize programs 
already established by manufacturers that facilitate stocking providers with LARCs for medical 
benefit coverage, as well as those that facilitate the return of, and reimbursement by 
manufacturers to states for unused LARCs dispensed under the pharmacy benefit. Or states can 
seek to establish new arrangements with LARC manufacturers to increase Medicaid beneficiary 
access to their LARCs.  In one such arrangement piloted in a number of states, the LARC 
manufacturer proactively furnishes providers with its LARCs without upfront costs.  At a 
reasonable time post-implantation or administration, the manufacturer bills the provider for the 
cost of the LARC to ensure providers have had the time to be reimbursed by third party payers, 
including state Medicaid programs.  With this approach, providers can be stocked with a supply 
of LARCs without incurring upfront costs.  Providers’ funds which would otherwise be invested 
in inventory could be used in other ways to improve the range and quality of services provided.  
Beneficiaries would also receive LARCs in a more timely and efficient manner.  Lastly, 
providers may be able to focus more on the provision of healthcare and not the administrative 
duties related to stocking and being reimbursed for LARCs.  This approach is consistent with 
existing Medicaid policy, including the availability of manufacturer rebates on the drugs. 
 
CMS is also interested in exploring with states the use of section 1115(a) demonstration 
authority to make available administrative funding at the 90 percent federal matching (authorized 
by section 1903(a)(5) of the Social Security Act) for states to maintain an inventory of LARCs 
for providers who furnish covered medical assistance for eligible individuals.  The 90 percent 
federal matching is available for costs related to the state’s administration of family planning 
services and supplies.  CMS envisions that, under a section 1115(a) demonstration, the state 
would incur an administrative expense to purchase a stock for a Medicaid provider for use by 
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Medicaid beneficiaries.  Once the entire stock is used, the state Medicaid agency would re-stock 
the provider with the same number of LARCs.  To be a reasonable administrative cost, the stock 
would be expected to be used in the course of a period of time, such as a month, and would be 
replenished as a stock consisting of the same number of items.  To account for the costs, states 
would claim the cost of the stock as a family planning administrative cost, make the stock 
available without cost to providers, prohibit any further claim by the provider for the cost of 
LARCs taken from stock for Medicaid use (the provider would bill for insertion or removal of 
the LARC, but not for the LARC itself), and provide for replenishment of the stock when 
LARCs are used.  CMS will consider other state ideas like this, related to all types of family 
planning services, subject to the regular process for review, approval, and evaluation of section 
1115(a) demonstrations.   
 
Clarifying Policies Regarding Sterilization and Delivery 
 
Federal funds are available for sterilizations as a family planning service, including when the 
sterilization is provided immediately following delivery with the informed consent of the patient 
as an add-on procedure.  When provided with the informed consent of the patient, postpartum 
sterilization is an effective form of contraception that provides convenience for the woman, 
reduces costs, and reduces unplanned pregnancies.  All sterilization services require informed 
consent in accordance with 42 C.F.R., Part 441, Subpart F.  The Federally required consent form, 
without alteration, must be used and consent must be obtained at least 30 days before the 
sterilization, but not more than 180 days before the date of the sterilization.  The only exception 
is in the case of procedures performed post-premature delivery or following emergency 
abdominal surgery.  Under those exceptions, the informed consent must be given no less than 72 
hours prior to the sterilization and, in the case of premature delivery, the informed consent must 
have been given at least 30 days before the expected date of delivery.   
 
CMS encourages states to develop appropriate policies and procedures that eliminate barriers to 
requested postpartum sterilization while ensuring informed consent.  Providers should be 
encouraged to discuss postpartum sterilization with interested patients early in the course of 
treatment to ensure that the requirements for informed consent and for completion of the consent 
form are met pursuant to 42 C.F.R., Part 441, Subpart F, to avoid payment disallowances.  When 
a postpartum sterilization is performed that does not comply with the requirements for informed 
consent described in 42 C.F.R., Part 441, Subpart F, FFP is not available for costs related to the 
sterilization.   
 
CMS is committed to assuring that all Medicaid beneficiaries have access to and receive vital 
family planning services and supplies without limitations on their choice of provider or their 
choice of contraception method.  CMS hopes that states find the information and clarifications 
provided within this letter useful in administering the Medicaid family planning benefit.  If you 
have any questions regarding this information, please contact, Kirsten Jensen, Director, Division 
of Benefits and Coverage, at 410-786-8146. 
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      Sincerely,   
            /s/  
  
               Vikki Wachino   
            Director   
 
cc:  

National Association of Medicaid Directors  

National Academy for State Health Policy  

National Governors Association  

American Public Human Services Association  

Association of State Territorial Health Officials  

Council of State Governments  

National Conference of State Legislatures  

AcademyHealth 

 



 
 

 

 
OFFICE FOR OREGON HEALTH POLICY & RESEARCH 
Health Evidence Review Commission 

 

 Kate Brown, Governor 

500 Summer Street NE, E-65 
Salem, OR 97301 

Voice (503) 373-1985 
FAX (503) 378-5511 

 
 
November 3, 2016 
 
 
 
Dear Medical Directors: 
 
In developing our Coverage Guidance on Timing of Long-Acting Reversible Contraceptive (LARC) Placement, 
we have become aware that administrative issues, rather than coverage policy per se are discouraging the 
use of highly effective LARC devices (intrauterine devices and subdermal implants).  While placement of 
LARC devices is already covered for most plans, administrative issues are preventing patients from 
receiving these devices at the point when they are most likely to achieve the objective of preventing 
unintended pregnancy. The LARC devices are safe and effective, and are more cost-effective than any other 
contraceptive method. For example, one cost-effectiveness analysis found that over 2 years, placement of 
a postpartum IUD was associated with a savings of $282,540 per 1,000 women.  They cannot be effective 
or cost-saving, however, unless they are placed. 
 
