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Section 1.0
Call to Order



VI.

VII.

VIII.

AGENDA
VALUE-BASED BENEFITS SUBCOMMITTEE
March 13, 2014
8:30am - 1:00pm
Meridian Park Room 117B&C
Community Health Education Center
Tualatin, OR 97062

A working lunch will be served at approximately 12:00 PM

All times are approximate

Call to Order, Roll Call, Approval of Minutes — Lisa Dodson

Staff report — Ariel Smits, Cat Livingston, Darren Coffman

Straightforward/Consent Agenda — Ariel Smits
A. Straightforward Table

Biennial review items— Ariel Smits
A. Fibromyalgia
B. Somatization/factitious disorder line merge

Guidelines — Ariel Smits, Cat Livingston
Lung cancer screening guideline

Guideline revision for treatment of sleep apnea
Fluoride varnish guideline revision
Rehabilitation guideline revision

moowz

New discussion items — Ariel Smits, Cat Livingston
A. Transgender hormone therapy
B. Autism

A. ABA intensity guideline

Previous Discussion Items — Ariel Smits, Cat Livingston
A. Oral health risk assessment codes

B. Botulinum toxin for chronic migraine

ICD-10 Conversion — HERC staff

A. Final approval of October 1 ICD-10 Prioritized List

B. Summary of work to correct errors for ICD-10 List
Public comment

Adjournment — Lisa Dodson

Health Evidence Review Commission (503) 373-1985

8:30 AM

8:35 AM

8:45 AM

9:00 AM

10:00 AM

Genetic counseling in the non-prenatal genetic testing guideline

11:15 AM

12:20 PM

12:40 PM

12:55 PM

1:00 PM



Value-based Benefits Subcommittee Recommendations Summary
For Presentation to:
Health Evidence Review Commission in January 2014

For specific coding recommendations and guideline wording, please see the text of the 1/9/14
VbBS minutes.

CODE MOVEMENT

» Various straightforward coding changes were made

» 2014 CPT and HCPCS codes placement was finalized

» 2014 CDT code placement was approved

» Sigmoidoscopy with endoscopic ultrasound was moved from the Diagnostic List to the rectal
cancer line

* Pediatric trigger thumb treatment was moved to a covered line with a new guideline

» Mastopexy was added to the breast cancer line with- modifications to the breast reconstruction
guideline

» The Behavioral Health Advisory Panel recommendations for changes to the Prioritized List
reflecting DSV-5 were adopted

» Medical nutrition therapy was added to several covered lines

* Invalid HCPCS codes were removed from the diabetes lines

* CDT codes on oral health risk assessment were added to medical preventive lines with a new
guideline

ITEMS CONSIDERED BUT NO CHANGES MADE

» Colonoscopy with endoscopic ultrasound was considered for placement on the rectal cancer
line but was left on the Excluded List as the more appropriate and lower cost test is the
sigmoidoscopy with endoscopic ultrasound

*Changes to the Non-Prenatal Genetic Testing guideline were considered, but discussion was
deferred.

GUIDELINE CHANGES

* The continuous blood glucose monitoring guideline was amended to specify when
continuous monitoring and when retrospective monitoring is covered.

» The acute otitis media guideline was modified to reflect the AAP and AAO guidelines
by making the criteria for recurrent acute otitis media more stringent

» The hydrocele guideline was modified to define children as being age 18 or younger

* The cognitive rehabilitation guideline was modified to clarify that cognitive
rehabilitation does not have to start at the time of medical stabilization

» A new guideline specifying when a patient with concussion has persistent symptoms
was adopted

* A new guideline for Carotid Artery Stenting was adopted

* A new diagnostic guideline on screening for and monitoring of osteoporosis in adults
was adopted

* A new guideline on types of dental restorations was adopted

* A new guideline on the treatment of sleep apnea was adopted

Value-based Benefits Subcommittee Summary Recommendations, 1/9/14



VALUE-BASED BENEFITS SUBCOMMITTEE
Meridian Park Health
Community Health Education Center, Room 117B&C
Tualatin, OR
January 9, 2014
8:30 AM - 1:00 PM

Members Present: Lisa Dodson, MD, Chair; Kevin Olson, MD, Vice-chair; James
Tyack, DMD; David Pollack, MD (arrived at 8:40 am); Susan Williams, MD; Mark
Gibson; Irene Croswell RPh; Laura Ocker, Lac

Members Absent:

Staff Present: Darren Coffman; Ariel Smits, MD, MPH; Cat Livingston, MD, MPH;
Jason Gingerich; Dorothy Allen

Also Attending: Denise Taray, DMAP; Jesse Little, OHA Actuarial Services Unit;
*Camille Kerr, Allergan; *Karen Kovak MS, OHA, OHSU; * Ginerva Liptan and Tom
Jenkins, MD, Legacy Health; *Tami Stacklehouse and *Tamera Stapes, Fibromyalgia -
ME/CFS Support Center, Inc; Matt Krebs, Pfizer; Mike Willett, CGC; Jason Parks and
Bridget Kiene, American Cancer Society; Bruce Dubley, OHSU student; *Kim Jones,
OHSU Faculty; Jodi Sundberg; *BJ Cavnor, One in Four Chronic Health; Carol Kelly;
Dianne Danowski-Smith, Publix Northwest; * Dr. Robert Bennett, OHSU

*Offered testimony
Roll Call/Minutes Approval/Staff Report

The meeting was called to order at 8:35 am and roll was called. Minutes from the
October, 2013 VbBS meeting were reviewed and approved.

MOTION: To approve the October, 2013 VbBS minutes as presented. CARRIES 7-0
(Pollack absent).

ACTION: HERC staff will post the approved minutes on the website as soon as
possible.

There was no staff report.

» Topic: Straightforward/Consent Agenda

Discussion: There was no discussion.
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Actions:

1) Add 45339 to line 173

2) Add 250.41, 250.43, 250.81 and 250.83 to line 10
3) Add 38770 to line 252

4) Remove 519.4 from line 49

5) Add 519.4 to line 689

6) Add 11740 to line 382

7) Add 32110 to line 153

8) Add 50398 to line 78

9) Add 43274-43277 to line 340

10)Add 62100 to line 448

11)Add 63275, 63277, 63278, 63280, 63282, 63283, 63285-63290 to line 137
12)Add 67882 to line 497

13)Add 34825 and 34826 to line 307

14)Add 45384 to line 62

15)Add 28715 to line 384

16)Remove 197.0 from line 278

17)Add 65870 to line 362

18)Add 66682 to line 362

19)Add 67405 to line 84

20)Add 69000 to line 450

21)Add 69540 to line 405

22)Add 27829 to line 297

23)Add 52310 to line 308

24)Add 38747 to line 229

25)Add 50605 to line 186

26)Add 26567 to line 467

27)Add 51050, 51060, and 51065 to line 379
28)Remove 51050, 51060, and 51065 from line 96
29)Add 55831 to line 351

30)Add 58700 to line 260

31)Add 25028 to line 214

32)Add 29540 to line 550

33)Add 23430, 26350, 26352, 26410, 26412 to line 406
34)Add 50546 to line 88

35)Add 29405 to lines 318 and 467

36)Add 43196 and 43226 to line 71

37)Add 44314 to line 308

38)Add 59200 to line 69

39)Add 24635 to line 382

40)Add 61107 to line 101

41)Add 33217, 33220, 33222, and 33226 to line 308
42)Add 77014 to line 277

43)Add 62165 to line 162

44)Add 32124 to line 153

45)Add 26567 to line 467
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46)Add 62272 to line 308

47)Add line 312 to GN#6

48)Add 96150-96154 to line 22

49)Add 32110 to line 153

50)Remove S0270-S0274 from all lines on Prioritized List

51)Advise DMAP to add S0270-S0274 to Excluded List

52)Add 92081 and 92082 to line 136

53)Add 66825 to line 448

54)Add 718.44 to line 297

55)Remove 718.44 from line 318

56)Add 14020-14302 to line 308

57)Restrict neonatal specific CPT codes (99468, 99469, 99477, 99478, 99479,
99480, 99481, 99482) to neonatal lines (2, 11, 15, 16, 17, 18, 19, 22, 23, 27,
31, 34, 36, 43, 45, 77, 92, 105, 106, 146, 149, 282, 296, 351, 653)

MOTION: To approve the straightforward/consent agenda items as presented.
CARRIES 7-0 (Gibson absent).

» Topic: 2014 CPT code review

Discussion: Testimony was heard from Camille Kerr from Allergan. She
requested clarification of the omission of 63642-64647 from line 388 DYSTONIA
(UNCONTROLLABLE); LARYNGEAL SPASM AND STENOSIS. The code these
new codes are replacing was on this line. Smits explained that the old code was
more generic; the newer codes are more specific and do not belong on this line.

The placement of CPT codes 34846, 34847 and 87661did not have any
discussion. Placement of CPT code 94669 (mechanical chest wall oscillation)
involved discussion of what types of therapy would be available to home-bound
patients if 94669 was excluded. The response was that other durable medical
devices with equal efficacy would be covered.

The new carotid artery stenting guideline was modified to reflect that this
procedure will not be covered for patients who have suffered a disabling stroke
(modified Rankin scale = 3) to be consistent with the WTA coverage guidance.
The term “high risk” was clarified to be “high risk for complications during” CEA.
The anatomic risk factors placing a patient at high risk for CEA were defined as
recurrent stenosis and/or previous radical neck dissection to be consistent with
the WTA coverage guidance.

There was no discussion regarding intravascular stents.
Actions:

1) Place 34846 and 34847 on lines 88, 270, 293, 307, and 349
2) Place 87661 on the Diagnostic List
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3) Place 94669 on the Excluded List

4) Place 37217 on lines 342and 440

5) Add a new guideline to lines 342 and 440 as shown in Appendix A
6) Place 37236 and 37237 on lines 270, 307, 349 and 472

7) Place 37238 and 37239 on line 303

» Topic: 2014 HCPCS code review

Discussion: The subcommittee had questions about whether G0459 involved a
direct patient encounter or could be used for physician-to-physician consultation.
It was unclear, but likely could be used for either. The group was comfortable
with placing this code on the mental health lines.

Actions:

1) Place G0459 on the mental health lines

2) Place G0460 on the Excluded List

3) Place G0461 and G0462 on the Diagnostic List
4) Place G0463 on lines with E&M outpatient codes
5) Place S9960 and S9961 on the Ancillary List

» Topic: 2014 CDT code review

Discussion: Livingston presented the 2014 CDT changes recommended by the
OHAP. She highlighted the more controversial code placements. Changes from
the proposed placements included the following:

D3427 - periradicular surgery w/o apicoectomy — Tyack discussed that
indications and efficacy of this procedure are unclear. The code is instead
to be placed on Line 676 Elective Dental.

D3428 and D3429 — after further research, it is clarified that there is
insufficient evidence to support use of this in terms of improved outcomes.
It is primarily used for volume for implants, which is a low prioritized
service. Inthe future if someone was trying to get an implant a bone graft
could also be done at that time. Both were placed on Line 676.

Actions:

1) Place D0393-D0395 on Line 648
2) Place D1999 in Excluded File
3) Place D2921 on Line 283

4) Place D2941 on Line 372

5) Place D2949 on Line 621

6) Place D3355-D3357 on Line 676
7) Place D3427-D3429 on Line 676
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8) Place D3431-D3432 on Line 676

9) Place D4921 in Excluded File

10)Place D5863-D5866 on Line 631

11)Place D5994 on Line 676

12)Place D6011, 6013, and D6052 on Line 648
13)Place D8694 on Lines 49, 325, and 647
14)Place D9985 in Excluded File

MOTION: To approve the CPT, HCPCS, and CDT code placement as noted above.
CARRIES 7-0 (Gibson absent).

