MINUTES
HEALTH OUTCOMES SUBCOMMITTEE
January 22, 2004

Members Present: Eric Walsh, MD Chair; Bryan Sohl, MD; Daniel Mangum, DO;
Somnath Saha, MD, MPH (late).

Members Absent: Andrew Glass, MD.
Staff Present: Darren Coffman (late); Alison Little, MD, MPH; Laura Lanssens.

Also Attending: Tom Turek, MD and MaryLou Hazelwood, RN, Office of Medical
Assistance Programs (OMAP); Tina Kitchin, MD, Seniors and Physical Disabilities
(SPD); Kevin Earls, Oregon Association for Hospital and Health Systems (OAHHS);
Susan McGough and Donalda Dodson, RN, MPH, Health Services Commission (HSC);
Ricci Susick, PT, MP and Stacey Cochran, PT, DPT, Oregon Physical Therapy
Association/Providence Portland Medical Center.

. Call to Order

Dr. Eric Walsh, Chair, called the Health Outcomes Subcommittee meeting to order at
9:04 am in Rooms 102 & 103 at the Oregon State Library; 250 Winter Street NE, Salem,
Oregon. Dr. Eric Walsh noted attendance.

Il Approval of Minutes

The Health Outcomes Subcommittee (HOSC) minutes of December 12, 2003 were
approved as written.

Ml Coding Changes

Dr. Little directed the Subcommittee members to a report of all technical corrections for
the last 6 months, informing them that the vast majority had been approved previously,
and only the following needed review at this time:

Addition of 31502, tracheostomy tube placement, to ancillary list.

Movement of G9001, G9002, G9009, G9010, G9011, G9012 (maternity case
management codes) from Line 55, Pregnancy, to ancillary services list.

Add 59866 Multifetal pregnancy reduction to Line 55, delete from Line 300 (Termination
of Pregnancy).



Delete 58611 Tubal ligation at time of C-section/abdominal surgery from Line 300,
(already on Sterilization line).

Add codes 11301 through 11313, shave biopsies, to Line 349, Cancer of Skin.

Add 23030 I&D, shoulder area, deep abscess/hematoma and 56740, Excision of
Bartholin gland or cyst, to Line 355, Abscess and Cellulitis.

Add 51535 Cystotomy for excision, incision, and repair of ureterocele to Line 369,
Ureteral Obstruction or Stricture, and to Line 370, Congenital Hydronephrosis.

Delete 743.30 Congenital cataract from Line 414, Cataract, and add to Line 473,
Congenital anomalies of the eye.

Add 10121, Incision and removal of foreign body, to Line 431, Superficial Injuries with
Infection.

Add 52310, Cystoureterostomy with removal of foreign body, to Line 440, Mechanical
Disorders of the GU system.

A. Restless Legs Syndrome

This diagnosis was identified by the medical directors, as one, which might be
appropriate for movement. The diagnosis currently resides on all four dysfunction lines,
yet really does not cause dysfunction other than disturbance of sleep. There was
discussion about the most appropriate line, and ultimately it was decided to move the
diagnosis code 333.99 to Line 628, Disorders of Sleep without Sleep Apnea.

B. Ingrown Toenail
This was also felt by the medical directors to be prioritized too high. It currently is on the
abscess line, 355. Movement to Line 648, Diseases of the nails, hair and hair follicles
was discussed, but because there is no separate code for a non-infected ingrown nail, it
was decided not to make a change.

C. Mental Health Codes

Multiple corrections were made to many of the mental health lines. These were
administrative errors only and without clinical significance.

All changes indicated above were approved for recommendation to the full Commission
in the meeting to follow.



V. Biennial Review
A. Provider Letter

The Subcommittee reviewed two letters addressed to the Commission concerning
psoriasis. Dr. Mangum noted that most of the time psoriasis is a relatively benign
disease that many patients don’t even bother to treat. Dr. Walsh noted that one of the
letters claims that “severe patients not able to receive systemic therapy invariably end
up admitted for prolonged, expensive hospital stays that could have been avoided with
proper suppressive therapy.” It was decided to ask the author, Eric Simpson, what
systemic therapy he is referring to, and what his patients typically require hospitalization
for, and to ask him to provide literature and/or an evidence-based guideline to support
his views. A guideline for the line could be considered if it appears that treatment truly
prevents hospitalization.

B. Responses

Dr. Little reported that the biennial review provider letters were sent out in the middle of
December, and so far she has gotten a good response. She will bring the responses to
the March meeting, summarized in a spreadsheet, and also will distribute copies of any
separate letters to the Commission in a packet before the meeting.

V. Oncology Issues
A. Treatment of Advanced Cancers

Dr. Walsh reminded the Subcommittee members that in September, oncologists from
Eugene had testified to the commission that restricting the lower cancer line, Line 693,
Cancer of various sites where treatment will not result in a 5% 5-year survival, to cancer
diagnoses only was discriminatory, and they felt it should apply to all medical
conditions. An opinion from the Attorney General’s office was sought, and preliminary
discussions suggest that expansion of this line to other diagnoses would be acceptable
legally, and may even be preferable. Dr. Walsh noted that there are a number of
potential difficulties with proceeding in this direction, including the difficulty in
determining prognosis. Dr. Mangum noted that in the case of certain solid organ
transplants, patients by definition have a less than 2-year survival, but with the
transplant, their survival surpasses 5 years or more. Dr. Walsh reported that questions
about this issue were asked in the biennial review letter; hence the Commission would
be receiving feedback from the medical community about this topic at the next meeting.
Dr. Saha noted that for non-cancer terminal conditions, treatment in general is palliative,
rather than life prolonging without providing palliation. Ms. McGough was concerned
that by not covering end of life treatment, a cost-shift was occurring, as these patients
will continue to show up in the emergency room and receive care. Dr. Little clarified that
in nearly all cases, the care that is received for non-cancer conditions in the emergency
room will be palliative, and the only exceptions to that will be invasive procedures that



are planned, and for which coverage can be determined ahead of time. Dr. Saha added
that the difference between coverage of malignant and non-malignant conditions is the
duration of survival. Even though the life expectancy may be the same initially, the
extension of survival for cancer is a matter of months to a few years, where as with a
transplant, the treatment is potentially curative. No action was taken, but Dr. Walsh
clarified that the intent is to review the responses that are obtained from the biennial
review letters, and discuss the topic again at the March meeting.