In order for placement to occur, an appropriate device must be offered and placed at a time convenient to 
the woman desiring contraception, preferably when she is already receiving care for another condition.  
Best practices for timing of insertion include placement immediately following birth or abortion, as well as 
same-day placement in the outpatient setting. Currently, due to administrative barriers, women are often 
required to return for one or more visits in order to receive a LARC device. Many women do not return for 
follow up visits, including postpartum visits. Others may become pregnant before such a visit can occur. In 
order to offer immediate placement, providers must be confident that they and the facilities in which they 
work will be appropriately compensated for the devices and related care. We have heard reports of major 
hospital systems halting placement of these devices in the postpartum setting due to reimbursement 
issues and are aware of others that simply do not offer postpartum LARC placement unless funded through 
a grant for a very limited population. 
 
As you implement the changes related to this coverage guidance, we urge you to address the following 
administrative barriers, if they are present in your plans and provider networks.  

 Lack of reimbursement for the cost of these devices when provided after an in-hospital birth due 
to global DRG-based payment for delivery services 

 Lack of reimbursement to professionals and facilities for the service of placing these devices in the 
inpatient setting 

 Inadequate inventory of these devices to allow for their placement on a timely basis in all settings 
of care 

 Lack of health system support for the uptake of policies and procedures supporting the immediate 
placement of LARC. 

 Reimbursement rates to providers which are lower than the provider’s cost of the devices 

 Lack of providers able to perform postpartum placement of IUDs 



 

 

 

 For devices provided through a pharmacy benefit, lack of a mechanism for providers to recoup the 
cost of the device if a device assigned to a particular woman is not placed 

 Lack of provider reimbursement when LARC removal, replacement or re-insertion is required 

 Any prior authorization requirements, which can delay or block placement of these devices 

 Payer refusal to pay for two distinct services on the same day (e.g., a birth or the termination of 
pregnancy followed by LARC placement) 

 
We have attached an Informational Bulletin from the Center for Medicaid and CHIP Services which outlines 
these issues as well as options other states have implemented to resolve them. Appendix E of our coverage 
guidance contains some helpful resources for plans and providers wishing to remove barriers to LARC for 
their population. 
 
We hope that this information will help you as you work with your plan and contracted providers to ensure 
effective access to these important devices. 
 
Sincerely, 
 

<Signature> 
Somnath Saha, MD, Chair, Health Evidence Review Commission 
 
<Signature> 
Wiley Chan, MD, Chair, Evidence-based Guidelines Subcommittee 
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A1 I am writing in support of the measure to cover long-acting reversible contraceptive 

placement in the immediate postpartum period. There is substantial and consistent 

evidence that immediate postpartum placement is safe in appropriately selected 

candidates and reduces the rate of unintended pregnancies. 

Thank you for your comments. 

A2 As an obstetrician providing care to underserved populations in Oregon, I see first-

hand the consequences of not providing this essential service to those who need it 

most. Unintended pregnancies can occur as early as 3-4 weeks postpartum, long 

before most women present for their postpartum clinic visit. These short-interval 

Thank you for your comments. Information on the risks of 

short interpregnancy intervals has been added to the 

Background section of the Coverage Guidance. 
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pregnancies have been associated with an increased risk of preterm birth and small 

for gestational age infants, as well as other important maternal and perinatal 

complications. 

Thank you for your consideration and I am encouraged that this important topic is at 

the top of the priority list. 

 

 

B1 I am writing in support of Medicaid payment and supply for immediate postpartum 

LARC (long acting reversible contraception). As an OB hospitalist who has practiced in 

3 states over 20 years, this is one of the biggest ways I have seen that we can support 

busy women to have control over their reproductive lives and prevent unintended 

pregnancy. We have had great patient satisfaction providing this service at Kaiser 

Northwest via grant but making it available to all women at all institutions 

consistently can continue our lowering teen pregnancy and unintended pregnancy 

rates. Please do women the service they deserve and support this coverage 

Thank you for your comments. 

C1 I would like to add my name in support of covering LARC (Nexplanon, IUD's) for 

immediate postpartum insertion. This is an important and valuable tool for 

contraception for many women. 

Thank you for your comments. 

D1 I would like to offer my strong support for providing immediate postpartum 

contraception with LARCs in the hospital. I could provide countless examples of when 

this would have benefited my patients. Most recently I delivered a baby for a 17 year 

old woman, her second. She suffered severe anemia during her pregnancies and had 

the anticipated social and economic struggles associated with two teen pregnancies. 

She did not return to the clinic for a LARC following her first pregnancy as is so often 

the problem. Following her second delivery I walked her over to the clinic to place her 

Nexplanon following her discharge from the hospital. The reality is that many women 

Thank you for your comments. 
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will intend to follow up to receive contraception but the barriers of time, money, 

transportation, childcare, etc. prohibit them from doing so. 

Of course from an economic standpoint it seems only to benefit Medicaid to cover 

this and save the cost of insuring an unintended pregnancy, both for the pregnancy 

mother and the child she will give birth too. 

In an issue that so clearly and directly effects the lives of women, their children, 

society and the cost of healthcare it is hard to imagine why this would not be enacted. 

E1 I am a practicing OBGYN in Portland Oregon. Our practice philosophy is committed to 

providing women's services to all women. I strongly support the use of LARC in the 

immediate postpartum period in appropriate cases. I believe it is a valuable option to 

have available. I support your efforts to develop a work around to overcome the 

current financial barrier.  