» Topic: Colonoscopy with endoscopic ultrasound

Discussion: The summary document was presented. Olson raised concerns
that colonoscopy with endoscopic ultrasound had considerably higher RVUs than
sigmoidoscopy, but that this type of ultrasound was only done in the rectal area
and would not require a colonoscopy. Smits found a fee statement specifying
that sigmoidoscopy with endoscopic ultrasound was 4.68 RVU while colonoscopy
with endoscopic ultrasound was 8.81 RVU.

Olson agreed that this procedure was only used for the work up of rectal cancer,
not for diagnosis and should be moved from the Diagnostic List to the rectal
cancer line.

Actions:

1) Add 45341 and 45342 to line 165 and advise DMAP to remove from the

Diagnostic List
2) Keep 45391 and 45392 on the Excluded List

» Topic: Pediatric trigger thumb

Discussion: The summary document was presented. There was no discussion.

Actions:

1) Add ICD-9 756.89/ICD-10 M65.31x to line 406

2) Add CPT 26055 to line 406

3) A new guideline was adopted for line 406 as shown in Appendix A

» Topic: Mastopexy

Discussion: The summary document was presented. There was no discussion.
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Actions:
1) Add 19316 to line 197 and advise DMAP to remove from the Excluded List
2) Modify guideline note 79 as shown in Appendix B

» Topic: BHAP recommended changes to Prioritized List for DSM-V

Discussion: There was minimal discussion.

Actions:

For the April 1, 2014 ICD-9 Prioritized List

1)Move ICD-9-CM 296.99 from line 32 to line 212

2)Move ICD-9-CM code 625.4 from line 581 to line 212

3)Move ICD-9 312.39 from 569 to line 487

4)Rename line 133 ATFENHON-DEFICH BISORDERSWHTH
HYPERACTMTY-OR UNDIFFERENTHATED ATTENTION
DEFICIT/HYPERACTIVITY DISORDERS

5)Change GN54: replace “attention deficit disorder (ADD)” with “attention
deficit/hyperactivity disorder’

6)Rename line 5 ABUSE-OR BERPENDBENCE OFRPSYCHOACTHVE
SUBSTANCE SUBSTANCE USE DISORDER

7)Rename line 457 CHRONIC-DEPRESSION(DYSTHYMIA} PERSISTENT
DEPRESSIVE DISORDER

8)Rename line 334 PERVASINE DEVELOPMENTAL DISORDERSHNCLUBING
AUTISM SPECTRUM DISORDERS

9)Rename line 483 SIMPLE PHOBIAS AND SOCIAL ANXIETY DISORDER
PHOBIAS

Changes for the October, 2014 ICD-10 Prioritized List
1) Carry forward line name changes above
2) Add ICD-10-CM F70 to lines 349, 381
3) Add ICD-10-CM F80.89 to line 349 and advise DMAP to remove from the
Ancillary File .
4) Add ICD-10-CM code F34.8 to line 207 and advise DMAP to remove from the
Excluded File
5) Add ICD-10-CM code N94.3 to line 207 and remove from line 562
6) Add ICD-10 F63.3 to line 467 and remove from 552
7) Add F45.22 to line 467 and remove from line 497
8) Add ICD-10 F50.8 to line 385
e Add a coding specification to line 385: “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 640 PICA.”
9) Rename line 66 SUBSTANCE-INDUCED MOOD, ANXIETY AND
DELUSIONAL AND OBSESSIVE-COMPULSIVE DISORDERS
10) Move code F55.3 from line 5 to line 619
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11) Move the [drug] abuse/ dependence with other [drug] induced disorder ICD-
10-CM codes to line 66 (F10.188, F10.288, F10.988, F11.188, F11.288,
F11.988, F13.188, F13.288, F13.988, F14.188, F14.288, F14.988, F15.188,
F15.288, F15.988, F16.188, F16.288, F16.988, F18.188, F18.288, F18.988,
F19.188, F19.288, F19.988).

12) Move [substance] use, uncomplicated (F11.90, F12.90, F13.90, F14.90,
F15.90, F16.90, F18.90, F19.90) to line 658

13) Rename line 478 USE-OF-ADDICTIVE-SUBSTANCES SEXUAL
DYSFUNCTION DUE TO SUBSTANCE USE

Biennial review changes for the October 1, 2016 Prioritized List

1) Delete line 478 SEXUAL DYSFUNCTION DUE TO SUBSTANCE USE and
move remaining ICD-10-CM codes for sexual dysfunction due to substance
use to line 529 (F10.181, F10.281, F10.981, F11.181, F11.281, F11.981,
F13.181, F13.281, F13.981, F14.181, F14.281, F14.981, F15.181, F15.281,
F15.981, F16.181, F16.281, F16.981, F18.181, F18.281, F18.981, F19.181,
F19.281, F19.981)

» Topic: Medical nutrition therapy

Discussion: The summary document was presented. There was minimal
discussion.

Actions:
1) Add CPT 97802-97804 to lines 20, 25, 229, 325, 312, 339

MOTION: To approve the new discussion items as presented with the noted
change in the recommendations for coverage of colonoscopy with endoscopic
ultrasound. CARRIES 7-0 (Gibson absent).

» Topic: Genetic testing guideline on familial cancer

Discussion: The staff proposal to change the type of provider who should
provide genetic testing in the non-prenatal genetic testing guideline was
considered.

Karen Kovak, a genetic counselor from OHSU, testified that there is considerable
evidence for a lot of inappropriate genetic testing being done in Oregon. Most of
this inappropriate testing is done by non-specialized genetic providers. Based on
provider surveys, there is a low level of knowledge and confidence in ordering
genetic tests. Ms. Kovak feels that the proposed change to the non-prenatal
genetic testing guideline would result in even more inappropriate genetic tests
being ordered. Ms. Kovak recommended that USPSTF guidelines be used as
NCCN guidelines apply mainly to patients with cancer, rather than non-
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symptomatic but at risk individuals. Olson noted that NCCN guidelines do apply
to high risk non-symptomatic patients. Ms. Kovak requested that the Oregon
Genetics Program have input into this guideline issue.

The problem of access to genetic counseling professionals in parts of Oregon
was acknowledged.

Livingston noted that the CCOs are very concerned about inappropriate genetic
testing.

Actions:
1) HERC staff will work with the Oregon Genetics Program and Ms. Kovak on

types of providers who should be included in the non-prenatal genetic testing
guideline and bring this topic back to the March VBBS meeting

» Topic: Continuous blood glucose monitoring guideline
Discussion: There was minimal discussion.
Actions:

1) Remove S1030-S1031 from Line 10 Type 1 Diabetes Mellitus
2) Guideline note 108 was modified as shown in Appendix B

» Topic: Acute otitis media guideline
Discussion: There was discussion about the deletion of coverage for patients
who fail multiple medications. Smits pointed out that these patients need middle
ear cultures and therefore would fall under the clause on complicating conditions.

There was a suggestion to delete the complicating conditions clause, but it was
felt that these are rare conditions and not likely to lead to abuse.

Actions:
1) Guideline note 29 was revised as shown in Appendix B
» Topic: Hydrocele guideline
Discussion: The summary document was presented. There was no discussion.

Actions:
1) Guideline note 63 was modified as shown in Appendix B

Value-based Benefits Subcommittee Minutes, 1/9/14 Page 9



» Topic: Cognitive Rehabilitation
Discussion: The summary document was presented. There was no discussion.

Actions:
1) Guideline note 90 was modified as shown in Appendix B

» Topic: Concussion guideline

Discussion: It was pointed out that the previously recommended changes to the
concussion line titles to change the reference from loss of consciousness to
persistent symptoms have not been carried out. These were reaffirmed.

Actions:
1) A new guideline regarding concussions was adopted as shown in Appendix A
2) Reaffirm line title changes adopted in December 2010:
a. 101 SEVERE/MODERATE HEAD INJURY: HEMATOMA/EDEMA
WITH LOSS-OF-CONSCIOUOSNESS PERSISTENT SYMPTOMS,
COMPOUND/DEPRESSED FRACTURES OF SKULL
b. 641 MINOR HEAD INJURY: HEMATOMA/EDEMA WITH NO LOSS
OF-CONSCIOUOSNESS PERSISTENT SYMPTOMS

» Topic: Oral health risk assessments

Discussion: Livingston presented an issue summary. The question was raised as
to whether this would diminish patients seeking dental services if preventive services
were provided in primary care offices. Members agreed that barriers to dental
evaluations and services were significant and that risk of not having these services is
greater than a potential risk of relocation of services. Shaffer raised the concern that
there are some implementation issues that may take longer to resolve than by the April
1, 2014 List. The specific concerns are about what would qualify as a training program
and which standardized risk assessment tools would be appropriate. There was concern
that if risk assessment and counseling codes were added to medical lines prior to
establishment of criteria that there would be confusion. There was clarification that
DMAP administrative rules would have authority over training and tools. Additionally,
there was a question about the choice of 21 as a cutoff for children and it was clarified
that was chosen because of the ACA requirements of dental services for up to age 21.
After discussion, a guideline was proposed that would enable these codes to be placed
on the April 1, 2014 List, and DMAP will go through its administrative rules process to
address the implementation issues that may take longer than April 1 to fully define.
There was a discussion about the D0191 code which is currently only open for payment
for dentists. The decision was made to add this code to Line 3 and Line 1 with a
guideline as well. D0145 was discussed and DMAP would need to determine how this
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may be opened up to non-dentists given other states have done this, although the
coding definition appears specific to dentists.

Dodson suggested OMA, OAFP, AAP society, and OHAP all work together to determine
implementation considerations.

Actions:
1) Place D0601-0603 and D0191 on Lines 1,3, and 58
2) Adopt a new guideline:
Guideline Note XXX Oral Health Risk Assessment
Line 1,3, 58
CDT codes D0601-D0603 and D0191 coverage is restricted on these lines
as follows:
Line 1: pregnant women only
Line 3: children under the age of 6 only
Line 58: children under the age of 21 only

These services are included only when performed using approved tools
and when performed by a provider who has completed an approved
program.

3) Place D0145 on Lines 3 and 58

4) DMAP will address through its rules process:
a. Appropriate standardized tools that would be required to receive

reimbursement for risk assessment

b. Necessary training for medical providers to bill using these codes

5) Dodson and Tyack to work together with staff on coordinating logistics.

» Topic: Materials for dental restorations

Discussion: Livingston presented a summary document. Tyack added that the
composites are improving in longevity and catching up to amalgam. Also, some
hospitals do not have amalgam separators. It was agreed that In order to keep

access at an acceptable level, there needs to be availability of composite fillings.

Actions:
1) Place D2391-D2394 on Line 372 and remove from Line 676.
2) Add a guideline as follows:

GUIDELINE NOTE XXX DENTAL FILLINGS FOR POSTERIOR TEETH
Line 372

For dental fillings in posterior teeth, amalgam is preferred for extensive
restorations. If amalgam is unavailable or contraindicated, composite is
acceptable.
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MOTION: To approve the all gquideline changes as presented above, with no
decision made on the genetic testing quideline on familial cancer. CARRIES 8-0.