B. Follow up Testicular Cancer

Dr. Little reminded the Subcommittee members that at the last meeting she was asked
to contact Dr. Craig Nichols at OHSU as a local expert in testicular cancer, to determine
whether or not bone marrow transplant is considered standard of care for testicular
cancer. She did, and he responded that he felt it was. Her review of the literature found
that bone marrow transplant results in apparent cure of stage IV recurrent disease (both
seminoma and non-seminoma) in 10 to 20% of patients, which fits the criteria of the
transplant algorithm. The current guideline specifies that bone marrow transplant is
only covered for seminoma, and only in the setting of a controlled clinical trial. It was
agreed that the guideline should be changed to remove the requirement for a clinical
trial, not limit coverage to seminoma only, and specify recurrent stage IV disease.

C. Follow up Childhood Cancers

Dr. Little reviewed the information on the handout provided titled “Review of Childhood
Cancers”. For neuroblastoma, bone marrow transplant has been done for high-risk
stage IV disease. One study only showed an increase in 3-year event free survival from
22% to 34%, but no change in overall survival. Dr. Mangum asked what the 5-year
survival was of stage |V disease, but Dr. Little wasn’t sure. There was discussion about
whether or not to remove bone marrow transplant for this diagnosis. In general,
Subcommittee members felt the evidence did not support continued coverage of this
treatment, however, there was also discussion about the guidelines established earlier
this year for how the Commission would use evidence-based research. These
guidelines state that they will not remove treatments from the list unless the evidence
shows that the treatment is harmful or worse than alternative treatment. Dr. Saha noted
that this treatment would fit into category E, less or equally as effective and more costly,
but Dr. Little noted that the guidelines pertain to new technology, not treatments already
on the list. Dr. Walsh explained that the Commission felt the change from expert
opinion to evidence-based research was significant enough at the time they created the
guideline that they hesitated to apply it to existing treatments, but that this decision
could be reconsidered. Keeping the diagnosis-treatment pair but moving it below the
funding line was discussed, and it was felt that this would be consistent with the
principal of less effective treatment being prioritized lower on the List. Also discussed
was removal from the list as experimental treatment. It was ultimately decided to review
the alternatives with the full Commission, and then make a final decision at the next
meeting.



For Ewing’s sarcoma, two evidence-based reviews were identified; both showed no
significant benefit to bone marrow transplant.

For Rhabdomyosarcoma, bone marrow transplant was compared to traditional salvage
regimens and no significant improvement was seen.

Medulloblastoma is traditionally treated with radiation. Bone marrow transplant has
been tried for recurrent disease and may show some improvement in survival, though
the data was not specific. It is also being done in children age 0 to 3 years, or 3 to 6
years with a poor prognosis based on tumor type, in order to decrease or eliminate the
amount of radiation they receive, since this radiation has profound effects on
neurodevelopment. Using bone marrow transplant in this setting was somewhat
successful in limiting the neurodevelopmental damage, but only one study was
available. It was agreed that this study could have significant bias.

D. Bone Marrow Transplant for Benign Conditions
Not discussed.
E. Revision of Algorithm

Dr. Little presented a revised version of two transplant algorithms, one for bone marrow
and one for solid organs, reflecting the changes the Subcommittee discussed at their
last meeting. Dr. Mangum questioned the magnitude of the improvement in survival
required under the malignant arm of the bone marrow version. Dr. Saha pointed out
that little evidence exists that provides 5-year survival, the norm being 2 or 3 years for
cancer studies. Dr. Turek pointed out that such a change (from 5 to 3 year survival)
would have a significant actuarial impact. Mr. Coffman felt this might be balanced by a
more stringent approach to approval. Dr. Saha stated that for patients requiring bone
marrow transplant, survival to 3 years very likely means survival at 5 years. Dr.
Mangum asked why the overall survival requirement of 20% at 5 years was higher than
for general cancer treatment, which only requires 5% at 5 years. Dr. Little responded
that this difference might represent the increased cost of bone marrow transplant. Dr.
Mangum remained skeptical about the arbitrary nature of the survival requirements. He
also felt the algorithm needed to specify that the improvement in survival was compared
to conventional treatment, rather than no treatment at all. There was discussion about
whether to change the improvement to an absolute percentage rather than a relative
one. Dr. Sohl asked how the algorithm deals with treatments that improve quality of life
or lower cost, but don’t affect mortality. Dr. Walsh responded that those treatments
would not be covered under the current algorithm, but that the Subcommittee may deal
with those aspects in the future. Dr. Saha suggested an absolute increase in survival of
10%. Dr. Sohl suggested a statistically significant improvement not associated with an
increased cost. Dr. Walsh felt it was more important to look at clinical significance.
There was discussion about whether or not the algorithm requires statistical
significance, and it was agreed that the only requirement was that there be at least 50
case reports. It was ultimately agreed that Drs. Walsh, Saha and Little would meet later



to finalize recommendations for changes to the algorithm, and it would be presented
again at the next meeting.

VL. Physical Therapy

Dr. Little reminded the Subcommittee that she had presented a review of the evidence-
based literature on therapy at a prior meeting, but action had been postponed until the
Physical Therapy Association could prepare testimony. She also reported OMAP is
proposing to cut all therapy from all populations if Measure 30 fails, hence limiting
coverage from the perspective of the Prioritized List may be a moot point. Ricci Susick
and Stacey Cochran from the Oregon Physical Therapy Association provided written
and oral testimony to the Subcommittee. Ms. Susick referred to the review of the
evidence-based literature prepared by Dr. Little, stating that they had hoped to find
evidence to refute her conclusions, but was unsuccessful. However, there is no
evidence to suggest that therapy is NOT effective either. In general, there is a paucity
of research in the field. The American Physical Therapy Association is interested in
funding research nationally, and has a new initiative called “Hooked on Evidence” to
address this. She referenced a book, Guide to Physical Therapist Practice, which
provides type and frequency recommendations for every diagnosis, and is widely used
by therapists across the nation. She stated that she understands limits, but prefers that
the limits be placed on number of visits, rather than modalities, since every patient will
respond to different interventions differently. Dr. Little asked what their
recommendations for limitations were. She responded that her profession prefers
limitations on number of visits rather than length of time or modalities, but did not give
specific numbers. Dr. Mangum expressed his concern that whenever a guideline is
established, the maximum number of visits allowed under the guideline is always
provided. Ms. Cochran reiterated her desire to see limits placed on number of visits
rather than modalities, to allow individualization of treatment. Ms. Susick also
recommended not prescribing the frequency of visits, but only the absolute number,
leaving the schedule to the discretion of the therapist and the patient. Dr. Sohl stated it
was problematic for the Commission to recommend funding for practices that are only
anecdotally effective. Dr. Walsh thanked them for their testimony, reiterating that the
Commission is currently in an evidence-based mode, and encouraged them to pursue
the research in their field. The topic will be discussed again next month, if it appears
that a therapy benefit will continue to be part of the Oregon Health plan.