Thank you for your comments. 

F1 Please approve Medicaid coverage of immediate postpartum placement of IUDs and 

Nexplanon’s (LARC). While our organization is committed to ensuring access to timely 

and effective contraception for all of our patients, there are some patients who, 

because of their social determinants of health, fail to access contraception when 

access is confined to office based care. For a subset of patients, immediate 

postpartum LARC access is critical to their long term health and well being and to their 

newborn, by preventing early and unplanned pregnancies. Medicaid billing practices 

have not allowed hospitals to bill for the device outside of the global fee for a 

delivery, and the devices are very expensive. Eighteen states have figured out an 

admin work around with their Medicaid offices to allow for billing of the device 

outside of the global fee. I encourage Oregon to move toward this. 

Thank you for your comments. 

G1 Unintended pregnancy has direct and indirect costs for families and communities and 

occurs disproportionately in poor women with limited resources and minimal access 

to health care.1,2 Altering Medicaid policy to allow for reimbursement of postpartum 

HERC agrees that extending immediate LARC coverage to the 

CAWEM population is an important point; however, it is 

beyond the scope of this coverage guidance. We have passed 
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intrauterine devices and implants (LARC) is an important strategy to improve the 

health and well-being of some of the most vulnerable residents of our state. The 

evidence on the safety and effectiveness of this strategy are clear: the OHSU Section 

of Family Planning strongly endorses the Health Evidence Review’s Commission 

recommendation to prioritize coverage of LARC devices immediately postpartum. 

We have been providing immediate postpartum LARC as an option for women at 

OHSU since 2008 through a small grant that covers the costs of the devices. Only 

women with incomes less than 300% of the federal poverty level and who have a high 

risk of loss to follow-up are eligible. This service is valued and appreciated by the 

women who qualify.  

As physicians and researchers specializing in family planning services, we want to 

bring the voices of the women we care for to this conversation, to underscore the 

critical importance of passing and implementing this policy change swiftly. There is a 

large body of evidence demonstrating that the choice of immediate postpartum LARC 

improves health and saves public dollars, however this evidence has not been 

sufficient to change policy to date. An administrative barrier, prohibiting 

reimbursement for LARC outside of the global fee for obstetrics has prevented 

thousands of women from accessing this service. Our failure to act has very real 

consequences and costs for women and their families. 

Many of our patients are new immigrants, fleeing violence and seeking a new life for 

their family. Some of them are battling drug addiction. We see women who are 

incarcerated and pregnant. Quite a few are embarking on motherhood while still 

children themselves. All of the women we see are struggling in difficult circumstances. 

The lack of access to immediate postpartum LARC has led to unintended pregnancies 

and contributed to perpetuating the cycle of poverty and disparity. We need to 

change this now. 

along your comment to others in OHA who would best be able 

to analyze policy options for potential consideration by OHA 

leadership. As additional state funding may be needed to 

provide this coverage outside of current programs, even if the 

service is expected to be cost saving over time, legislative 

action could be required. 
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We fully support the HERC’s recommendation to prioritize Medicaid reimbursement 

of immediate postpartum LARC. We strongly recommend that this service be provided 

for women in both the Oregon Health Plan and the Citizen/Alien Waived Emergent 

Medical (CAWEM) care populations. Restricting this service to only the OHP 

population would be a mistake. Research shows that extending postpartum 

contraception to the CAWEM population would improve health and save state funds 

(nearly 3$ for every dollar spent).3,4 

We are available to help assist the state with training and implementation of this 

policy. 

H1 I hope you will approve coverage of long acting BC for patient’s after delivery. This is 

the best time to assure that a women can plan her next pregnancy and avoid an 

unplanned pregnancy or abortion. The cost certainly is minimal compared to the cost 

of the care for the next pregnancy and delivery.  

Of course funds are limited but if we spend $200 and save $3,000 it seems that long 

term this will not be an added expense but instead a bottom line savings. Not to 

mention the human cost of unplanned pregnancies in low income uninsured families. 

Thank you for your comments. 

I1 I am a nurse-midwife working at Virginia Garcia Memorial Health Center. As you 

know, we work throughout Washington and Yamhill Counties with a lot of women 

that are underserved and have multiple barriers. Many of these barriers make it 

impossible for women to have access to long acting reversible contraception (LARCs). 

LARCs are well studied for its safety and effectiveness. The women we serve have high 

incidence of unplanned pregnancies - and every unplanned pregnancy has an effect 

on their family’s future. Having available IUDs that we could place immediately 

postpartum for women that we know may not return for care after their delivery will 

end up saving the state money and provide these women some control over when 

they get pregnant. Many of our women do not qualify for any kind of coverage when 

Thank you for your comments. 
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they are not pregnant, so access to prescriptions and paying for appointments 

becomes a barrier and a choice between the groceries for their families vs their 

contraception. Please take into consideration the financial effects on the State of 

Oregon, who will not have to pay for the care of women undergoing a pregnancy that 

they never intended to carry, as well as the effect on the lives of these women and 

families that may have a better chance at getting ahead and more stability. 

J1 I wholeheartedly support any type of birth control for any women who desires it at 

any time (as long as it is not medically contraindicated). Please, please support 

everyone for any and all birth control. 

Thank you for your comments. 

K1 I believe it is a great idea that you guys are currently considering providing coverage 

for IUDs and Nexplanons in the immediate postpartum period and that it would 

include patients that only qualify for CAWEM. This is great there is a huge quantity of 

people that cannot afford to pay to have these services. 

See G1. 