» Topic: Fibromyalgia

Discussion: Smits reviewed the evidence summary regarding the efficacy of
various therapies for fiboromyalgia and the proposal to create a new line for
fibromyalgia.

Testimony:
Dr. Robert Bennett, rheumatologist, OHSU, testified that fiboromyalgia
should be its own line. He testified that fibromyalgia was ubiquitous, with
5% of women, 1% of men with the diagnosis. Fibromyalgia involves
changes in the central nervous system. Patients with other types of
chronic pain can develop fibromyalgia due to these CNS changes.
Fibromyalgia interacts with many other conditions, many of which are
covered on the Prioritized List. He feels that fioromyalgia has comparable
pain and suffering to rheumatoid arthritis. Other states Medicaid cover
fibromyalgia. Fibromyalgia impact scale is a reliable tool to determine the
severity of fiboromyalgia.

Kim Jones, FNP, OHSU, fiboromyalgia researcher, presented several
articles to the subcommittee. She stressed that studies should look at
more than 1 outcome (not just pain) to determine if a treatment is clinically
significant. She reviewed importance of exercise, with PT input, and
presented effectiveness studies for trigger point injections.

Dr. Ginerva Lipton, a primary care physician in Legacy, testified that there
IS no cure for fibromyalgia, need to consider definition of effectiveness.
Small reduction in pain or increase in function can have a big impact on
patients—on their ability to get back to work, function, etc. In her practice,
she finds the following treatments are effective: pregabalin, other
medications, trigger point injections (long term and short term relief),
specialized PT techniques (myofascial release in particular), PT education
on how to exercise/home, myofascial release techniques).

Tamara Staples, Tami Stacklehouse, and Jodie Sundberg patients and
advocates, presented a petition signed by persons all over the US
requesting coverage for fibromyalgia by OHP. Their testimony stressed
the importance of getting the correct treatment and getting it early. They
testified that PTSD and rheumatoid arthritis are covered conditions which
are similar to fiboromyalgia in severity and ability to treat. Not treating
fibromyalgia can lead to conditions like hypertension which require
treatment. They testified to the frustration of not being able to access
treatments and services for their fibromyalgia.
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BJ Cavnor testified it is extremely important that OHP recognize
fibromyalgia and provide proper treatment. Patients with fibromyalgia
have 4 times the risk of suicide (consistent with other chronic pain
conditions). Not covering fibromyalgia puts unnecessary burdens for
patients and is unfair. He supports a personal multi-modal approach,
including alternative therapies. He believes that treatment will make
fibromyalgia a chronic manageable condition rather than a chronic
disabling condition.

The subcommittee debated whether a new line should be created for
fibromyalgia, and there was unanimous consent that such a line should be
created. The procedures to be included on this line were debated, particularly PT
services. Most members felt that exercise could be done without a specific PT
visit or recommendation. Ocker suggested getting input from the PT/OT
community. A suggestion was made to put PT codes on the line with a guideline
limiting visits to a consult visit and a follow up visit, or 3 visits a year or similar
limit. No decision about inclusion of PT services was reached. HERC staff will
work with experts to determine if PT services should be included, and have PT
community input on a guideline if such services are included on the line.

There was extensive discussion about the scoring of the proposed line. There
was debate about the healthy life score. The proposed scores ranged from 2 to
4. Conditions with similar scores were reviewed. The pain and suffering score
was debated, with suggested scores ranging from 2 to 4. Effectiveness score
proposals ranged from 2 to 3. There was debate about how the “moderate
effectiveness” found in the evidence review translated into this score. HERC
staff was asked to go back to the literature and try to come up with a percent of
patients who improved, and what percent improvement was seen. The need for
service was also discussed. Staff proposed 0.8, to account for the fact that those
with mild disease did not require treatment. The advocates suggested 1.0 as
they felt all patients should receive treatment. The subcommittee generally
where in agreement that 0.8 was reasonable for need for service

The decision was made to further discuss this topic at the March VBBS meeting.
HERC staff will 1) make a summary of conditions with various healthy life scores
between 2 and 4, 2) make a summary of conditions with a pain/suffering score of
2 to 3, and 3) look at the effectiveness of treatment in the literature and try to find
a percent score that is more easily translated into the effectiveness score used in
the prioritization methodology.

Actions:
1) Further discussion on this topic will be on the March VBBS agenda
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» Topic: Factious disorder and somatization line merge

Discussion: Tabled to the March, 2014 VBBS meeting

>
» Topic: Prenatal genetic testing coverage guidance

Discussion: This item was informational only for the VbBS, to show committee
members the CPT codes included in the guideline. Dr. Tom Jenkins, perinatologist,
testified that genetic testing should be covered for elevated risk for aneuploidy
(advanced maternal age, etc.). Livingston noted that this topic has already been
discussed in great detail. Dr. Jenkins then noted that the current guideline wording does
not allow genetic testing for women with elevated risk for aneuploidy based on serum
testing or for women who consider CVS or amniocentesis but decide not to proceed with
the procedure. The subcommittee agreed with changes to include coverage for these
two groups. However, this guideline topic was informational only and this topic needs to
be addressed as scheduled at the HERC meeting later today.

Actions:
1) The prenatal genetic testing guideline will be discussed further at the January

2014 HERC meeting.

» Topic: DXA coverage guidance

Discussion: Livingston presented an issue summary. She recommended
changing this to a diagnostic guideline and specifying that it applies to adults.
There was a discussion about this being a significant change from current
practice, but derived from the evidence reviewed by HTAS.

Actions: A new diagnostic guideline was approved as shown in Appendix A.

» Topic: Coverage guidance on treatment of sleep apnea in adults

Discussion: Livingston presented an issue summary. Tyack asked about the
removal of mandibular advancement devices. Shaffer discussed how there are
differences in up front cost with mandibular advancement devices, versus cpap
can be tried and compliance and improvement can be determined. The evidence
was stronger for CPAP than for mandibular advancement devices. It was
clarified that there would be no change in current coverage of oral appliances for
OHP if the coverage guidance remained silent. VbBS was shown new guideline
language that was presented to and subsequently revised by HERC later in the
day. See the HERC minutes of January 9, 2014 for the approved language.
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Actions:

1) Add the following coding specification to Line 210
42299 Unlisted procedure, palate, uvula (use for laser assisted uvulopalatoplasty
(LAUP), somnoplasty, palatal implants) does not pair on Line 210 with
obstructive sleep apnea in adults.

> Public Comment:

No additional public comment was received

» Issues for next meeting:
» Non-prenatal genetic testing guideline
* Screening for lung cancer diagnostic guideline
* Fibromyalgia prioritization
» Somatization and factitious disorder line merge

» Next meeting: March 13, 2014 at Meridian Park Hospital Health Education Center,
Conference Room 117B&C in Tualatin, OR
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Appendix A
New Guidelines

GUIDELINE NOTE XXX CAROTID ARTERY STENTING
Lines 342, 440
Carotid artery stenting (CPT 37215-37217) is included on lines 342 and 440 for patients
who have not had a disabling stroke (modified Rankin scale = 3) AND
1) who are at high risk for complications during carotid endarterectomy (CEA)
due to significant comorbidities and/or anatomic risk factors (i.e., recurrent
stenosis and/or previous radical neck dissection) and who also have
symptomatic (recent transient ischemic attack or ischemic stroke) carotid
artery stenosis >50% OR
2) who are at high risk for complications during CEA due to significant
comorbidities and/or anatomic risk factors and have asymptomatic carotid
artery stenosis 280% only if best current medical therapy is not tolerated or
contra-indicated.

GUIDELINE NOTE XXX PEDIATRIC TRIGGER THUMB

Line 406

ICD-9 756.89/ICD-10 M65.31x is included on line 406 for treatment of pediatric trigger
thumb only. Surgical treatment should be reserved for trigger thumb that does not
spontaneously resolve within 48 months of diagnosis. Immediate surgery may be
considered for bilateral trigger thumb or trigger thumb with locking symptoms

GUIDELINE NOTE XXX CONCUSSION AND POST CONCUSSION SYNDROME
Lines 101, 209, 641

ICD-9 diagnosis codes 850.0 and 850.9/ICD-10 diagnosis codes S06.0x0, S06.2x0 and
S06.300 are included on line 101 only for concussions with symptoms that persist for
more than 7 days but less than 3 months; otherwise, these diagnoses are included on
line 641. When concussion symptoms last for more than 3 months, the diagnosis of
post-concussive syndrome (ICD-9 310.2/ICD-10 F07.81) should be used, which is
included on line 209

DIAGNOSTIC GUIDELINE XX OSTEOPOROSIS SCREENING AND MONITORING IN
ADULTS

Osteoporosis screening by dual-energy X-ray absorptiometry (DXA) is covered only for
women aged 65 or older, and for men or younger women whose fracture risk is equal to

or greater than that of a 65 year old white woman who has no additional risk factors.

Fracture risk should be assessed by the World Health Organization’s FRAX tool or
similar instrument.
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Appendix A

Repeat osteoporosis screening by DXA, for women with normal bone density, is not
covered more frequently than once every fifteen years.

Routine osteoporosis screening by DXA is not covered for men.

Unless there has been significant change in the individual's risk factors, such that rapid
changes in bone density are expected, monitoring of individuals with low bone density
by repeat DXA scanning is covered only at the following frequencies:
e once every two years for those with osteoporosis or advanced osteopenia (T-
score of -2.00 or lower)
e once every four years for moderate osteopenia (T-score between -1.50 and
-1.99)
e once every fifteen years for mild osteopenia (T-score between -1.01 and -1.49).

Repeat testing is only covered if the results will influence clinical management. For
purposes of monitoring osteoporosis medication therapy, testing at intervals of less than
two years is not covered.
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Appendix B
Modified Guideline Notes

GUIDELINE NOTE 79, BREAST RECONSTRUCTION

Lines 4,197

Breast reconstruction {which-may-include-contralateral reduction-mammeoplasty-is only
covered after mastectomy as a treatment for breast cancer or as prophylactic treatment
for the prevention of breast cancer in a woman who qualifies under Guideline Note 3,
and must be completed within 5 years of initial mastectomy.

Breast reconstruction may include contralateral reduction mammoplasty (CPT 19318) or
contralateral mastopexy (CPT 19316). Mastopexy is only to be covered when
contralateral reduction mammaplasty is inappropriate for breast reconstruction and
mastopexy will accomplish the desired reconstruction result.

GUIDELINE NOTE 108, CONTINUOUS BLOOD GLUCOSE MONITORING
Line 10
Services related to real-time continuous blood glucose monitoring (for long-term use) or
retrospective glucose monitoring (for short-term use) Sentinveus-bleed-glucose
mem&nng—%é@%eedes@%#@@%eedes S1030-S1031) with real-
e ¢+ are included on

Line 10 #e#preqrdee%resiemmem only Whe |nsul|n pump management is being
considered, initiated, or utilized and only when the patient has at least whe-alse-have
one of the following:

* HbA1c levels greater than 8.0% (despite compliance with treatment), or

* a history of recurrent hypoglycemia.