VIl. New Technology Guidelines Incorporating Cost

The document titled “Process for Incorporating Evidence-based Health Technology
Assessment into the Prioritized List” (see Attachment 1) was reviewed, with Dr. Little
noting that the only change from that which had been approved in September was the
addition of cost effectiveness guidelines. Dr. Sohl asked to apply an example to the
guidelines, specifically, cystic fibrosis screening in pregnancy. He stated that the
American College of Obstetrics and Gynecology has issued a statement that offering



this testing in all pregnant women is standard of care. However, the test is several
hundred dollars, and the majority of women would not terminate a pregnancy even if
their fetus were affected. The cost issues would include the cost of treating cystic
fibrosis, the cost of screening the population, and number of patients who would act on
the information if they had a positive test. There was discussion about whether a
diagnostic test would qualify as new technology. Dr. Mangum stated this was a Line
Zero issue. Dr. Sohl pointed out that the obtaining the data is difficult, especially
specific to an Oregon population. Ms. McGough noted that the testing is being driven
by successful litigation of physicians who failed to offer the test. It was agreed that this
was a good topic to test with the new cost-effectiveness guideline (#6 of the document).
Dr. Little will bring this to the next meeting. Dr. Mangum suggested OB ultrasounds, as
their cost appeared high on the Line Zero report. He will try to identify the cost of the
cystic fibrosis screening as well. Dr. Sohl recommended defining a strategy for
reviewing technology, either identifying those items that are very high cost, or seeking
input from specialty providers. Dr. Saha asked if item #5 of the document addressed
new technology, and Dr. Walsh responded no.

Vill. Adjournment

Dr. Walsh adjourned the meeting of the Health Outcomes Subcommittee at 11:29 am.
The next meeting was originally scheduled for Thursday, March 4, 2004. Due to
scheduling conflicts, the HOSC meeting was cancelled and rescheduled for Thursday,
March 18, 2004, 8:00 am to 12:00 pm, in Room 117A of the Meridian Park Hospital,
Community Health Education Center.

Eric Walsh, MD, Chair
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ATTACHMENT 1

PROCESS FOR INCORPORATING EVIDENCE-BASED
HEALTH TECHNOLOGY ASSESSMENT INTO THE PRIORITIZED LIST

The HSC will examine pooled data from one of the recognized sources/websites
Exceptions may be made for rare diseases

The HSC will consider new sources/websites as they are identified

Evidence against the effectiveness of a treatment may be used to take a service
off of the list and evidence for a treatment’s effectiveness may be used to initially
place it on the list.

A treatment of “unknown effectiveness” can be considered for possible
elimination or limitation through a guideline if there are known treatments that are
“‘beneficial” or “likely to be beneficial,” unless the treatment is found to be a part
of established guidelines for standard therapy. In this case a requirement of the
use of step therapy may be appropriate for consideration.

The cost of a technology will be considered according to the grading scale below,
with “A” representing compelling evidence for adoption, “B” representing strong
evidence for adoption, “C” representing moderate evidence for adoption, “D”
representing weak evidence for adoption and “E” being compelling evidence for
rejection:

A = more effective and cheaper than existing technology

B = more effective and costs less than $25,000/LYS or QALY more than
existing technology

C = more effective and costs $25,000 to $125,000/LYS or QALY more than
existing technology

D = more effective and costs more than $125,000/LYS or QALY more than
existing technology

E = less or equally as effective and more costly than existing technology



MINUTES
HEALTH OUTCOMES SUBCOMMITTEE
March 18, 2004

Members Present: Eric Walsh, MD, Chair (late); Andrew Glass, MD; Daniel Mangum,
DO; Somnath Saha, MD.

Members Absent: Bryan Sohl, MD.
Staff Present: Darren Coffman; Alison Little, MD, MPH; Laura Lanssens.

Also Attending: Chris Barber, RN; and Marylou Hazelwood, RN, Office of Medical
Assistance Programs (OMAP); Tina Kitchen, MD, Department of Human Services,
Seniors and Persons with Disability (SPD); Robert Gassner, National Psoriasis

Foundation.

1. Call to Order

In lieu of Dr. Eric Walsh being delayed a few minutes, Dr. Andrew Glass called the
meeting of the Health Outcomes Subcommittee (HOSC) to order 8:21 am in conference
room 117A of the Meridian Park Hospital Community Health Education, 19300 65"
Avenue, Tualatin, OR. Darren Coffman noted attendance.

1. Minutes of January 22, 2004

The HOSC minutes for January 22, 2004 meeting were approved with the following
change suggested by Dr. Dan Mangum from page 3, Section V.A.:

‘Dr. Mangum noted that in the case of certain solid organ transplants, patients by
definition have a less than 2-year survival, but with the transplant, their survival
surpasses 5 years or more.”

M. Coding Changes
A. New HCPCS Codes

Dr. Little reviewed with the HOSC the proposed placement of new HCPCS codes on the
Prioritized List of Health Services. Action was as follows:

$2095 Transcatheter occlusion/embolization for tumor destruction using yttrium-
90 microspheres, percutaneous (Therasphere): This was discussed by the
Subcommittee about a year ago (before a code existed), at which time it was elected to



leave it off the List. It is used for primary hepatomas. Dr. Little noted that a limited
literature search identified 3 studies, the largest of which was 65 patients. Action: Add
to never covered list.

S$2113 Chondrocyte Implant: Dr. Little noted that this technology has been utilized for
a long time, but there are no randomized controlled trials evaluating its effectiveness
over alternative therapy, or even compared to the natural course of the disease. A
Health Technology Assessment, a NICE review and a Blue Cross TEC Assessment all
conclude that this technology does not meet their criteria for coverage for this reason.
Action: Add to never covered list.

S3625 Maternal Triple Screen: Add to ancillary list.