L1 I am a family medicine physician with obstetrics. I would love to see IUD and 

Nexplanon available for my CAWEM patients. It would limit unexpected, unintended 

pregnancies. 

See G1. 

M1 The Oregon Academy of Family Physicians represents 1400 family physicians in 

Oregon. This is an important issue for women’s health and we strongly support the 

HERC recommended coverage guideline about the timing of LARC contraception. In 

addition to support from the OAFP, our national organization, the American Academy 

of Family Physicians recommends LARC as the first-line method of contraception and 

advises that it should be available postpartum, prior to hospital discharge. The AAFP 

policy can be found here, http://www.aafp.org/about/policies/all/family-

planning.html. 

Thank you for your comments. The American Academy of 

Family Physicians recommendations on LARC have been added 

to the Guidelines section of the Coverage Guidance. 

N1 Unintended pregnancy has direct and indirect costs for families and communities and 

occurs disproportionately in poor women with limited resources and minimal access 

See G1. 

http://www.aafp.org/about/policies/all/family-planning.html
http://www.aafp.org/about/policies/all/family-planning.html
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to health care.1,2 Altering Medicaid policy to allow for reimbursement of postpartum 

intrauterine devices and implants (LARC) is an important strategy to improve the 

health and well-being of some of the most impacted residents of our state. The 

evidence on the safety and effectiveness of this strategy are clear: The Oregon 

Foundation for Reproductive Health supports the prioritization of coverage of LARC 

devices immediately postpartum. 

As advocates for increased access to preventive reproductive health services, we want 

to emphasize the importance of passing and implementing this policy change swiftly. 

There is an increasingly large body of evidence demonstrating that the choice of 

immediate postpartum LARC improves health for our communities and saves public 

dollars. An administrative barrier, prohibiting reimbursement for LARC outside of the 

global fee for obstetrics has prevented thousands of women from accessing this 

service. This is unacceptable when a solution is so apparent. 

We hear from providers and health care center staff across the state who are 

frustrated about this policy and feel they are not able to give the best care to their 

patients who are in-need because of the barrier it presents. When providers have to 

make health care decisions based on cost instead of what is in the best-interest for 

their patient, it is an injustice. We hear of missed opportunities because women are 

not able to make it back for a postpartum or post-abortion visit, risking an unwanted 

or mistimed pregnancy because of the lack of access to contraception coverage. 

Reducing barriers women face due to cost and access is a key step in expanding LARC 

uptake as an effective form of pregnancy prevention. Securing the ability for health 

care centers to provide LARC’s in the immediate postpartum or post-abortion time 

period can expand access and prevent loss to follow ‐up. 

We fully support the HERC’s recommendation to prioritize Medicaid reimbursement 

of immediate postpartum LARC. The solutions outlined in the guidance document 

regarding addressing not only administrative barriers to payment but also the cost of 



 

HERC Coverage Guidance – Timing Of Long-Acting Reversible Contraceptive (LARC) Placement 
Disposition of Public Comments 

 Center for Evidence-based Policy  

July 2016 
Page 9 

 

ID/# Comment Disposition 

the devices for health center are critical. We strongly recommend that this service be 

provided for women in both the Oregon Health Plan and the Citizen/Alien Waived 

Emergent Medical (CAWEM) care populations. Restricting this service to only the OHP 

population would be a mistake and would only add to the inequalities in our state. 

Research shows that extending postpartum contraception to the CAWEM population 

would improve health and save state funds.3,4 Any other decision is irresponsible to 

the health of our communities and costly to taxpayers. 

O1 As leaders of the Oregon Perinatal Collaborative, we are committed to improving 

maternal and neonatal outcomes for women through adoption of evidence based 

practices. Offering women the choice of highly effective, reversible contraception 

prior to hospital discharge is an important strategy to optimize health outcomes for 

women and their families. We strongly endorse the recommendation made by the 

Health Evidence Review Commission for Medicaid coverage of long acting reversible 

contraception (LARC) regardless of timing of placement. 

As reflected in the HERC’s evidence summary, excellent clinical data supports the 

safety, efficacy and acceptability of this practice. We would also like to note that 

postpartum contraception has been shown to be an effective strategy in reducing 

preterm birth, an intractable public health problem with long term consequences and 

costs.1 

There are few public health interventions that have the opportunity to improve health 

outcomes, reduce social inequities, and save public funds. Offering women the choice 

of postpartum LARC prior to discharge has this potential, and we would support its 

swift and state wide implementation. We would advocate for inclusion of this benefit 

for all women in Oregon’s Medicaid program, regardless of citizenship status. Previous 

research has demonstrated the health benefits and cost savings for the state of 

expanding access to postpartum contraception for women in both CAWEM 

(Citizen/Alien Waived Emergent Medical) and Standard Medicaid (Oregon Health 

See G1. 
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Plan).2,3 A 2010 study demonstrated that the state of Oregon would save $2.94 for 

every dollar spent on a postpartum LARC program.3 

As leaders in women’s health, we recognize the importance of this proposed coverage 

change for improving the health of Oregon women and their families. We are 

available to support the state in implementing the practice as needed. 

P1 As a career clinician with over 17 years of experience in caring for the underserved, I 

fully support coverage for long acting birth control in the postpartum period. 

Thank you for your comments.  

Q1 I am writing to comment upon the Timing of Long-Acting Reversible Contraceptive 

Placement Draft Coverage Guidance, posted for public comment until 7/8/2016. 