GUIDELINE NOTE 29, TYMPANOSTOMY TUBES IN ACUTE OTITIS MEDIA
Line 418
Tympanostomy tubes (CPT 69436) are only included on this line as treatment for
1) recurrent acute otitis media (three or more well-documented and separate
episodes in six months or four or more well-documented and separate episodes
in one-year the past 12 months with at least 1 episode in the past 6 months) that
failapprepriate-medical-management in patients who have unilateral or bilateral

mlddle ear effu5|on at the time of assessment for tube candldacv or

3) 2) for patients with complicating conditions (immunocompromised host,

meningitis by lumbar puncture, acute mastoiditis, sigmoid sinus/jugular vein
thrombosis by CT/MRI/MRA, cranial nerve paralysis, sudden onset
dizziness/vertigo, need for middle ear culture, labyrinthitis, or brain abscess).
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Appendix B

Patients with craniofacial anomalies, Down’s syndrome, cleft palate, permanent hearing
loss of 25dB or greater independent of otitis media with effusion, and patients with
speech and language delay may be considered for tympanostomy if unresponsive to
appropriate medical treatment or having recurring infections (without needing to meet
the strict “recurrent” definition above).

GUIDELINE NOTE 63, HYDROCELE REPAIR

Line 175

Excision of hydrocele is only covered for children age 18 and younger with hydroceles
which persist after 18 months of age.

GUIDELINE NOTE 90, COGNITIVE REHABILITATION

Lines 101,185,201,209,308,342,375,407

Once physical stabilization from acute brain injury has occurred, as determined by an
attending physician, cognitive rehabilitation (CPT 97532) is eevered included on this line
for a three months period. This three month period does not have to be initiated
immediately following stabilization from the.injury. For up.to 3 years following the acute
event, an additional 6 visits of cognitive rehabilitation are included on this line each time
the patient has Whenever-there-is a major change in status as-evideneed-by resulting in

a significantly improved prognosis for-up-te-3-yearsfollowing-the-acute-event, 6
additional-visits-of cognitive rehabilitation-are-eevered- Cognitive rehabilitation is not

covered included on this line for those in a vegetative state or for those who are unable
or unwilling to participate in therapy.
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Section 3.0
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Straightforward Issues—March, 2014

Code Code Description Line(s) Involved Issue Recommendation(s)
E&M Medical visits 654 DENTAL CONDITIONS WHERE | Medical visit codes appear on two | Remove E&M codes from lines 654
codes TREATMENT IS CHOSEN dental lines. HERC staff and 655

PRIMARILY FOR AESTHETIC

655 DENTAL CONDITIONS WHERE

TREATMENT RESULTS IN

MARGINAL IMPROVEMENT
26560- | Repair of syndactyly (web | 290 COMPLICATIONS OF A Repair of web finger ison 6 lines | Remove 26560-26562 from lines 290,
26562 finger) each web space PROCEDURE ALWAYS REQUIRING | for the October 1, 2014 List. 391, 430, 511, and 534

TREATMENT

362 DEFORMITY/CLOSED
DISLOCATION OF JOINT

391 DEFORMITY/CLOSED
DISLOCATION OF MINOR JOINT
AND RECURRENT JOINT
DISLOCATIONS

430 ACUTE PERIPHERAL MOTOR
AND DIGITAL NERVE INJURY
511 PERIPHERAL
ENTHESOPATHIES

534 DEFORMITIES OF UPPER
BODY AND ALL LIMBS

Syndactyly (ICD-9 755.1x) is on
line 362. The repair codes should
only be on this line.

Keep only on line 362 for October 1,
2014 List

122 NUTRITIONAL ANEMIAS

Many non-anemia diagnoses are
on this line—various vitamin
deficiencies, malnutrition, etc.

Rename line 122 NUTRITIONAL
ANEMIAS DEFICIENCIES

364 DYSTONIA
(UNCONTROLLABLE);
LARYNGEAL SPASM AND
STENOSIS

The coding specification on line
364 should be removed. The 2014
CPT codes provided separate
codes which allowed
differentiation of indication based
on CPT code. Therefore, there is
no longer any reason to call out
certain pairings on this line.

Remove the following coding
specification from line 364:
Chemodenervation with botulinum
toxin injection (CPT 64612-64614) is
included on this line only for
treatment of blepharospasm (ICD-9
333.81), spasmaodic torticollis (ICD-9
333.83), and other fragments of
torsion dystonia (ICD-9 333.89).




Section 4.0
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Fibromyalgia Review for March 2014

Question: Should Fibromyalgia be given higher priority on the Prioritized List?

Question source: National Fibromyalgia and Chronic Pain Association

Issue: Fibromyalgia is currently located on Line 634 DISORDERS OF SOFT TISSUE, which is
below the present funding line. Prioritization of fibromyalgia was discussed at the October,
2013 and January, 2014 VBBS meetings. Evidence for effectiveness of various therapies was
reviewed, including exercise, medications, cognitive behavioral therapy, and complementary
and alternative medical treatments. Expert testimony and patient/advocate testimony was
heard. The commissioners agreed that fibromyalgia should be made its own line for the 2016
biennial review Prioritized List. Various scoring options were reviewed for possible line
prioritization. HERC staff was charged with providing summary data regarding similar condition
scores for impact on healthy life and pain and suffering, and asked to review the literature for a
better estimate of treatment efficacy.

Current and HERC and expert proposed scoring for various categories discussed at the January
meeting are listed below:

Category Current | HERC staff | Expert Committee
score proposal Proposal | Suggested Score

Range

Impact on Healthy 0 2 3 2-4 range

Life

Pain/Suffering 1 2 3 2-3 range

Effectiveness 1 2 2 Review

Need for treatment | 0.2 0.8 1.0 0.8




Fibromyalgia Review for March 2014

Healthy Life
Score categories

2 — Nonfatal with a modest impact on health

3 — Nonfatal with a low probability of a significant residual effect or a high probability of a
residual effect with a moderate impact on health

4 — Nonfatal with low probability (<20%) of significant disability or at least a moderate
probability of a significant residual effect

HL score=1

Representative Conditions Line
Urticaria 551
Mild eczema 559
Allergic rhinitis 566
Minor sprains and strains 616

HL score = 2

Representative Conditions Line
Severe cystic ache 377
Otitis externa 431
Urinary incontinence 459
Obsessive compulsive disorder 467
TMJ disorder 555

HL score = 3

Representative Conditions Line
Gout 306
Sarcoidosis 353
Chronic skin ulcers 383
Osteoarthritis 468

HL score =4

Representative Conditions Line
Kidney stones 355
Panic disorder 396
Migraines 414
Mononeuritis multiplex 515

HERC staff recommendation: HL=3 to match similar conditions such as osteoarthritis



Fibromyalgia Review for March 2014

Pain and Suffering
1 — Intermittent pain of moderate level or frequent pain of low level and/or low level of
suffering of the individual, immediate family or caregiver
2 — Frequent pain of moderate level or constant pain of low level and/or modest level of
suffering of the individual, immediate family or caregiver
3 — Intermittent pain of high level or constant pain of moderate level and/or moderate level
of suffering of the individual, immediate family or caregiver
4 — Frequent pain of high level and/or high level of suffering of the individual, immediate
family or caregiver
5 — Constant pain of high level and/or extreme suffering of the individual, immediate family
or caregiver

Suffering score = 1

Representative Conditions Line
Lyme disease 271
Cirrhosis 338
Dental caries 347
TIA 419

Suffering score = 2

Representative Conditions Line
Mild or moderate depression 207
Gout 306
Osteoarthritis 462
Mononeuritis multiplex 515

Suffering score = 3

Representative Conditions Line
Multiple sclerosis 255
Chronic osteomyelitis 258
Spinal disc disease with myelopathy 412
Migraines 414

Suffering score = 4

Representative Conditions Line
Traumatic amputation of legs 140
Shingles 159
Acute pancreatitis 198
Stroke 322
Trigeminal neuralgia 446

HERC staff recommendation: Suffering=2 to match similar conditions such as osteoarthritis



Fibromyalgia Review for March 2014

Effectiveness

0 — No demonstrated effectiveness (<5%) or causes harm
1 - Achieves desired result in 5-25% of cases

2 - Achieves desired result in 25-50% of cases

3 — Achieves desired result in 60-75% of cases

4 — Achieves desired result in 75-95% of cases

5 — Achieves desired result in 95+% of cases

Effectiveness score = 0

Representative Conditions Line
Pica 640
Viral conjunctivitis 641
Mastodynia (breast pain) 645

Effectiveness score = 1

Representative Conditions Line
Obesity (INTENSIVE NUTRITIONAL/ 325
PHYSICAL ACTIVITY COUNSELING)

Bulemia 385
Chronic pelvic pain 536
Mononeuritis multiplex 541
Lymphedema 579

Effectiveness score = 2

Representative Conditions Line
Cirrhosis 338
Autism 313
Viral encephalitis 540

Effectiveness score = 3

Representative Conditions Line
Dialysis for chronic kidney disease 343
Pacemakers for cardiac arrythmias 350
Generalized anxiety disorder 418
Root canal for periodontal disease 448




Fibromyalgia Review for March 2014

Review of literature for effectiveness of various treatments for fiboromyalgia

1) Exercise
a. Cochrane 2009
i. Aerobic exercise training compared to no exercise improved overall well-
being by 7 points on a scale of 0 to 100 and reduce pain by 1.3 on a scale
of 0 to 10.
ii. Strength training compared to no exercise reduced pain by 49 fewer
points on scale of 0 to 100, improved overall well-being by 41 points on a
scale of 0 to 100, and lead to 2 fewer active tender points on a scale of O-
18.
1. Note: based on 2 small, low quality studies (N=21, 47 patients)
2) Cognitive behavioral therapy
a. Cochrane 2013
i. CBTs were superior to controls in reducing pain at end of treatment by
0.5 points on a scale of 0 to 10 and by 0.6 points at long-term follow-up
(median 6 months)
ii. inreducing negative mood at end of treatment by 0.7 points on a scale of
0 to 10 and by 1.3 points at long-term follow-up (median 6 months)
iii. in reducing disability at end of treatment by 0.7 points on a scale of 0 to
10 and at long-term follow-up (median 6 months) by 1.2 points
3) Multi-disciplinary therapy
a. Hauser 2009
i. Difficult to extract effect level
ii. Overall effect on pain, fatigue and depression appears quite small based
on meta-analysis plots (figures 2-4 in paper)
b. Arnold 2012
i. The standardized mean differences (SMDs) of multicomponent therapy
vs. controls at the end of therapy were low for pain and fatigue and
moderate for quality of life. The SMDs for multicomponent therapy vs.
controls at follow-up were low for fatigue and quality of life.
4) Duloxetine
a. Cochrane 2011
i. NNT for 30-50% improvement in one person ranged from 5 to 8 patients
5) Pregabalin
a. Moore 2009 (Cochrane)
i. NNT for 50% pain relief in one patient was 10-14
b. Hauser 2010
i. NNT for 30% pain reduction in one paitent was 8.6
c. Siler 2011
i. NNT to reduce pain in 1 patient was 8
ii. Range of response with pregabalin was 26-50% with range of response
to placebo 19-35%
d. Tzellos 2010
i. NNT for pain reduction in 1 patient was 7
6) Amitriptyline
a. Cochrane 2012
i. amitriptyline provides pain relief in about 1 in 4 (25%) more people than
does placebo, and about 1 in 4 (25%) more people than placebo report
having at least one adverse event, probably not serious but disconcerting
7) Milnacipran



Fibromyalgia Review for March 2014

a. Cochrane 2012
I. Milnacipran at either dose provided moderate pain relief (at least 30%
reduction in pain intensity) to 10% more participants than did placebo