$2213 Implantation of gastric stimulation device: This is used for patients with
gastroparesis. Dr. Little received a packet of literature from the manufacturer, which
contained 3 small studies. One with 12 patients showed improved symptoms, weight,
BMI, albumin and vomiting frequency over 5 years. Another with 33 patients followed for
1 year showed an 80% decrease in vomiting, weight gain of 5%, 64% of those who
were on enteral or parenteral nutrition were able to discontinue it. Cost is between $13
and $33 thousand dollars. Dr. Saha asked if either of the studies were controlled. Dr.
Little answered that one was, in that the device was turned off and on. Dr. Saha asked
how severe the condition was in the reported trials, noting that this procedure could be
cost saving in some cases. Dr. Little responded they were all classified as “severe” and
refractory to all drugs. It was noted that there aren’t any drugs that work very well
anyway. Dr. Glass was concerned that if it were placed on the list, it would be covered
regardless of severity. Action: Add to the never covered list, with the intent that an
appeals process would allow it for extreme cases. (Chris Barber noted that an exception
was made by OMAP recently).

$2225 Laser-assisted myringotomy: Dr. Mangum felt that as long as the
reimbursement is the same, it should be covered. Dr. Glass expressed his concern that
this would be difficult to do administratively, noting that most claims systems are not
adequately flexible. Dr. Saha felt that literature should be available showing that the
laser procedure is as effective and safe as the standard one. Dr. Little has a few case
series showing success in an office setting. Dr. Mangum asked what the advantage of
the laser was. Dr. Little didn’t know, but thought perhaps it was faster or more accurate.
Chris Barber stated that OMAP’s system is able to set the reimbursement for individual
codes. Action: Add to never covered list.

S$2090 Cryosurgical ablation of renal tumors, open, and S2091, percutaneous: Dr.
Little reported several small case series, the largest being 16 patients. The advantage
of the procedure is that it is nephron sparing. Action: Add to the never covered list.

$2230 Implant magnetic component of semi-implantable hearing device: Dr. Little
explained that this is a type of hearing aide, which is partially implanted. It has been
used for several years. One study had a 9-year follow up, in which all 6 patients



evaluated quit using it after an average of 2 years. It is no better than a standard
hearing aide for improving hearing. Action: Add to never covered list.

S$2070 Cystourethroscopy with laser treatment of ureteral calculi: Dr. Little reported
2 case series of roughly 200 patients each. She was unsure of the advantage of using a
laser for this procedure. Dr. Walsh felt that data was necessary showing improvement
or equivalency of effectiveness. Action: Add to never covered list.

S2135 Neurolysis, by injection, of metatarsal neuroma: Dr. Little reported on 3 case
series, one reporting 90% success, another, 40% success. She qualified her statement
by noting that she had not completed a complete literature review, but only a limited
one. Dr. Walsh felt that it should not be incumbent on the medical director to research
new technology, but this should be done by those specialists who use the technology
and stand to benefit from it. Dr. Little stated that the vast majority of the time,
comparative trials will not be available, since they are new codes. The Subcommittee
concurred with this approach, and agreed that for the majority of new codes, the
expectation will be that they will not be covered, unless literature is available which
demonstrates efficacy similar to or better than current therapy. The question was asked
whether or not the Commission needed to consider new codes at all. It was noted that
historically the Commission has, but it is not required by statute. Action: Add to never
covered list.

S2080 Laser-assisted uvuloplasty: This procedure is used to treat snoring and mild
sleep apnea, and is not very effective for either. There was discussion regarding
whether or not standard uvulopalatoplasty is currently covered for sleep apnea. Dr. Little
thought that it was, but will check, and if so, review at the next meeting. Action: Add to
the never covered list, for reasons outlined in the previous section.

S2085 Laparoscopic gastric bypass with short limb Roux-en-Y gastroenterostomy
Action: Add to Line 640, Morbid Obesity.

Add CPT 65875 Severing of adhesions of the anterior chamber of the eye to Line
412 to pair with ICD-9 code 364.71 Adhesions of the iris, posterior synechiae.

B. Virtual Colonoscopy

Notice from a Medicare intermediary regarding non-coverage of this procedure resulted
in a request from OMAP for the commission to consider coverage. The intermediary
states that the procedure should be billed as 76499, unlisted radiographic procedure,
but instead is being billed CT abdomen, CT pelvis and holographic reconstruction of CT.
The Subcommittee discussed the recent NEJM article showing this procedure to be
equal to colonoscopy in sensitivity and specificity for identifying colonic polyps.
However, it was noted that the software used in the holographic reconstruction is not
currently used anywhere in Oregon, and without it, results of this study could not be
duplicated. Dr. Little reported that the professional fee for a colonoscopy is $309 (fee-
for-service OMAP rate), while the cost of the 3 radiology procedures is $494. However,



Dr. Mangum pointed out that the former does not include either the consult fee or the
facility fee for colonoscopy, which is over $1000. Dr. Walsh asked if colonoscopy for
cancer screening was currently covered on the List, and was answered yes; it is
included in the prevention tables. He expressed concern that every positive virtual
procedure will be followed by an optical colonoscopy for biopsy, adding significant cost
since 30% of virtual studies have positive findings. Dr. Mangum noted that there will
also be additional cost for follow up of incidental findings on the CT scans. Dr. Glass
does not feel this should be covered until the same equipment that was used in the
study is available in Oregon. The Subcommittee concurred, and recommended that
OMAP utilize an edit in their claims system to deny the three radiology codes when they
are billed together. Dr. Saha noted that such technology is often significantly operator
dependent, and that results may not be as good in settings other than the one in which
it is first described. The entire Subcommittee recommended restraint when evaluating
new technology and treatments, and reiterated their intent to require strong evidence
when determining placement on the List.

C. Distribution of Medical Therapy Codes

Dr. Little explained that she has been directed to review all the medical therapy codes,
placing only the appropriate codes on the appropriate lines and removing all others. She
directed Commissioners to handouts of the Lines pertaining to eye diagnoses and the
associated CPT codes, as well as those for renal disease and dialysis. Mr. Coffman
explained that historically, all medical therapies codes were placed on all lines that
called for medical therapy. Over the years, some individual codes have been removed
that the Commission determined they did not want covered. However, individual pairing
has not occurred to date. Dr. Walsh asked if the purpose of this exercise was to make
the list “neater”, and the answer was yes. He asked if there were problems with leaving
the codes on lines that aren’t appropriate, and was told no. In order to limit
administrative burden, and risk ill will from providers, he recommended only revising
categories of lines that are easy, such as those related to ophthalmology, orthopedics
and dermatology. Dr. Glass noted that the risk of leaving all codes on is that some
codes that truly are inappropriate will be covered, such as biofeedback for diabetes. It
was agreed that Dr. Little would proceed by identifying codes that may be inappropriate
in a variety of settings, and removing them, rather then focusing on groups of codes.