I strongly support this measure. As has been reviewed in the Guidance document, 

provision of long-acting reversible contraception to patients provides substantial cost 

savings to the system over the long run, and substantial benefits to women's health in 

planning when and if to have children. I agree with the analyses and conclusions 

under Balance of benefits and harms, Resource Allocation, Values and Preferences, 

Other Considerations, and Rationale. Provision of access to immediate postpartum 

and post-abortion LARC's across a broad swath of patient populations, including those 

patients utilizing CAWEM, will hugely benefit the healthcare system and improve 

population health. 

I am a Registered Nurse, and a recent graduate of Oregon Health & Sciences 

University with my Master of Nursing in Nurse-Midwifery. I am employed as an RN at 

Virginia Garcia Memorial Health Center in Hillsboro, Oregon; and additionally am a 

member of the professional organization American College of Nurse-Midwives 

(ACNM). Please do not hesitate to contact me with any questions regarding this 

Comment email. 

See G1. 

R1 I fully support this effort to provide LARC in the postpartum period. Thank you for your comments.  
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S1 I am writing with regard to the Timing of Long-Acting Reversible Contraceptive (LARC) 

Placement Draft Coverage Guidance. I wholly support any motion to make LARC more 

available to communities with barriers. Unwanted pregnancy among women in these 

communities has enormous consequences for the public system. Moreover, the 

economic and social consequences on these women, their families, and their 

prospects for better lives are disproportionately huge. As a family nurse practitioner 

working daily with immigrant and other impoverished families in Yamhill and 

Washington Counties, I hope that we can make Nexplanon and intrauterine devices 

more widely available to all, for the benefit of all. 

Thank you for your comments.  

T1 I understand that immediate postpartum LARC use is under discussion. As a practicing 

OBGYN for nearly 30 years I very strongly support this practice. 

Many women and men contracept successfully. But, many do not, and contraceptives 

do fail. Nothing is more heartbreaking and difficult than facing the choices 

surrounding unintended pregnancy. Relationships, educational plans, career plans and 

more fall victim to these events. The efficacy and safety of immediate postpartum 

contraception are well understood. This practice can literally save lives as well as 

futures. The ultimate victims here are the children born not fully wanted, or aborted -- 

but this can be prevented.  

Cost effectiveness is another virtue of this practice. The resources spent on 

unintended pregnancy are enormous, whereas effective contraceptive use including 

immediate postpartum LARC is relatively inexpensive. 

Please support this practice financially for our patients. 

Thank you for your comments.  

U1 I am writing to comment in support of "Timing of Long-Acting Reversible 

Contraceptive Placement Draft Coverage Guidance." I am a Certified Nurse-Midwife at 

a practice affiliated with Providence St. Vincent Medical Center. I care for many 

patients who are pregnant and receive services through CAWEM, and have seen 

See G1. 
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firsthand the difficulty they often face in obtaining contraception postpartum due to 

lack of coverage. LARCs are extremely effective and safe methods of contraception, 

including in the immediate postpartum period, and are methods that women report 

being very satisfied with. The OHP population, but especially the CAWEM population, 

is already underserved and faces many challenges. Many of the CAWEM patients that 

I serve are recent immigrants who are fleeing violence and seeking a better life for 

their families. Family planning is a vital aspect of this as women strive to provide for 

their children and work out of poverty. Extending contraception to the CAWEM 

population, in addition to the OHP population, would improve health and outcomes 

for women and their families, and would save state funds. 

V1 Health Share of Oregon is writing in support of the Health Evidence Review 

Commission’s June 16, 2016 draft coverage guidance for Timing of Long-Acting 

Reversible Contraceptive Placement. 

Health Share is the state’s largest coordinated care organization (CCO), providing 

Oregon Health Plan (OHP) coverage to approximately 240,000 Oregonians in 

Clackamas, Multnomah, and Washington counties. I am trained as a physician with a 

specialty in Family Medicine and serve as Associate Medical Director for Health Share. 

I have a deep background in maternal and child health (details below). 

Health Share supports this coverage guidance for three reasons: 

1. Immediate postpartum placement of LARCs is an evidence-based practice to 

improve rates of effective contraception use among women who do not desire 

pregnancy 

2. Immediate postpartum placement of LARCs would help OHP members access the 

most effective forms of contraception in a way that is convenient to them, 

without the barriers that many women face in the postpartum period (e.g., 

difficulty with transportation and child care; difficulty scheduling and keeping 

appointments) 

Thank you for your comments.  
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3. Immediate postpartum placement of LARCs will contribute to reducing 

unintended pregnancies, which take a significant toll on the lives and health of 

our members 

We have a number of clinicians in our service area who are eager to offer this service 

to their patients, and many members are interested in availing themselves of this 

opportunity. Ensuring OHP coverage for immediate postpartum placement of LARCs 

will facilitate our efforts to get the right care to the right people at the right time. We 

feel confident that this policy change will contribute in a positive way to the health 

and wellbeing of our population, and we appreciate the efforts that the Oregon 

Health Authority has made to bring this issue to light. 

W1 As the residents of Oregon’s only training program in Obstetrics and Gynecology, we 

are often first line providers for obstetric safety-net patients across the state. We 

provide prenatal, intrapartum, and postpartum care to underserved women at several 

hospitals across the Portland metropolitan area. We see firsthand the difficulties 

women have with unplanned pregnancies and encounter many patients for whom 

another pregnancy would be medically, psychologically, or economically disastrous. 

We, the Obstetrics and Gynecology residents at Oregon Health & Science University, 

strongly endorse the recommendation made by the Health Evidence Review 

Commission for Medicaid coverage of long-acting reversible contraception (LARC) 

regardless of timing of placement. 