Summary of effectiveness data:

All interventions (other than strength training, which is likely biased by low quality, small studies)
appeared to have a 5-20% achievement of desired reduction in pain, fatigue and/or depression.
HERC staff recommendation: effectiveness score of 1

HERC staff recommendations:
1) Re-prioritize fibromyalgia and create a new line for this condition (ICD-9 729.1 Myalgia
and myositis, unspecified /ICD-10 M79.7 Fibromyalgia)
2) Adopt a guideline for the treatment of fibromyalgia as shown below

Line XXX Fibromyalgia

Treatment: Medical Therapy

ICD-10: M79.7

CPT: CBT (90785, 90832-90853), medical office visits (98966-99215, 99441-99449, 99487-
99489), medical team conference (99366-99368), preventive medicine visit (99381-99429)

Scoring

Category: 7

HL: 3

Suffering: 2

Population effects: 0
Vulnerable population: 0
Tertiary prevention: 0
Effectiveness: 1

Need for service: 0.8
Net cost: 2

Score: 80

Approximate line placement: 549



DRAFT Scoring Criteria for the HERC Individual and
Population Health Impact Measures

Impact on Healthy Life

0 — No impact on health

1 — Nonfatal with a marginal impact on health

2 — Nonfatal with a modest impact on health

3 — Nonfatal with a low probability of a significant residual effect or a high probability of a
residual effect with a moderate impact on health

4 — Nonfatal with low probability (<20%) of significant disability (e.g., blindness) or at least a
moderate probability of a significant residual effect

5 — Nonfatal, but at least moderate (>20%) probability of significant disability; Very low fatality
(<1%)

6 — Low fatality (1-5%)

7 — Moderate fatality (5-20%)

8 — Significant fatality (20-50%)

9 — High fatality (50-90%)

10 — Very high fatality (>90%)

Impact on Pain and Suffering

0 — No impact on pain or suffering

1 — Intermittent pain of moderate level or frequent pain of low level and/or low level of suffering
of the individual, immediate family or caregiver

2 — Frequent pain of moderate level or constant pain of low level and/or modest level of
suffering of the individual, immediate family or caregiver

3 — Intermittent pain of high level or constant pain of moderate level and/or moderate level of
suffering of the individual, immediate family or caregiver

4 — Frequent pain of high level and/or high level of suffering of the individual, immediate family
or caregiver

5 — Constant pain of high level and/or extreme suffering of the individual, immediate family or
caregiver

Population Effects

0 — No impact on population health

1 — Nontreatment would result in limited spread of a significant nonfatal disease or have a low
impact on population safety (e.g. due to the nontreatment of a mental health condition)

2 — Nontreatment would result in a moderate spread of a significant nonfatal disease or have a
modest impact on population safety

3 — Nontreatment would result in a limited spread of a potentially fatal disease or a wide spread
of a significant nonfatal disease or have a moderate impact on population safety

4 — Nontreatment would result in a moderate spread of a potentially fatal disease or have a high
impact on population safety

5 — Nontreatment would result in a wide spread of a potentially fatal disease or have a very high
impact on population safety




DRAFT Scoring Criteria for the HERC Individual and
Population Health Impact Measures

Impact on Vulnerable Populations

0 — No impact on vulnerable populations

1 — Somewhat disproportionate impact of a condition with a moderate impact on health on one
or more vulnerable populations (does not include men, women, children, pregnant women
considered as separate populations, nor low-income individuals, since methodology is only
being applied to Medicaid population at this point)

2 — Moderately disproportionate impact of a condition with a moderate impact on health on one
or more vulnerable populations

3— Somewhat disproportionate impact of a condition with a significant impact on health on one
or more vulnerable populations

4 — Moderately disproportionate impact of a condition with a significant impact on health on one
or more vulnerable populations

5 — Highly disproportionate impact of a condition with a significant impact on health on one or
more vulnerable populations

Tertiary Prevention

0 — No tertiary prevention provided by treatment and early treatment does not prevent
progression of the disease

1 — Treatment will prevent of moderate complication and/or early treatment may prevent
progression of the disease resulting in a moderate impact on health

2 — Low to modest likelihood that treatment will prevent a significant complication or prevent
progression of the disease resulting in significant impact on health

3 —Moderate to high likelihood that treatment will prevent a significant complication or prevent
progression of the disease resulting in significant impact on health

4 — Low to modest likelihood that treatment will prevent severely debilitating complication and/or
early treatment with prevent progression of disease leading to severe disability or death

5 — Moderately to high likelihood that treatment will prevent severely debilitating complication
and/or early treatment with prevent progression of disease leading to severe disability or
death

Effectiveness

0 — No demonstrated effectiveness (<5%) or causes harm
1 - Achieves desired result in 5-25% of cases

2 - Achieves desired result in 25-50% of cases

3 — Achieves desired result in 50-75% of cases

4 — Achieves desired result in 75-95% of cases

5 — Achieves desired result in 95+% of cases

Net Cost

0 — Very high cost (>$100,000)

1 — High cost ($20,000-$100,000)

2 — Moderate cost ($5,000-$20,000) or higher cost somewhat offset by cost of treatment
alternative

3 — Modest cost ($1,000-$5,000) or higher cost significantly offset by cost of treatment
alternative

4 — Low cost (<$1,000) or higher cost nearly offset by cost of treatment alternative

5 — Cost savings



OHSU/Good Samaritan/ National Fibromyalgia and Chronic Pain Association
Proposal for Fibromyalgia Scoring Criteria
for the HSC Individual and
Population Health Impact Measures
2/26/2014
Impact on Healthy Life
0 — No impact on health
1 — Nonfatal with a marginal impact on health
2 — Nonfatal with a modest impact on health
3 — Nonfatal with a low probability of a significant residual effect or a high probability of a
residual effect with a moderate impact on health
4 — Nonfatal with low probability (<20%) of significant disability or at least a moderate probability
of a significant residual effect
5 — Nonfatal, but at least moderate (>20%) probability of significant disability (e.g., blindness);
Low fatality with onset in elderly
6 — Moderately fatal with onset in elderly; low fatality with onset in middle age
7 — Highly fatal with onset in elderly; moderately fatal with onset in middle age; low fatality with
onset in young adulthood
8 — Highly fatal with onset in middle aged; moderately fatal with onset in young adulthood; low
fatality with onset in childhood/newborn
9 — Highly fatal with onset in young adulthood; moderately fatal with onset in childhood/newborn
10 — Highly fatal with onset in childhood/newborn

Impact on Pain and Suffering

0 — No impact on pain or suffering

1 — Intermittent pain of moderate level or frequent pain of low level and/or low level of suffering
of the individual, immediate family or caregiver

2 — Frequent pain of moderate level or constant pain of low level and/or modest level of
suffering of the individual, immediate family or caregiver

3 — Intermittent pain of high level or constant pain of moderate level and/or moderate level of
suffering of the individual, immediate family or caregiver

4 — Frequent pain of high level and/or high level of suffering of the individual, immediate family
or caregiver

5 — Constant pain of high level and/or extreme suffering of the individual, immediate family or
caregiver

Population Effects

0 — No impact on population health

1 — Nontreatment would result in limited spread of a significant nonfatal disease or have a low
impact on population safety (e.g. due to the nontreatment of a mental health condition)

2 — Nontreatment would result in a moderate spread of a significant nonfatal disease or have a
modest impact on population safety

3 — Nontreatment would result in a limited spread of a potentially fatal disease or a wide spread
of a significant nonfatal disease or have a moderate impact on population safety

4 — Nontreatment would result in a moderate spread of a potentially fatal disease or have a high
impact on population safety

5 — Nontreatment would result in a wide spread of a potentially fatal disease or have a very high
impact on population safety

Impact on Vulnerable Populations

0 — No impact on vulnerable populations

1 — Somewhat disproportionate impact of a condition with a moderate impact on health on one
or more vulnerable populations (does not include men, women, children or pregnant women
considered as separate populations or low-income individuals, since methodology is only
being applied to Medicaid population at this point)




OHSU/Good Samaritan/ National Fibromyalgia and Chronic Pain Association
Proposal for Fibromyalgia Scoring Criteria
for the HSC Individual and
Population Health Impact Measures
2/26/2014
2 — Moderately disproportionate impact of a condition with a moderate impact on health on one
or more vulnerable populations
3— Somewhat disproportionate impact of a condition with a significant impact on health on one
or more vulnerable populations
4 — Moderately disproportionate impact of a condition with a significant impact on health on one
or more vulnerable populations
5 — Highly disproportionate impact of a condition with a significant impact on health on one or
more vulnerable populations

Tertiary Prevention

0 — No tertiary prevention provided by treatment and early treatment does not prevent
progression of the disease

1 — Treatment will prevent of moderate complication and/or early treatment may prevent
progression of the disease resulting in a moderate impact on health

2 — Low to modest likelihood that treatment will prevent a significant complication or prevent
progression of the disease resulting in significant impact on health

3 —Moderate to high likelihood that treatment will prevent a significant complication or prevent
progression of the disease resulting in significant impact on health

4 — Low to modest likelihood that treatment will prevent severely debilitating complication and/or
early treatment with prevent progression of disease leading to severe disability or death

5 — Moderately to high likelihood that treatment will prevent severely debilitating complication
and/or early treatment with prevent progression of disease leading to severe disability or
death

Effectiveness

0 — No demonstrated effectiveness (<5%) or causes harm
1 - Achieves desired result in 5-25% of cases

2 - Achieves desired result in 25-50% of cases

3 — Achieves desired result in 50-75% of cases

4 — Achieves desired result in 75-95% of cases

5 — Achieves desired result in 95+% of cases

Net Cost

0 — Very high cost (>$100,000)

1 — High cost ($20,000-$100,000)

2 — Moderate cost ($5,000-$20,000) or higher cost somewhat offset by cost of treatment
alternative

3 — Modest cost ($1,000-$5,000) or higher cost significantly offset by cost of treatment
alternative

4 — Low cost (<$1,000) or higher cost nearly offset by cost of treatment alternative

5 — Cost savings



The NFMCPA survey conducted for presentation to the FDA (part one)

During a couple of weeks at the end of November 2013 some 3,200 National Fibromyalgia & Chronic Pain

Association (NFMCPA) members completed a questionnaire designed by Dr. Rob Bennett (Prof. of Medicine

OHSU). The intent of this questionnaire was to provide information for the Federal Drug Administration (FDA) on

common symptoms encountered by fibromyalgia patients, other than pain.

Age

Age distribution

soo | Mean:53.1+11.2

500 %
00

Number of patients

N . -

20 30 40 50 60 70 80 90
Age (years}

Getting a diagnosis of fibromyalgia

How many healthcare providersdid you see
before getting a diagnosis?

00

Most of the subjects completing the survey
were middle-aged with a mean age of 53. The
age distribution can be seen in the
accompanying histogram:

However, as you can see, there was a normal
distribution of ages ranging from the late
teens to 80-year-olds.

Getting a definitive diagnosis of fibromyalgia
can be time-consuming and frustrating. One
of the questions we asked in the survey was
how many healthcare providers did you see
before getting fibromyalgia. Approximately
one third of the respondents had to see more
than 5 healthcare professionals before getting
a definite diagnosis of fibromyalgia.