V. Biennial Review Provider Responses

There was general consensus that the provider response was surprisingly voluminous
and substantial. Significant concern over liability was frequently expressed, and Dr.
Walsh suggested that this information be shared with the legislature. Dr. Kitchen
suggested that it could be shared with the OMA. Dr. Walsh noted a high degree of
anger with the health plan. There was discussion regarding the loss of retroactive
eligibility, and return of cost shifting to the private sector.



A. Oncology Issues

The Subcommittee reviewed the spreadsheet of provider responses in the packet. Dr.
Little noted many suggestions regarding limitation of imaging, and suggested that a task
force be convened to develop imaging guidelines. Dr. Glass stated that there was a
good deal of literature about this, most of it showing lack of effect on outcomes. Dr.
Mangum supported some limitations, particularly for PET scans. Dr. Walsh asked Dr.
Little to proceed with composing a task force, and also to research the various web sites
mentioned by providers. Dr. Glass reported that NCCN is an organization of national
cancer centers, and has some evidence-based information, but is also significantly
influenced by expert opinion. ASCO does have evidence-based guidelines, but on very
few subjects. Timing was discussed. Mr. Coffman stated that guidelines would need to
be completed by the end of June in order for Price Waterhouse Coopers to accurately
develop rates. Dr. Glass stated he would be willing to participate, along with 2 or 3 other
oncologists, to develop guidelines on surveillance of colon and breast cancer, likely
based on the ASCO guidelines. Dr. Little stated she would like to address additional
oncology issues with this task force, such as limitation of Stereotactic radiosurgery to
less than 3 metastases, as they are identified.

Another suggestion was to limit granulocyte stimulation factor. Dr. Glass asked if this
was dispensed through the pharmacy for OMAP patients, and Chris Barber responded
that it was. It was thought that this will allow more control over dispensing than if it is
dispensed and billed by the physician. Limitation of erythropoietin to patients with
hemoglobin levels of 10 or less was discussed, and the Subcommittee concurred that
this was reasonable. Chris Barber verified that this could be done administratively by
OMAP’s pharmacy benefit manager. Anti-emetics were also discussed. Dr. Glass stated
that all of the most expensive drugs (ondansetron, granisetron, dolasetron) are very
effective, and should be used first line. Hence, there does not appear to be any potential
for cost saving. Dr. Saha asked if these drugs were being used in situations other than
for active chemotherapy. Dr. Walsh suggested a guideline stating that these drugs only
be used for active chemotherapy.

Additional areas of potential cost savings identified by non-oncologists include
therapies, hearing aids and physical exams for men under 50. Dr. Little pointed out that
the reimbursement for routine physicals is significantly higher than for a typical office
visit. Mary Lou Hazelwood suggested that OMAP data be reviewed to determine the
frequency of billing for this service, and what secondary diagnoses are commonly billed
with it. There was discussion about Synvisc, with concurrence that it is not very
effective. Dr. Little will see if it is currently covered, and whether or not it can be
identified by a specific code. Synagis (for RSV prophylaxis) was also discussed, and it
was felt that guidelines were already in use by most health plans. It was clarified that a
guideline for Synagis is not attached to the preventive service guidelines of the List. The
topic was discussed around 2 years ago at the Health Outcomes Subcommittee, when
Dr. Gilhooley testified. Dr. Little will find that section of the minutes and bring the



information back to the Commission at the next meeting. She will also check on whether
or not there are currently any limitations attached to the use of Zofran.

Discussion occurred regarding the recommendation by a neonatologist that babies
under 600 grams or 25 weeks be removed from coverage. Dr. Saha noted that from a
cost-effectiveness standpoint, this physician was undoubtedly correct, but politically
such a recommendation was problematic. Mr. Coffman explained that in 1991,
extremely low birth weight (less than 23 weeks and 500 grams) was the last item on the
Prioritized List, and HCFA gave this as one of their reasons for denial of the original
waiver, as this was in violation of the Baby Doe laws. Dr. Kitchen added that, in
subsequent conversations, US Department of Justice attorneys remained adamant that
this not be included. The Commission at that time accepted this, as they believed that
such care was not being provided. Dr. Kitchen explained that the Baby Doe law states
that handicapped children must be provided treatment. The opinion of HCFA was that
this was not futile treatment, but treatment of a child who was disabled. She suggested
that such limitations might be more palatable if they were framed as futile care. Dr.
Glass felt it would be helpful to know at what gestation survival increases over 10%. Mr.
Coffman stated this topic was discussed about a year ago with Dr. Sohl present, who
knew those statistics. Dr. Little will research the Baby Doe law, will contact Paige Sipes-
Metzler regarding early conversations with the US Department of Justice, and will try to
find information about survivability for the extremely premature.

Sinus surgery was recommended by both ENT physicians as a procedure that was not
cost-effective. The Subcommittee asked Dr. Little to contact them for specifics about
which procedures should be limited or eliminated.

B. End of Life care (non-oncology)

The Subcommittee noted the relatively strong response from providers supporting the
current 5% 5-year survival limitation, as well as extending this to non-oncology
diagnoses. Dr. Kitchen asked what the proportion of oncologists compared to non-
oncologists was who supported the latter. Calculation revealed a roughly 50-50 split.
There was general discussion about the use of many different therapies for palliation,
and Dr. Saha felt that almost 100% of the time, treatment would be palliative for non-
oncology disease processes. This may often be true in oncology as well, but not always.

Dr. Little directed the Subcommittee members to articles regarding the ability to predict
death in congestive heart failure and COPD, as well as notification that Medicare will
begin covering ventricular assist devices as destination therapy (not just as a bridge to
transplant) for $75,000. This is an example of when the limitation on end of life care for
non-oncology conditions might come into play. There was discussion about whether or
not such therapy would be considered palliative. Dr. Saha felt this would be unlikely, as
the patient is strapped to a machine, but it also likely improves symptoms. Dr. Mangum
stated that he felt expanding the 5% 5-year survival criteria to all diseases was
consistent with the Commission’s philosophy, and with the majority of respondents. Dr.
Glass requested that this conversation be carried to the full Commission. Dr. Saha



referred to the Blue Cross TEC Assessment of the device, which found that patients
with the device had a better NY Heart Association class, and better quality of life, which
by definition means that it is palliative. However, Dr. Walsh noted that serious adverse
events were more common, and time in the hospital was greater than for patients
without the device. Dr. Little suggested that, since this was a new use for technology,
the Commission apply the recently developed guidelines that consider cost to help
determine placement on the List. Dr. Walsh determined that at a device cost of $75,000,
with an average prolongation of life of 8.5 months, this equated to roughly $125,000,
which is the level that represents “moderate evidence for adoption”.