Unintended pregnancy comes with costs to both families and communities, and 

disproportionately affects poor women with limited resources and access to medical 

care.1,2 These women are also those who are least likely to be able to afford the time 

away from work or family, childcare expenses, and transportation to make it to a 

postpartum or family planning visit to receive highly effective contraception. At OHSU 

we are able to provide immediate postpartum LARC through a small grant. However, 

current insurance reimbursement policies prohibit this practice at other hospitals in 

See G1.  
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our state. The immediate postpartum period is the ideal opportunity to facilitate 

contraceptive access for women. 

We have all seen what a difference it can make in a woman’s life to have the peace of 

mind of knowing that she has a long-acting contraceptive method prior to leaving the 

hospital, and to know that she can focus on her new baby and current family without 

worrying about the possibility of another pregnancy before she is ready. Many of the 

patients in our resident clinic community are battling substance abuse or severe 

mental health issues, and the ability to prevent future pregnancy is paramount in 

ensuring their ability to take care of themselves and continue to parent their current 

children. This coverage is also of utmost importance to our immigrant and refugee 

populations who are often struggling to get a foothold in this country, and for this 

reason we advocate that this coverage be extended not only to our Oregon Health 

Plan population but to the Citizen/Alien Waived Emergent Medical (CAWEM) 

population as well. 

As reflected in the HERC’s evidence summary, there is excellent clinical data to 

support the safety, efficacy, and acceptability of immediate postpartum LARC. 

Research has also demonstrated this policy to be cost effective to the state.3,4 

Prioritizing Medicaid reimbursement of immediate postpartum LARC is sound fiscal 

policy, appropriate medical care, and the ethical thing to do for the women and 

families of Oregon. 

As current trainees and future Obstetricians and Gynecologists to the women of 

Oregon, we are proud to live in a state with an excellent track record on women’s 

health, and we hope that this legacy continues with the implementation of this policy.  

X1 All Oregonians, regardless of economic status, have the right to determine if and 

when they wish to become pregnant. Because an unintended pregnancy can have 

dramatic financial consequences for a woman, her family, and her community, and 

See G1 regarding ensuring access to women covered under 

the CAWEM program. 
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because LARC methods are the most medically- and cost-effective contraceptive 

methods on the market,1 it makes basic economic sense for all women and families to 

have ready and affordable access to LARC. However, to ensure all Oregonians are able 

to exercise complete reproductive autonomy, it is additionally imperative that all 

individuals using LARC methods have coverage for the cost of LARC removal. Planned 

Parenthood Advocates of Oregon (PPAO) therefore urges HERC to: 

 Recommend coverage for immediate postpartum and postabortion placement of 

LARC (subdermal implant or intrauterine device) for all persons, including those 

covered by the Oregon Health Plan, Citizen/Alien Waived Emergent Medical, 

other publically funded plans, and commercial plans 

 Define LARC coverage to include device removal at any time for any reason, and 

to specify that public plan eligibility at time of insertion determine coverage for 

removal 

As illustrated in the coverage guidance, a growing body of research makes evident the 

benefits, safety, and efficacy of postpartum and postabortion LARC use. Women 

offered immediate postpartum/postabortion LARC insertions are significantly more 

likely to receive and continue using the device than those who must schedule an 

additional visit for the procedure.2 Conversely, women not offered immediate 

postpartum/postabortion insertions often fail to return for their LARC visit, especially 

when transportation, work schedules, and/or childcare present obstacles to doing so. 

Others become pregnant in the interim. HERC’s guidance to Medicaid plans to 

reimburse providers for postpartum and postabortion LARC insertion remedies this 

barrier for some of Oregon’s most vulnerable populations, including young women, 

poor women, women of color, and immigrant women. In that vein, we strongly 

recommend that these services be provided to women covered by the Oregon Health 

Plan as well as those with Citizen/Alien Waived Emergent Medical (CAWEM) coverage. 

Securing coverage for those covered by CAWEM would improve the health of 

Discussion of coverage for LARC removal has been added to 

the Contextual Questions Section (under Barriers and 

Solutions) in the Coverage Guidance. HERC recognizes that 

coverage of LARC removal for women who are uninsured or 

have limited benefits that don’t include this service is an 

important issue. Your comment has been passed along to 

others in OHA who would best be able to analyze policy 

options for potential consideration by OHA leadership. As 

additional state funding may be needed to provide this 

coverage outside of current programs, even if the service is 

expected to be cost saving over time, legislative action could 

be required. 
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Oregonians and save state dollars, while omitting coverage would perpetuate 

systemic inequity in our state. 

PPAO additionally calls upon HERC to include coverage of LARC removal in its 

guidance. In a nationally representative study of women who had ever used a LARC, 

28% of respondents reported discontinuation due to dissatisfaction.3 Others request 

removal in order to become pregnant. We cannot overlook the health needs of those 

women who request removal for a host of reasons, including pain, irregular bleeding, 

and mood changes,4 nor should we establish systematic barriers that inhibit a woman 

from planning her pregnancy. Covering insertion but not removal would undeniably 

inhibit the reproductive autonomy of women who are eligible for publically funded 

pregnancy-related healthcare, but subsequently lose coverage following delivery or 

abortion. 

X2 Given our country’s painful history of reproductive coercion, it is exceptionally 

important to consider the potential repercussions of a publically funded policy which 

covers insertion of LARC but omits a requirement to cover removal of the device.5 

While women of lower socioeconomic status exhibit similar levels of LARC 

discontinuation due to dissatisfaction as their counterparts, more data is needed to 

determine the nuanced trends in LARC discontinuation across populations.3 

Researchers at the Guttmacher institute have cautioned policymakers to question the 

motivation behind continued LARC use, arguing that, while many women continue 

using LARC because they are satisfied with the method, others may experience 

“pressure from, or barriers within, the medical establishment to avoid removal, 

including the denial of removal coverage under state Medicaid law.”3 It is therefore 

imperative that all women receive comprehensive, unbiased contraceptive counseling 

on the full range of contraceptive methods at initiation, and that a woman’s reason 

for requesting LARC removal plays no factor in the care or coverage she receives. 