Non-Pain problems

The FDA was particularly interested in learning about the problems experienced by fibromyalgia patients, other

than pain.
Insomnia
Cognitive dysfunction One of the questions in the survey asked:
Depression “Out of all your non-pain symptoms, which
Weight co.ntrol one causes you most distress?” Replies are
Brain fog seen in the following chart (the numbers
Weakness
Effort intolerance in the lower axis have a number of
Lack of sleep subjects reporting each problem).
Daytime sleepiness
Anxiety By far the commonest non-pain problems
Environmental sensitivity were insomnia and problems with
Balance problems memory and concentration (i.e. cognitive
Being a burden dysfunction). Note the question asked was
Irritable bowel syndrome “which one non-pain problem caused
Restless legs most distress”. Thus a patient with
Allergies insomnia could also have problems with
Chronic headaches balance, but such additive problems are
Irritable bladder syndrome not captured in this chart.
0 50 100 150 200

Some of the individual comments were:

Fearing that being with people will aggravate pain later.

Feel like I am a burden to my children.

Feeling a burden and nonproductive, | can't meet simple goals.

Sometimes feel suicidal

Feeling as if | am living a "less than" life; not the life | envisioned.

Feeling exhausted and completely overwhelmed by the smallest tasks.

Feeling guilty that | can't fix symptoms without medication.

Feeling hopeless because | cannot be who | was or do the things I love.

Feeling like a burden due to loss of productivity.

Feeling that | am not understood and that my physical/energy limitations interfere with living a full life.
Feeling worthless, that my life no longer matters, having to leave my job because my symptoms were intolerable.
Fear of getting worse as | get older.

Unable to do what | used to do, because of brain fog and fear of the unknown.

Everything seems such an effort.

Being a burden to my family; my future looks bleak and full of a lifetime of pain.

Difficulty focusing on the task at hand.

Afraid to commit to do things because | don't know how capable | will be from day to day.

Not being as sharp as | used to be, can't remember something | may have been told a day ago.

Not feeling like | any longer belong with "normal" people.

Sensitivity to all stimuli. Hard to be around other people due to smells, movement, multiple noise sources.
There is no more pleasure or enjoyment in life.

Thinking problems. | "know" what | want to say but can't put it together.



Whereas the last question asked about the non-pain problem that caused most distress, there was also another
question regarding the prevalence of non-pain problems in general. As is seen in the chart below, stiffness was the
most common non-pain problem (96% of respondents reported stiffness). This was shortly followed by physical
weakness, effort intolerance, reduced mental abilities and a weather changes effect. Environmental intolerance to
noise, perfumes and cold was reported in 75 to 92% of subjects.

MNon-pain problems (3]

Severe stiffness 96 Irritable bowel syndrome B4
Physicalweakness 35 Easily agitated 83
Everything isan effort 34 Chronic headaches g2
Reduce mental acuity i Guilt about being a burden 81
Weather change affect i Friends donot undersand 79
Being productive 33 Low sex drive 77
Difficulty focusing 32 Has many allergies Fio
Cold int-ulemnce 32 Perfumne intolerance 75
Insomniz 32 Difficultieswith intimacy 73
Daytime sleepiness 41 Overactive bladder 72
Poor balance 90

— Restless leg syndrome &5
Maise intolerance 90 -
Effort intolerance 88 OQversleeping ad
Diffocult conrolling weight a7 Wonders howwill it all end? G4
Dislike of using drugs 86 Dr iz not helpful 53
Reduced pleasure BE Dr doesn't Rx pain meds 49
Meck extension symptoms =1 Sometimesfeel suicidal 39
Feeling hopeless/depressed 85 Sleep apnes 33

This chart confirms the high frequency of existential problems such as feeling guilty about being a burden, feeling
hopeless and depressed, friends inability to understand, wondering how it will all end and sometimes feeling
suicidal (39%), and provide a vivid picture of what it means to be a fibromyalgia patient. Suicidal ideation has been
described in several recent papers; and this current survey adds to the increasing recognition that the frustration
of having a poorly recognized chronic pain disorder to lead to thoughts as to “where it all end” and “may be ending
my life is one way out”.

What are your sources of information about fibromyalgia
Medical practice has been forever changed by the ability of patients to consult the Internet. This means that

doctors and other health care professionals are not the only fount of knowledge. In general, this is to the good, as
many studies have associated education with a better outcome. It certainly appears that fibromyalgia patients are
not an exception, with 82% obtaining information from the Internet and 48% obtaining information from the
doctor. Please note these numbers are not mutually exclusive, and most patients are using the Internet in addition
to consultations with healthcare professionals, as well as reading books and publications.



What is your work status
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Other Diagnoses

Fibromyalgia patients often have difficulty
remaining productively employed on
account increased pain on activity, severe
fatigue and problems with memory and
concentration. As you can see in this survey
25% of the subjects were fully employed
and 10 % had part-time employment. Eight
percent were unemployed and unable to
get a job. Some 11% of subjects rated
themselves disabled, but could not qualify
for Social Security Disability (SSD). However,
27% of subjects were receiving SSD
payments. Some 16% subjects were retired.
Overall these figures are very similar to
publish data.

Nearly all fibromyalgia patients have developed some other medical problems by the time they reach middle age.

Reflex sympathetic dystrophy
Opioid addiction

Major depression

Peripheral neuropathy

Chronic upper back pain

Ankylosing spondylitis
Systemic lupus (SLE)

Rheumatoid arthritis

Endometriosis

Osteoarthritis of hip or knee

Lumbar spinal stenosis |

Chronic low back pain

0 200 400 600 800 10001200

As you can see in the current survey over 1,000
of the 2,178 subjects had low back pain and
over 800 suffered from migraine headaches.
About 30% of subjects had osteoarthritis of the
hands knees and hips; in many subjects this
will considerably add to the burden of
disability. There is a great deal of current
interest in the concept that persistent pain
arising in the periphery from joints, myofascial
trigger points, headaches etc. lead to the
changes in the nervous system characteristic of
fibromyalgia. This is often referred to as
“central sensitization”.



Dysfunction related to fibromyalgia

The difficultyof;.;arious ml“"“"o“ activities In research on fibromyalgia we commonly asked patients
rom FIQR . . . P
_ how difficult it is to form a simple everyday activities. The

LAS— chart shown here is taken from the questions in the
o . Fibromyalgia Impact Questionnaire (FIQR). The degree of

Pregane » homemade menl

difficulty is rated on a scale of 0 to 10. You can see that

— the 3 most problematic tasks are of vacuuming/scrubbing

Lt snd ey 8 kag
full of grocenss

floors, working continuously for 20 minutes and going

Clmb: o flght
of stars

shopping for food or clothes. Interestingly, sitting in a

Change bed sheets

Stima chos cortimony chair continuously for 45 minutes has a rating similar to

G shoppng or
food or clothes

changing bedsheets or climbing one flight of stairs.

The activities shown in the above chart have taken from the functional component of the FIQR. In this survey
subjects completed the total FIQR with the results shown below:

The mean score for the
Fibromyalgia Im pact Questionnaire (FIQR) scores subjects in this survey was

67.1 with a standard deviation

Mean score: 67.1+ 19.7 of 19.7. This score is
significantly higher than the

400 r Mean FM score: 58.0
score we typically see in
#01 Healthy individuals: < 15.0 fibromyalgia patients, which is
200 ¢ about 58. Note that healthy

individuals usually have a total

FIQR score of less than 15.

Number of patients
&

150 / There are many potential
100 | reasons for the discrepancy
= between the subjects taking
the survey in the typical
ol el

10 0 10 20 30 43 =3 B3 70 =0 =1 100 110 fibromyalgia patient we see in

Scores (range 0 — 100) our clinical studies; for
instance subjects who decide
to join a fibromyalgia

organization such as the NFMPCA may in general general have more severe fibromyalgia.

If you would like to take the FIQR yourself, press “control” and click here ' Take the FIQR


http://www.fiqr.info/FIQR-CALC-35/FIQR-CALC-35.htm

Biennial Review—Somatization and Factitious Disorders

Issue: The Behavioral Health Advisory Panel (BHAP) has recommended that line 497
SOMATIZATION DISORDER, SOMATOFORM PAIN DISORDER, CONVERSION
DISORDER and line 462 FACTITIOUS DISORDERS be merged. They requested that
this merged line be named “SOMATIC SYMPTOMS AND RELATED DISORDERS” and
contain consultation, office-based interventions, health and behavior procedure codes.
The advisory group requested that the merged line be placed at line 462 (in the funded
region of this version of the Prioritized List). During the last biennial review, the Mental
Health and Chemical Dependency advisory group (MHCD) had re-prioritized
Somatization below the funding line. BHAP requested that HERC staff devise a
proposal for this line merge.

Prioritized List lines for the October 1, 2014 ICD-10 List

Line: 462

Condition: FACTITIOUS DISORDERS (See Guideline Notes 64,65)

Treatment: CONSULTATION

ICD-10: F68.1x (Factitious disorder)

CPT: Psychiatric visit (90785-90887), psychological testing (96101), Telephone/on-line
assessment (98966-98969, 99441-99449), other office services (99051,99060,90970,
90978), office visits (99201-99215), ER (99281-99285), Rest home/domiciliary (99324-
99340), home visit (99341-99350), prolonged service (99354-99360), anticoagulation
monitoring (99363-99364), medical team conference (99366-99368), supervision of
home health (99374-99375), supervision of hospice (99377-99378), preventive care
visit (99381-99397), risk reduction (99401-99404, 99411-99412), SBIRT (99408-99409),
complex chronic care co-ordination (99487-99489), transitional care management
(99495-99496), medication therapy management (99605-99607)

HCPCS: G0410,G0411,G0425-G0427,H0004,H0023,H0032-H0037, H2010, H2011,
H2013, H2021 ,H2022,H2033,50270-S0274,59484,T1016

Line: 497

Condition: SOMATIZATION DISORDER; SOMATOFORM PAIN DISORDER,
CONVERSION DISORDER (See Guideline Notes 64,65)

Treatment: MEDICAL/PSYCHOTHERAPY

ICD-10: F44.x (conversion disorder), F45x (somatization disorder), F52.5 (vaginismus)
CPT: limited psychiatric services (90846, 90849, 90853, 90882, 90887), Telephone/on-
line assessment (98966-98969, 99441-99449), other office services
(99051,99060,90970, 90978), office visits (99201-99215), ER (99281-99285), Rest
home/domiciliary (99324-99340), home visit (99341-99350), prolonged service (99354-
99360), anticoagulation monitoring (99363-99364), medical team conference (99366-
99368), supervision of home health (99374-99375), supervision of hospice (99377-
99378), preventive care visit (99381-99397), risk reduction (99401-99404, 99411-
99412), SBIRT (99408-99409), complex chronic care co-ordination (99487-99489),
transitional care management (99495-99496), medication therapy management (99605-
99607)



Biennial Review—Somatization and Factitious Disorders

HCPCS: G0410,G0411,G0425-G0427,H0004,H0017-H0019,H0023,H0032-H0034,
HO0037, HO0038, H2010,H2021-H2023,H2027,H2033,S0270-S0274,59484,T1016

HERC staff recommendation:
1) Merge lines 462 and 497
1) Include consultation only, as this was the factitious disorder line restriction and
somatization was below the funding line prior to this proposed merger
2) Re-score this combined line as shown below

Line XXX

Condition: SOMATIC SYMPTOMS AND RELATED DISORDERS

Treatment: CONSULTATION

ICD-10 F68.1x (Factitious disorder), F44.x (conversion disorder), F45x (somatization
disorder), F52.5 (vaginismus)

CPT: from line 462 (has full set of psychiatric visit types) + 96150-96154 (health and
behavior assessment codes)

HCPCS: from line 497 (more comprehensive set)

Scoring (current scoring for Somatization Disorder line in parentheses)
Category :7 (7)

HL: 2 (2)

Suffering: 2 (2)

Population effects: 0 (0)
Vulnerable population: 0 (0)
Tertiary prevention: 0 (0)
Effectiveness: 1 (2)

Need for service: 0.8 (1)

Net cost: 2 (3)

Score: 64

Approximate line placement: 558




Section 5.0

Guidelines



Lung Cancer Screening

Question: Should a diagnostic guideline be added to the Prioritized List regarding screening for
lung cancer?