C. Centers of Excellence
Not discussed.
D. Screening for Barrett’s esophagus
Not discussed.
E. Cardiology Issues
It was felt that no helpful recommendations for action were received.
F. Cataract

Dr. Little reminded the Subcommittee that the guideline proposed requires that
binocular visual acuity be 20/50 or worse, and that only one eye would be operated on.
The response from Dr. Bentley, ophthalmologist, was reviewed, which did not seem to
disagree vigorously with the proposal. Therefore, it was agreed to adopt this guideline,
unless Dr. Bentley provides the Commission with additional information.

G. Arthroscopy for Osteoarthritis

It was noted that even the orthopedic specialty society did not feel arthroscopy was
indicated for osteoarthritis. However, Dr. Glass wasn’t sure how this could be
implemented. Chris Barber stated that OMPRO currently prior authorizes outpatient
surgeries using Interqual criteria, and she believes that it requires the presence of
mechanical symptoms. She agreed to obtain this and send it to Dr. Little, who will share
it with the Subcommittee next month. Dr. Glass will also see if he has a guideline at his
office.

H. Other

Dr. Little related that she had a phone conversation with one of the radiation
oncologists, who felt that IMRT (intensity-modulated radiotherapy) was expensive and
over-used. Dr. Glass explained that it is conformal radiation utilizing CT scanning to
target the radiation to the area of abnormality. He stated it is questionable whether or



not outcomes are improved, but toxicity should be less. Dr. Mangum suggested that
reimbursement be the same for a given treatment course, regardless of whether IMRT
is used or traditional radiotherapy. Dr. Little stated that she has 2 radiation oncologists
assisting her with sorting the radiation oncology codes on the List, and suggested that
she consult them on this matter.

V. Bone Marrow Transplants

A report generated by OMAP of the costs of bone marrow transplant was reviewed, and
appeared to be much lower than expected. An average total cost of $37,000 was
identified. Dr. Glass thought perhaps these were only professional fees. Mary Lou
Hazelwood felt these fees were extremely low compared to what she typically sees. She
reported that fee-for-service OMAP performs 3 times as many transplants as the fully
capitated health plans. This is likely because caseworkers keep these members out of
managed care. She will follow up with the person who produced the report, in an
attempt to get a more accurate figure for the next meeting.

A. Revision of Algorithm

The Subcommittee reviewed the revised transplant algorithms. It was agreed that an
exception to the requirement for first transplant should be allowed for multiple myeloma,
but only as a tandem autologous. Dr. Mangum suggested that wording be changed to
say, if transplant is less expensive, it is covered, while if it costs the same or more, it is
not. Dr. Walsh was concerned that this meddled with the organ allocation process,
which he does not feel is the Commission’s role. Dr. Mangum stated that the cost
implications come into play only if the outcomes with and without transplant are the
same, and he felt this was justified given the problem of organ shortage. There was
general agreement with this, along with removal of the word “significantly” from both
algorithms. Dr. Saha questioned the portion of the solid organ algorithm which states,
“Is organ survival > 30% at 5 years?”, noting that organ survival can differ markedly
depending on the causative disease. For example, organ survival after transplant for
alcoholic cirrhosis is much better than for some other causes of cirrhosis. It was agreed
to change this to, “Is disease-specific organ survival < 30% at 5 years?”. If the answer is
yes, it is not covered, if no or unknown, the algorithm continues. There was discussion
about whether or not a 10% increase in absolute survival was enough to justify a bone
marrow transplant. Dr. Glass questioned it. Dr. Saha stated that the 10% survival was
related loosely to a cost calculation for a number needed to treat of 10, and Dr. Walsh
stated he was more comfortable leaving it at 10% for that reason. Dr. Glass asked that
survival be specified as “overall”. It was also agreed, on the bone marrow transplant
algorithm, to change “50 case reports” to “randomized trial with a total of 50 cases in
each arm”. Mary Lou Hazelwood asked when these changes would be implemented. It
was ultimately decided to implement October 1, 2004.

B. Childhood Cancers



Dr. Glass stated it appeared clear that bone marrow transplant was not beneficial for
Ewing’'s Sarcoma, Rhabdomyosarcoma and brain tumors, and that these should be
removed from the List. It was recommended that bone marrow transplant be approved
for testicular cancer of all types, not just seminoma, and that it no longer be required to
occur in the setting of a randomized trial. For neuroblastoma, it was noted that there is
no improvement in overall survival, so it was recommended to remove this from the list.
For medulloblastoma, while the trial appeared promising, it was not randomized, and
had less than 50 cases. Therefore, it does not meet the algorithm criteria, and should be
removed from the list.

C. Benign Diseases

Bone marrow transplant for thalassemia was discussed. It was noted that there are over
1000 transplants that have been performed. Dr. Saha asked if there was a comparator.
Dr. Little stated that general medical literature reports that patients who are very
compliant with chelation and transfusion can live almost normal lifespans. It was noted
that outcomes may be similar, but lifetime cost of the transplant may actually be less
than conventional therapy. Ultimately, it was felt to be an individual patient decision, to
determine if the risk of death from transplant outweighed the significant morbidity of
conventional therapy. Dr. Saha pointed out that if transplant significantly improves
quality of life, it meets the algorithm criteria regardless of cost. Dr. Little was concerned
about the relatively high mortality rate, particularly for those with 3 risk factors. Dr. Saha
commented that the Subcommittee seems to be allowing for a mortality deficit in the
case of a non-malignant disease, but is requiring an improvement in mortality for
malignant disease, with no allowance for improved quality of life. After extensive
discussion, it was agreed that the goal of transplant in an oncology patient is life
prolongation, while the goal in benign disease is improvement in quality of, not
necessarily length of, life. It was ultimately agreed to keep bone marrow transplant
paired with thalassemia.

Dr. Glass felt sickle cell was significantly different than thalassemia, since it is not
always controllable with conventional therapy (complications of stroke, etc, occur
regardless of optimal medical treatment), and in that sense, has similarities to malignant
diseases. The commissioners reviewed the cost-effectiveness analysis of bone marrow
transplant for sickle cell disease, and noted that there was no difference in QALY based
on the intention to treat analysis. It was elected to remove sickle cell disease from the
bone marrow transplant line.