A statement regarding the importance of free and informed 

decisions about contraception has been added to the Other 

Considerations section of the GRADE-Informed Framework. 
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PPAO makes these recommendations because we are committed to ensuring that 

every woman has the right to the reproductive healthcare that she chooses—a 

mission in line with Oregon health policy as enacted by the legislature and as verified 

by the electorate. To ensure that all women have unfettered reproductive autonomy 

to utilize the contraceptive method of their choice, PPAO urges HERC to prioritize 

postpartum and postabortion coverage for the full cycle of contraceptive use, which 

includes comprehensive contraceptive counseling, contraceptive dispensing or 

insertion, and contraceptive method removal when applicable. Doing so will improve 

individual health outcomes, reduce mid- and long-term healthcare costs, and advance 

public health. 

Y1 We are pleased to offer the following comments in response to the Health Evidence 

Review Commission’s (HERC) coverage guidance for timing of long‐acting reversible 

contraceptive (LARC) placement on behalf of Legal Voice. Legal Voice is a regional 

non-profit public interest law organization that works to advance the legal rights of all 

women through policy advocacy, legislative advocacy, and legal rights education. 

Since its founding in 1978 as the Northwest Women’s Law Center, Legal Voice has 

been a leading regional expert on gender justice in healthcare access. 

Legal Voice supports the HERC’s recommendation that the Oregon Health Plan (OHP) 

extend coverage for LARC placement. Pregnancy prevention is an important element 

in ensuring the physical and emotional health of women and families. Low-income 

women and those with limited access to health care in particular are 

disproportionately affected by lack of access to reproductive health care.1 Providing 

coverage for immediate post-birth and post-abortion LARC placement will help close 

this gap and enhance low income women’s reproductive freedom. 

Thank you for your comments. 

Y2 In order to ensure that LARC coverage is complete, and that LARCs are placed only 

with authentic informed consent, Legal Voice offers the following recommendations. 

The HERC agrees with the commenter that informed consent 

should be required before placement of LARC (see comment 

X2). Discussions regarding the type and timing of postpartum 
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Coverage for Immediate Placement of LARCs Requires Meaningful and Informed 

Consent 

Informed consent, as described by the American College of Obstetricians and 

Gynecologists (ACOG), is an ongoing, collaborative process between patients and 

healthcare providers in order to best meet the patients’ needs and goals.2 Particularly 

because of increased patient vulnerability at the time of a birth or abortion, it is 

essential that women are provided information about the range of contraceptive 

options available to them, that patients are able to communicate their own goals for 

contraceptive use, and that health care staff provide information about options that 

are aligned with these goals. 

While medical professionals often assume that pregnancy prevention efficacy is the 

most important feature for patients when they are selecting a method of 

contraception, an individual patient is likely to have a unique variety of goals and 

factors used to determine the best contraceptive option for herself.3 As one 

researcher has noted, “The field has witnessed a distinct shift from options-based 

counseling, in which a wide array of contraceptive methods are presented to potential 

contraceptives users, to directive and/or first-line counseling, in which one or two 

LARC methods are recommended over all others.”3 Thus, ensuring that patients are 

aware of all contraceptive options, benefits, and risks will result in patients who are 

more able to provide authentic and informed consent for any contraceptive choice 

they make. 

Of particular concern to Legal Voice is that all patients are provided with information 

about all contraceptive options and access to the method that they decide is best for 

their particular situation and values. There is an unfortunate history in this country of 

eugenicist and racist use of birth control and sterilization, including most recently, 

aggressive marketing of Norplant to low-income women and girls of color.3 For this 

reason, Legal Voice supports the HERC’s recommendation that providers discuss all 

contraception should occur prior to labor, particularly for 

LARC. Informed consent should be obtained and documented 

regardless of the type of contraception, and documentation 

about any decision to decline postpartum contraception 

should also be entered into the medical record. 



 

HERC Coverage Guidance – Timing Of Long-Acting Reversible Contraceptive (LARC) Placement 
Disposition of Public Comments 

 Center for Evidence-based Policy  

July 2016 
Page 19 

 

ID/# Comment Disposition 

options with their patients and applauds the enhanced convenience of consolidated 

appointments, but suggests that providers take extra care to ensure that patients 

have sufficient knowledge and time to make an informed decision regarding which 

contraceptive method they will use.4 Protection of patients’ ability to make decisions 

can be used in tandem with consolidated appointments to ensure that patients are 

able to exercise control over their reproductive health in a way that honors individual 

autonomy as much as is possible. 

Further, because of the importance of ensuring that patients have access to 

information about all family planning and pregnancy prevention options, with respect 

to the HERC’s recommendation to develop “LARC Champions,” or professionals 

trained to provide advocacy and support specifically for LARC usage, while Legal Voice 

supports patients and providers having access to information about LARC usage, 

advocacy for a particular form of contraceptive technology can sometimes erode 

patients’ ability to make the most informed choices for their needs. Developing 

stakeholders who can share knowledge and support about the variety of 

contraceptive choices, rather than LARCs exclusively, will improve providers’ and 

patients’ ability to choose and access and use the best contraceptive for patients’ 

individual circumstances. Ideally, not only healthcare professionals, but also 

community-based health advocacy groups made up of those who will utilize the 

services will be included in communications and training development around LARCs 

and other contraceptive options. A more inclusive and community-based approach 

will help to center patients’ needs and decision making in the contraception selection 

process. 
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Y3 Ensuring coverage of LARC removal 

The draft Coverage Guidance focuses on coverage of immediate postpartum and 

postabortion placement of insertion of LARCs, but does not address another 

important, related service for coverage: removal of LARCs. 