Question source: HERC staff

Issue: The USPSTF has recently issued new recommendations regarding CT scans for
screening for lung cancer in older smokers with at least a 30 pack year smoking history. The
CT scan code is diagnostic. NCCN has also recently issues new screening recommendations
for lung cancer.

USPSTF 2013

Recommendation: The USPSTF recommends annual screening for lung cancer with low-dose
computed tomography in adults aged 55 to 80 years who have a 30 pack-year smoking history
and currently smoke or have quit within the past 15 years. Screening should be discontinued
once a person has not smoked for 15 years or develops a health problem that substantially
limits life expectancy or the ability or willingness to have curative lung surgery. (B
recommendation)

NCCN 2014

Recommends screening with annual lose dose CT scan for asymptomatic persons who are
potential candidates for definitive treatment and who are aged 55-74 with =230 pack year history
of smoking who currently smoke or quit <15 years ago (category 1) OR who are aged =50 years
with 220 pack year history of smoking and one additional risk factor (category 2B).

CPT Code description List/Line

code

71250 Computed tomography, thorax; without contrast Diagnostic
material

ICD-9

V15.82 | Personal history of tobacco use Ancillary

V76.0 Special screening for malignant neoplasms of 4 PREVENTIVE
respiratory organs SERVICES, OVER

AGE OF 10

ICD-10

712.2 Encounter for screening for malignant neoplasm of Excluded
respiratory organs

Z87.891 | Personal history of nicotine dependence Ancillary



http://www.icd10data.com/ICD10CM/Codes/Z00-Z99/Z00-Z13/Z12-/Z12.2
http://www.icd10data.com/ICD10CM/Codes/Z00-Z99/Z77-Z99/Z87-/Z87.891

Lung Cancer Screening

HERC staff recommendations:
1) Add Z12.2to line 3 Preventive Services for the October 1, 2014 Prioritized List and

advise DMAP to remove from the Excluded List
2) Add the following Diagnostic Guideline:

DIAGNOSTIC GUIDELINE DXX LUNG CANCER SCREENING

Low dose computed tomography is included for annual screening for lung cancer in persons
aged 55 to 80 years who have a 30 pack-year smoking history and currently smoke or have quit
within the past 15 years. Screening should be discontinued once a person has not smoked for
15 years or develops a health problem that substantially limits life expectancy or the ability or
willingness to have curative lung surgery.
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Screening for Lung Cancer: U.S. Preventive Services Task Force

Recommendation Statement

Virginia A. Moyer, MD, MPH, on behalf of the U.S. Preventive Services Task Force*

Description: Update of the 2004 U.S. Preventive Services Task
Force (USPSTF) recommendation on screening for lung cancer.

Methods: The USPSTF reviewed the evidence on the efficacy of
low-dose computed tomography, chest radiography, and sputum
cytologic evaluation for lung cancer screening in asymptomatic
persons who are at average or high risk for lung cancer (current or
former smokers) and the benefits and harms of these screening
tests and of surgical resection of early-stage non-small cell lung
cancer. The USPSTF also commissioned modeling studies to provide
information about the optimum age at which to begin and end
screening, the optimum screening interval, and the relative benefits
and harms of different screening strategies.

Population: This recommendation applies to asymptomatic adults
aged 55 to 80 years who have a 30 pack-year smoking history and
currently smoke or have quit within the past 15 years.

Recommendation: The USPSTF recommends annual screening for
lung cancer with low-dose computed tomography in adults aged
55 to 80 years who have a 30 pack-year smoking history and
currently smoke or have quit within the past 15 years. Screening
should be discontinued once a person has not smoked for 15 years
or develops a health problem that substantially limits life expectancy
or the ability or willingness to have curative lung surgery. (B
recommendation)

Ann Intern Med.

For author affiliation, see end of text.
* For a list of the members of the USPSTF, see the Appendix (available at
www.annals.org).

This article was published online first at www.annals.org on 31 December
2013.

www.annals.org

he U.S. Preventive Services Task Force (USPSTF) makes

recommendations about the effectiveness of specific preven-
tive care services for patients without related signs or
symptoms.

It bases its recommendations on the evidence of both the
benefits and harms of the service and an assessment of the
balance. The USPSTF does not consider the costs of providing
a service in this assessment.

The USPSTF recognizes that clinical decisions involve
more considerations than evidence alone. Clinicians should
understand the evidence but individualize decision making to
the specific patient or situation. Similarly, the USPSTF notes
that policy and coverage decisions involve considerations in
addition to the evidence of clinical benefits and harms.

SUMMARY OF RECOMMENDATION AND EVIDENCE

The USPSTF recommends annual screening for lung
cancer with low-dose computed tomography (LDCT) in
adults aged 55 to 80 years who have a 30 pack-year smok-
ing history and currently smoke or have quit within the
past 15 years. Screening should be discontinued once a
person has not smoked for 15 years or develops a health
problem that substantially limits life expectancy or the abil-
ity or willingness to have curative lung surgery. (B
recommendation)

See the Clinical Considerations section for suggestions
for implementation in practice.

See the Figure for a summary of the recommendation
and suggestions for clinical practice.

Appendix Table 1 describes the USPSTF grades, and
Appendix Table 2 describes the USPSTF classification of
levels of certainty about net benefit (both tables are avail-
able at www.annals.org).

RATIONALE
Importance

Lung cancer is the third most common cancer and the
leading cause of cancer-related death in the United States
(1). The most important risk factor for lung cancer is
smoking, which results in approximately 85% of all U.S.
lung cancer cases (2). Although the prevalence of smoking
has decreased, approximately 37% of U.S. adults are cur-
rent or former smokers (2). The incidence of lung cancer
increases with age and occurs most commonly in persons
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Figure. Screening for lung cancer: clinical summary of U.S. Preventive Services Task Force recommendation.
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SCREENING FOR LUNG CANCER
CLINICAL SUMMARY OF U.S. PREVENTIVE SERVICES TASK FORCE RECOMMENDATION

Population

Asymptomatic adults aged 55 to 80 y who have a 30 pack-year smoking history and
currently smoke or have quit smoking within the past 15y

Recommendation

Screen annually for lung cancer with low-dose computed tomography.
Discontinue screening when the patient has not smoked for 15 y.

Grade: B

Risk Assessment

Age, total cumulative exposure to tobacco smoke, and years since quitting smoking are the most important risk factors for
lung cancer. Other risk factors include specific occupational exposures, radon exposure, family history, and history of
pulmonary fibrosis or chronic obstructive lung disease.

Screening Tests

Low-dose computed tomography has high sensitivity and acceptable specificity for detecting lung cancer in high-risk
persons and is the only currently recommended screening test for lung cancer.

Treatment

Non-small cell lung cancer is treated with surgical resection when possible and also with radiation and chemotherapy.

Balance of Benefits and

Annual screening for lung cancer with low-dose computed tomography is of moderate net benefit in asymptomatic persons
Harms who are at high risk for lung cancer based on age, total cumulative exposure to tobacco smoke, and years since quitting

smoking.

Other Relevant USPSTF
Recommendations

The USPSTF has made recommendations on counseling and interventions to prevent tobacco use and tobacco-caused
disease. These recommendations are available at www.uspreventiveservicestaskforce.org.

For a summary of the evidence systematically reviewed in making this recommendation, the full recommendation statement, and supporting documents, please

go to www.uspreventiveservicestaskforce.org.

aged 55 years or older. Increasing age and cumulative ex-
posure to tobacco smoke are the 2 most common risk
factors for lung cancer.

Lung cancer has a poor prognosis, and nearly 90% of
persons with lung cancer die of the disease. However,
early-stage non—small cell lung cancer (NSCLC) has a bet-
ter prognosis and can be treated with surgical resection.

Detection

Most lung cancer cases are NSCLC, and most screen-
ing programs focus on the detection and treatment of
early-stage NSCLC. Although chest radiography and spu-
tum cytologic evaluation have been used to screen for lung
cancer, LDCT has greater sensitivity for detecting early-
stage cancer (3).

Benefits of Detection and Early Treatment

Although lung cancer screening is not an alternative to
smoking cessation, the USPSTF found adequate evidence
that annual screening for lung cancer with LDCT in a
defined population of high-risk persons can prevent a sub-
stantial number of lung cancer—related deaths. Direct evi-
dence from a large, well-conducted, randomized, con-
trolled trial (RCT) provides moderate certainty of the
benefit of lung cancer screening with LDCT in this popu-
lation (4). The magnitude of benefit to the person depends

on that person’s risk for lung cancer because those who are
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at highest risk are most likely to benefit. Screening cannot
prevent most lung cancer—related deaths, and smoking ces-
sation remains essential.

Harms of Detection and Early Intervention and
Treatment

The harms associated with LDCT screening include
false-negative and false-positive results, incidental findings,
overdiagnosis, and radiation exposure. False-positive LDCT
results occur in a substantial proportion of screened per-
sons; 95% of all positive results do not lead to a diagnosis
of cancer. In a high-quality screening program, further im-
aging can resolve most false-positive results; however, some
patients may require invasive procedures.

The USPSTF found insufficient evidence on the
harms associated with incidental findings. Overdiagnosis of
lung cancer occurs, but its precise magnitude is uncertain.
A modeling study performed for the USPSTF estimated
that 10% to 12% of screen-detected cancer cases are over-
diagnosed—that is, they would not have been detected in
the patient’s lifetime without screening. Radiation harms,
including cancer resulting from cumulative exposure to ra-
diation, vary depending on the age at the start of screening;
the number of scans received; and the person’s exposure to
other sources of radiation, particularly other medical
imaging.

www.annals.org
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USPSTF Assessment

The USPSTF concludes with moderate certainty that
annual screening for lung cancer with LDCT is of moder-
ate net benefit in asymptomatic persons who are at high
risk for lung cancer based on age, total cumulative expo-
sure to tobacco smoke, and years since quitting smoking.
The moderate net benefit of screening depends on limiting
screening to persons who are at high risk, the accuracy of
image interpretation being similar to that found in the
NLST (National Lung Screening Trial), and the resolution

of most false-positive results without invasive procedures

4).

CuiNicAL CONSIDERATIONS
Patient Population Under Consideration

The risk for lung cancer increases with age and cumu-
lative exposure to tobacco smoke and decreases with time
since quitting smoking. The best evidence for the benefit
of screening comes from the NLST, which enrolled adults
aged 55 to 74 years who had at least a 30 pack-year smok-
ing history and were current smokers or had quit within
the past 15 years. As with all screening trials, the NLST
tested a specific intervention over a finite period. Because
initial eligibility extended through age 74 years and partic-
ipants received 3 annual screening computed tomographic
scans, the oldest participants in the trial were aged 77
years.