D. Second Transplant

Dr. Little referred the subcommittee to the handout on second and tandem transplants.
She explained that all the studies listed except for the French study on tandem
autologous transplant for multiple myeloma were case series, none were controlled
trials. It was agreed that second bone marrow transplants would be approved only for
myeloma, and only as planned tandem transplants.



E. CLL

The Subcommittee reviewed the summary handout. Dr. Little pointed out that there
were no prospectively randomized trials, and that there was a TEC assessment in 2002
that concluded that there was insufficient evidence to determine whether or not net
health outcomes were improved with this treatment. It was agreed to not add this
diagnosis to a bone marrow transplant line.

F. Non-myeloablative (mini-transplant)

The summary handout was reviewed, showing multiple case series, and 3 systemic
reviews, all 3 of which conclude that this therapy should be considered experimental.
There are no randomized or even comparative trials. The subcommittee members
concurred that this therapy should not at this time be approved.

VI. Physical Therapy

Not discussed.

VII. Psoriasis Response

Dr. Eric Simpson, Assistant Professor of Dermatology at OHSU, made a presentation
about psoriasis. He stated that there are no economic models regarding the cost of not
treating psoriasis. In general, human suffering is the cost of not treating psoriasis. He
directed the Commissioners to a slide showing rankings of well being using an SF-36
evaluation tool. It showed that psoriasis scored lower (more impaired) than many
chronic diseases including diabetes, COPD and depression regarding both mental and
physical impact on basic well being. Dr. Walsh asked if patients with both psoriasis and
depression were removed from the analysis, and the answer was no. Dr. Simpson
noted that the problem is that there is a huge variation in the severity of the disease, but
only one ICD-9 code. There is a life-threatening form of psoriasis called pustular
psoriasis. Treatment has been shown to be effective, and includes topical agents, UV
light therapy and systemic medications such as methotrexate, cyclosporine and
acitretin. He believes that most of the OHP patients have moderate to severe disease.
Dr. Glass asked if there was an instrument to rate the severity of psoriasis, and Dr.
Simpson responded yes. The purpose of the tool is to decide whether or not a patient
needs systemic therapy. It takes into account % body surface area as well as location.
He agreed to send this tool to Dr. Little. Dr. Saha felt this was an appropriate diagnosis
for a guideline. Dr. Walsh asked which disease Dr. Simpson would move below the line
in order for psoriasis to be moved above the line. He responded that he could not
comment, but Dr. Walsh asked him to make an attempt. He also encouraged the
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dermatology society to lobby ICD-10 to include codes for severity. In addition, he asked
if there were studies showing that treating psoriasis prevents complications such as
sepsis or the development of pustular psoriasis. Dr. Simpson responded no, that he
didn’t think such a study could be done for ethical reasons. Dr. Walsh stated it was
important to show that treatment is effective. Dr. Simpson responded that the field of
dermatology did not address quality of life until 10 years ago, but that some such data
does exist. In summary, Dr. Simpson was asked to provide guidelines which address
severity of disease, hard evidence of effectiveness of specific treatments, and a
recommendation for what disease should be moved below the line so that psoriasis
could be moved above. He will send these to Dr. Little, and then the Commission will
reconsider the topic at their next meeting.

Adjournment

Dr. Walsh adjourned the meeting of the Health Outcomes Subcommittee 12:34 pm.
The next meeting will be held Thursday, April 22, 2004, from 9:00 am to 3:00 pm in
Room W112 of the Clackamas Community College, Wilsonville Training Center,
Wilsonville, OR.

Eric Walsh, MD, Chair
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MINUTES
HEALTH OUTCOMES SUBCOMMITTEE
April 22, 2004

Members Present: Eric Walsh, MD, Chair; Andrew Glass, MD; Somnath Saha, MD;
Bryan Sohl, MD; and Daniel Mangum, DO (late).

Staff Present: Darren Coffman; Alison Little, MD, MPH; Laura Lanssens.

Also Attending: Steve Wright, Novartis Pharmaceuticals Corp; Tina Kitchen, MD,
Seniors and People with Disabilities; Beryl Fletcher, Oregon Dental Association (ODA);
MaryLou Hazelwood, RN and Chris Barber, RN, Office of Medical Assistance Programs
(OMAP); Robert Gassner, National Psoriasis Foundation; Kristine Mitchell, Portland
Psoriasis and PA Support Group.

l. Call To Order and Roll Call

Dr. Eric Walsh, Chair, called the meeting of the Health Outcomes Subcommittee
(HOSC) to order at 9:13 a.m. in conference room W112 of the Clackamas Community
College, Wilsonville Training Center, 29353 Town Center Loop East, Wilsonville, OR.
Darren Coffman called roll.

Il. Approval of March 18, 2004 Minutes

The HOSC Minutes from March 18, 2004 were approved with some changes. Dr.
Walsh suggested that in future minutes that decisions that are made within the meetings
should be either bolded or highlighted so that they are recognizable from discussions.

Also there was a question regarding using the term “quality” within the HOSC Minutes
(see page 9). After discussion, it was deemed okay to use the term as long it is not
used to determine line placement; comparing different treatments on a single line is
acceptable.

Ml Coding Changes
A. HCPCS codes
Dr. Little reviewed with the HOSC the Proposed Interim Modifications to the October 1,

2003 Prioritized List of Health Services (Attachment A). All recommendations in the
report were accepted except the following:



S$2362 and S2363 Kyphoplasty: Dr. Little reported on one case control study of 79
patients. 53% of the intervention group had a significant decrease in pain at 24 hours,
and 24% were able to stop analgesics, compared to none of the control group. There
was no difference in outcome at 6 weeks and 6-12 months. Dr. Kitchen felt this was a
helpful procedure to relieve pain quickly in the elderly without a significant operation. Dr.
Glass stated there was a TEC assessment done on this procedure that recommended
coverage. He will send the information to Dr. Little, and the Subcommittee will review
again next month.