It is well-established that device removal is an important aspect of appropriate care 

associated with LARCs. The federal Affordable Care Act specifies that no-cost 

contraceptive care includes “clinical services, including patient education and 

counseling, needed for provision of the contraceptive method,” and “[s]ervices 

related to follow-up and management of side effects, counseling for continued 

adherence, and device removal.”5 Patients should be free to discontinue use, with or 

without a medical reason for doing so.6 

While patients may have access to LARC removal through other Oregon Health Plan 

programs or other insurance, such as CCare, it is not clear that if a patient accesses 

LARC insertion services immediately postpartum or postabortion, as this guidance 

suggests, that the same patient would still be covered for removal. We recommend 

that HERC consider and examine any potential barriers to LARC removal due to this 

type of coverage gap. If a woman is unable access LARC removal services, then in 

effect, her control over a full range of contraceptive options is limited. 

See response to comment X1 regarding ensuring access to 

LARC removal. 
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Question: Prioritization of Hepatitis C 
 
Question source: HERC Staff 
 
Issue:  
The Pharmacy & Therapeutics Committee has been reviewing pharmaceutical coverage for the 
treatment of hepatitis C.  The P&T has asked the HERC to review coverage of levels of fibrosis 
and overall prioritization of hepatitis C treatment. 
 
The underlying issue revolves around the very expensive newer hepatitis C agents, the Direct-
Acting Antiviral (DAA) drugs.  The often-cited example being Sovaldi, which can retail for up to 
$1,000 a pill.  Standard treatment regimens (without rebates) would be around $84,000 just for 
this medication. Net costs of these agents to the state based on supplemental rebate 
negotiations with manufacturers are proprietary.    
 
HERC has addressed this topic several times.  

 In 1999, the treatment of viral hepatitis C was moved into the funded region of the 
Prioritized List for the first time, with a guideline note on the use of the new interferon 
treatment. This treatment is less effective than current regimens, and has side effects 
which make completing treatment difficult for patients. 

 In 2000, in lieu of revising the guideline note to incorporate the new combination 
therapy including Ribavirin, the guideline note was removed with the understanding 
that hepatologists in the state were already following treatment protocols that a revised 
guideline would contain. 

 In 2012, P&T Committee is established prior authorization criteria for the use of protease 
inhibitors in combination with pegylated interferon and ribavirin for the fee-for-service 
population. 

 In 2013, HERC approved the high cost/marginal benefit guideline, which was 
subsequently withdrawn.   

 In early-mid 2014, the P&T Committee developed prior authorization criteria for the 
recently FDA-approved direct acting antivirals for fee-for-service coverage.  They did this 
by working with a Hepatitis Advisory Committee that was convened by some CCOs in 
collaboration with Oregon hepatologists and developed a “community standard” that 
recommended the highest priority OHP patients that treatment could be prioritized to. 

 In August 2014, HERC considered a guideline note that would establish appropriate 
candidacy for treatment for OHP patients.  Some CCOs submitted testimony that they 
would prefer to manage the coverage criteria for these drugs themselves; others 
expressed support for HERC to determine coverage for these medications.  HERC 
elected not to pursue the topic and made no changes to the Prioritized List.  Since then, 
fee-for-Service and CCOs have since managed coverage criteria for treatment with 
oversight from the OHA to ensure compliance with CMS guidance. 

 
In November 2015, CMS issued a letter to states about treatment of hepatitis C and made the 
following points: 

 The agency shares concerns about the budgetary impact to Medicaid programs and 
beneficiary access to needed care. 
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 CMS encourages states to take advantage of competition with pricing arrangements or 
supplemental rebates. 

 Manufactures should make information available about value-based purchasing 
arrangements. 

 States have the discretion to establish certain limitations on the coverage of these 
drugs, such as preferred drug lists and use of prior authorization processes 

 The effect of such limitations should not result in the denial of access to effective, 
clinically appropriate, and medically necessary treatments using DAA drugs for 
beneficiaries with chronic HCV infections. 

 States should examine their drug benefits to ensure that limitations do not 
unreasonably restrict coverage of effective treatment using the new DAA HCV drugs. 

 CCOs need to provide coverage no less than the amount, duration, and scope of 
coverage by FFS. 

 
The P&T has been reviewing this topic with some frequency, and at their September 29, 2016 
meeting asked if HERC could be asked to review the current prioritization of hepatitis C.   
 
 
Staff Recommendations:  

1) Discuss whether HERC will re-evaluate prioritization and potential guidelines for the 
treatment of hepatitis C based on stage of disease.  

2) If so, discuss potential approaches to delving into this topic.   
a. Consider stratifying diagnosis or treatments based on available evidence and 

cost-effectiveness analyses 
i. Stratify hepatitis C based on severity (or staging) 
ii. Stratify treatments based on evidence of clinical effectiveness and cost-

effectiveness 
b. Define evidence-based criteria for appropriate treatment and/or readiness to 

treat 
i.Discuss contraindications 
ii.Discuss population health issues regarding transmission, drug resistance, impact on 
patients co-infected with hepatitis B etc. 

c. Discuss cost-effectiveness issues versus overall cost issues (based on 
prevalence).  

3) Recommend to HERC staff the types of information necessary to make this decision 
4) Discuss timing of review 
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