The USPSTF used modeling studies to predict the
benefits and harms of screening programs that use different
screening intervals, age ranges, smoking histories, and
times since quitting. A program that annually screens
adults aged 55 to 80 years who have a 30 pack-year smok-
ing history and currently smoke or have quit within the
past 15 years is projected to have a reasonable balance of
benefits and harms. The model assumes that persons who
achieve 15 years of smoking cessation during the screening
program discontinue screening. This model predicts the
outcomes of continuing the screening program used in the
NLST through age 80 years.

Screening may not be appropriate for patients with
substantial comorbid conditions, particularly those who are
in the upper end of the screening age range. The NLST
excluded persons who were unlikely to complete curative
lung cancer surgery and those with medical conditions that
posed a substantial risk for death during the 8-year trial.
The baseline characteristics of the NLST showed a rela-
tively healthy sample, and fewer than 10% of enrolled par-
ticipants were older than 70 years (5). Persons with serious
comorbid conditions may experience net harm, no net
benefit, or at least substantially less net benefit. Similarly,
persons who are unwilling to have curative lung surgery are
unlikely to benefit from a screening program.

Assessment of Risk
Age, total exposure to tobacco smoke, and years since
quitting smoking are important risk factors for lung cancer

www.annals.org
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and were used to determine eligibility in the NLST. Other
risk factors include specific occupational exposures, radon
exposure, family history, and history of pulmonary fibrosis
or chronic obstructive lung disease. The incidence of lung
cancer is relatively low in persons younger than 50 years
but increases with age, especially after age 60 years. In
current and former smokers, age-specific incidence rates
increase with age and cumulative exposure to tobacco
smoke.

Smoking cessation substantially reduces a person’s risk
for developing and dying of lung cancer. Among persons
enrolled in the NLST, those who were at highest risk be-
cause of additional risk factors or a greater cumulative ex-
posure to tobacco smoke experienced most of the benefit
(6). A validated multivariate model showed that persons in
the highest 60% of risk accounted for 88% of all deaths
preventable by screening.

Screening Tests

Low-dose computed tomography has shown high sen-
sitivity and acceptable specificity for the detection of lung
cancer in high-risk persons. Chest radiography and sputum
cytologic evaluation have not shown adequate sensitivity or
specificity as screening tests. Therefore, LDCT is currently
the only recommended screening test for lung cancer.

Treatment

Surgical resection is the current standard of care for
localized NSCLC. This type of cancer is treated with sur-
gical resection when possible and also with radiation and
chemotherapy. Annual LDCT screening may not be useful
for patients with life-limiting comorbid conditions or poor
functional status who may not be candidates for surgery.

Other Approaches to Prevention

Smoking cessation is the most important intervention
to prevent NSCLC. Advising smokers to stop smoking and
preventing nonsmokers from being exposed to tobacco
smoke are the most effective ways to decrease the morbid-
ity and mortality associated with lung cancer. Current
smokers should be informed of their continuing risk for
lung cancer and offered cessation treatments. Screening
with LDCT should be viewed as an adjunct to tobacco
cessation interventions.

Useful Resources

Clinicians have many resources to help patients stop
smoking. The Centers for Disease Control and Prevention
has developed a Web site with many such resources, in-
cluding information on tobacco quit lines, available in sev-
eral languages (www.cdc.gov/tobacco/campaign/tips). Quit
lines provide telephone-based behavioral counseling and
support to tobacco users who want to quit smoking. Coun-
seling is provided by trained cessation specialists who fol-
low standardized protocols that may include several ses-
sions and are generally provided at no cost to users. The
content has been adapted for specific populations and can
be tailored for individual clients. Strong evidence shows

3
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that quit lines can expand the use of evidence-based to-
bacco cessation treatments in populations that may have
limited access to treatment options.

Combination therapy with counseling and medica-
tions is more effective at increasing cessation rates than
either component alone. The U.S. Food and Drug Admin-
istration has approved several forms of nicotine replace-
ment therapy (gum, lozenge, transdermal patch, inhaler,
and nasal spray), as well as bupropion and varenicline.
More information on the treatment of tobacco dependence
can be found in the U.S. Public Health Service Reference
Guide “Treating Tobacco Use and Dependence: 2008 Up-
date” (available at www.ahrq.gov/professionals/clinicians
-providers/guidelines-recommendations/tobacco/clinicians
[reference/tobaqrg.pdf). The National Cancer Institute has
developed a patient and physician guide for shared decision
making for lung cancer screening based on the NLST
(available at www.cancer.gov/newscenter/qa/2002/NLST
studyGuidePatientsPhysicians). This 1-page resource may
be a useful communication tool for providers and patients.

In addition, the National Comprehensive Cancer Net-
work has developed guidelines for the follow-up of lung
nodules (7). The appropriate follow-up and management
of abnormalities found on LDCT scans are important
given the high rates of false-positive results and the poten-
tial for harms. Lung cancer screening with LDCT should
be implemented as part of a program of care, as outlined in
the next section.

OTHER CONSIDERATIONS

Implementation of a Lung Cancer Screening Program
Screening Eligibility, Screening Intervals, and Starting and
Stopping Ages

The NLST, the largest RCT to date with more than
50 000 patients, enrolled participants aged 55 to 74 years
at the time of randomization who had a tobacco use his-
tory of at least 30 pack-years and were current smokers or
had quit within the past 15 years (4). The USPSTF rec-
ommends extending the program used in the NLST
through age 80 years. Screening should be discontinued
once the person has not smoked for 15 years.

The NLST enrolled generally healthy persons, and the
findings may not accurately reflect the balance of benefits
and harms in those with comorbid conditions. The
USPSTF recommends discontinuing screening if a person
develops a health problem that substantially limits life ex-
pectancy or the ability or willingness to have curative lung
surgery.

Clinicians will encounter patients who are interested
in screening but do not meet the criteria of high risk for
lung cancer as described previously. The balance of benefits
and harms of screening may be unfavorable in these lower-
risk patients. Current evidence is lacking on the net benefit
of expanding LDCT screening to include lower-risk pa-
tients. It is important that persons who are at lower risk for
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lung cancer be aware of the potential harms of screening.
Future improvements in risk assessment tools will help cli-
nicians better individualize patients’ risks (6).

Smoking Cessation Counseling

All persons enrolled in a screening program should
receive smoking cessation interventions. To be consistent
with the USPSTF recommendation on counseling and in-
terventions to prevent tobacco use and tobacco-caused dis-
ease, persons who are referred to a lung cancer screening
program through primary care should receive these inter-
ventions before referral. Because many persons may enter
screening through pathways besides referral from primary
care, the USPSTF encourages incorporating such interven-
tions into the screening program.

Shared Decision Making

Shared decision making is important for persons
within the population for whom screening is recom-
mended. The benefit of screening varies with risk because
persons who are at higher risk because of smoking history
or other risk factors are more likely to benefit. Screening
cannot prevent most lung cancer deaths, and smoking ces-
sation remains essential. Lung cancer screening has sub-
stantial harms, most notably the risk for false-positive re-
sults and incidental findings that lead to a cascade of
testing and treatment that may result in more harms, in-
cluding the anxiety of living with a lesion that may be
cancer. Overdiagnosis of lung cancer and the risks of radi-
ation are real harms, although their magnitude is uncer-
tain. The decision to begin screening should be the result
of a thorough discussion of the possible benefits, limita-
tions, and known and uncertain harms.

Standardization of LDCT Screening and Follow-up of
Abnormal Findings

The evidence for the effectiveness of screening for lung
cancer with LDCT comes from RCTs done in large aca-
demic medical centers with expertise in using LDCT and
diagnosing and managing abnormal lung lesions. Clinical
settings that have high rates of diagnostic accuracy using
LDCT, appropriate follow-up protocols for positive re-
sults, and clear criteria for doing invasive procedures are
more likely to duplicate the results found in trials. The
USPSTF supports adherence to quality standards for
LDCT (8) and establishing protocols to follow up abnor-
mal results, such as those proposed by the National Com-
prehensive Cancer Network (7). A mechanism should be
implemented to ensure adherence to these standards.

In the context of substantial uncertainty about how
best to manage individual lesions, as well as the magnitude
of some of the harms of screening, the USPSTF encourages
the development of a registry to ensure that appropriate
data are collected from screening programs to foster con-
tinuous improvement over time. The registry should also
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compile data on incidental findings and the testing and
interventions that occur as a result of these findings.

Research Needs and Gaps

Smoking prevalence and lung cancer incidence are
higher among socioeconomically disadvantaged popula-
tions, and more research is needed in these groups. In
addition, if lung cancer screening with LDCT is imple-
mented more widely in diverse community settings, it is
important to evaluate whether variability in follow-up pro-
tocols of positive results on LDCT scans results in a dif-
ferent balance of benefits and harms than that observed in
RCTs.

More research is also needed on the use of biomarkers
to focus LDCT efforts in persons who are at highest risk
for lung cancer. The role of biomarkers in accurately dis-
criminating between benign and malignant nodules and in
identifying more aggressive disease needs to be determined.

Discussion
Burden of Disease

Lung cancer is the third most common cancer in the
United States. Age-adjusted incidence rates per 100 000
persons are higher in men and vary according to the dura-
tion of and exposure to tobacco smoke. The most impor-
tant risk factor for lung cancer is smoking, which results in
approximately 85% of all lung cancer cases in the United
States. Although the prevalence of smoking has decreased,
approximately 37% of U.S. adults are current or former
smokers. In 2008, an estimated 7 million U.S. adults aged
55 to 75 years had a 30 pack-year or more smoking history
(2).

The incidence of lung cancer increases with age, oc-
curring most commonly in adults aged 55 years or older.
Lung cancer is the leading cause of cancer-related death in
the United States, accounting for approximately 28% of all
deaths from cancer. Death from lung cancer is often re-
lated to the initial stage of diagnosis. The average 5-year
survival rate for lung cancer is among the lowest (17%) of
all types of cancer but is higher when the disease is diag-
nosed at an early stage (52%). However, only 15% of lung
cancer cases are diagnosed at such a stage (2).

Scope of Review

To update the 2004 recommendation, the USPSTF
commissioned a systematic evidence review to assess the
efficacy of LDCT, chest radiography, and sputum cyto-
logic evaluation for lung cancer screening in asymptomatic
persons who are at average or high risk for lung cancer
(current or former smokers) (3). The review focused on
new evidence from RCTs to determine the effectiveness of
these screening tests in improving health outcomes. Infor-
mation about the harms associated with these screening
tests was obtained from RCTs and cohort studies. The
benefits and harms associated with surgical resection of
carly-stage NSCLC were also examined.
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In addition to the evidence review, the USPSTF com-
missioned modeling studies from the Cancer Intervention
and Surveillance Modeling Network (CISNET) to provide
information about the optimum age at which to begin and
end screening, the optimum screening interval, and the
relative benefits and harms of different screening strategies
(9, 10). The modeling studies complement the evidence
that the systematic review provides.

Accuracy of Screening Tests

The sensitivity of chest radiography for detecting lung
cancer varies depending on the size and location of the
lesion, image quality of the scan, and skill of the radiologist
who interprets the scan. Low-dose computed tomography
has emerged as a test with higher sensitivity and specificity
for lung cancer than chest radiography. In 2004, the
USPSTF found inadequate evidence to recommend for or
against screening for lung cancer with LDCT, chest radi-
ography, sputum