$2400 - S2409 Fetal surgery codes: Dr. Sohl stated that some of these should
probably be covered on appeal. He explained that there is an ongoing national NIH
study for meningomyelocele in which all patients are being randomized to fetal or open
surgery. Center sites are San Francisco, Philadelphia and Nashville. The hope is that
neurologic function will be improved in the fetal surgery group, however, early reports
suggest that such improvement may not occur, though there appears to be a decreased
need for ventriculo-peritoneal shunts. A discussion occurred regarding the appeal
process. Dr. Kitchen said that this involved only a verification that OMAP followed their
own rules. Dr. Little stated that Dr. Turek was allowed to make exceptions based on
clinical and cost effectiveness. Dr. Sohl hoped that OMAP would allow participation but
be able to pay only the amount that would accrue to the traditional open surgery,
regardless of which arm the patient was randomized to. Mary Lou Hazelwood stated
that OMAP would only pay for services that are both in state and not considered
investigational. Dr. Sohl stated that this surgery was becoming quasi standard of care,
even though research has not yet been done to verify its effectiveness. Dr. Sohl
suggested writing to each of the study centers and asking their directors if they feel the
evidence supports coverage yet. He felt it was likely that S2401 and S2402 should be
approved in certain circumstances; repair of urinary tract obstruction could be approved
if it was documented that good kidney function still existed. Repair of congenital cystic
adenomatous formation could be approved if there was evidence of fetal hydrops. Dr.
Saha expressed concern about approving procedures with unknown effectiveness. He
appreciated the rarity of the disorders and acknowledged that they should perhaps not
be held to the same evidence standards as more common diseases, but felt that some
evidence should be reviewed before placing a procedure on the List. It was ultimately
decided to delay decision about these codes; Dr. Little will research the literature, and
Dr. Sohl will attempt to develop some guidelines collaborating with other specialists in
the field.

S$2411 Fetoscopic laser therapy for treatment of twin-twin transfusion syndrome:
Dr. Sohl recommended to add this to the pregnancy line (Line 55) with a guideline that
it should only be covered for stages Il and IV.

$2140 and S2142 Cord blood harvesting and transplantation: The Subcommittee
reviewed the TEC assessment included in the packet. There was discussion regarding
who is donating the blood. The Subcommittee concurred that harvesting should not be



added, because a specific donor is not attached to a specific transplant in these cases.
Coverage would mean payment for storage of anyone who wants to have their baby’s
blood stored. Mary Lou Hazelwood stated that there are many requests and a pending
hearing about storage, which OMAP has denied unless a definite plan for transplant in
the near future exists. Dr. Saha asked if this should be taken through the transplant
algorithm. There was consensus that the TEC assessment provided sufficient evidence
that cord blood is as effective as stem cells from an unrelated donor, hence this code
can be added to any line that currently has allogeneic bone marrow transplant (BMT) on
it. The algorithm will not be applied, because BMT was paired with these diseases
before creation of the algorithm. After additional discussion it was decided to add S2140
to the never covered list, and S2142 to all the bone marrow transplant lines.

S$2211 Carotid artery intravascular stent placement: Dr. Glass felt this was still
investigational and requested that Dr. Little research the procedure. Dr. Saha was
confident that studies exist comparing stenting versus endarterectomy. The decision
regarding placement was delayed.

$2120 LDL apheresis: Dr. Little stated that her research found this procedure used for
any one for whom drugs were incapable of decreasing their LDL to less than 100 who
has coronary disease. No outcome data exist. The decision was made to_add this code
to the Never Covered list.

S$2205 and S2206 Minimally invasive CABG: Dr. Little reported that she was able to
find a randomized controlled trial comparing this to stenting, but not to open CABG. Dr.
Saha stated there was an article in the most recent issue of JAMA comparing the two. /t
was agreed to defer the decision on placement until Dr. Little reviewed the JAMA article.

S0820 and S0830 Corneal topography and pachymetry: Dr. Glass stated that the
former is being used as a screening tool, rather than for follow up of glaucoma. Dr. Little
clarified that it would not pair as a screening test, hence wouldn’t be covered for OHP.
Dr. Saha asked what the evidence was surrounding effectiveness. It was not known,
hence it was agreed that the decision will be delayed so that Dr. Little can research the
evidence on their effectiveness.

S2060 and S2061 Lobar lung transplant: Mary Lou Hazelwood informed the
commissioners that these are only done out of state. Dr. Saha suggested that this
should be reviewed against the transplant algorithm, since lobar lung transplant is
significantly different than whole lung transplantation. The decision will be deferred so
that Dr. Little can research its effectiveness against the transplant algorithm.

S2340 and S2341 Chemodenervation of muscle of vocal cord: The Subcommittee
members asked why spasmodic dysphonia was so high on the List. Mr. Coffman
clarified that the code, 478.79, appears in two places, on line 457 and line 729. The
code includes a variety of conditions of the larynx, including abscess. Dr. Walsh



suggested, and it was agreed, to add a guideline to Line 457 stating the spastic
dysphonia is not covered. It was agreed to add these two procedure codes to Line 729
only and add a guideline to line 457 stating that spastic dysphonia is not included on
this line.

22520-22522 and S2360-S2361 Percutaneous vertebroplasty: Decision was
deferred to the next meeting so that additional research can be conducted, similar to
kyphoplasty.

B. Distribution of medical therapy codes

A handout (Attachment B) was distributed to the HOSC with the 2005-2007 medical
therapy coding changes. It was explained that Dr. Little attempted to separate out all
the medical therapy codes and place them on their appropriate lines. All
recommendations were accepted as written except the following:

92586 Auditory evoked potential, limited. This is the newborn hearing screening test
that is mandated by state law. Dr. Little pointed out that, even though this currently is
present in the prevention tables, the most recent report by the US Preventive Services
Task Force gave this test an “I” recommendation, meaning there was insufficient
evidence to recommend for or against the test. However, the concurrence of the
subcommittee members was that state law took precedence over the US Preventive
Services Task Force. Action: leave on newborn line (56) prevention line for children
(144) in addition to lines 302 and 511.

96000-96004 Motion analysis. These codes are currently not on the List. The
Subcommittee members felt they should remain off the list. Action: add to the Never
Covered list.

92543 Caloric vestibular test. Dr. Walsh stated that this test is used to determine brain
death. Action: add to the Diagnostic file instead of leaving on lines 336, 477, and 549.

93668 Peripheral arterial disease rehabilitation. There was discussion about the
general placement of therapy codes, whether they should be considered ancillary or
placed on individual lines. Mr. Coffman stated that the original intent of the Commission
as stated in their report was that physical therapy be considered an ancillary service.
Action: move to the Ancillary file instead of leaving on the peripheral atherosclerosis line
[NOTE: this decision was later overridden by an agreement to place a guideline on the
use of physical and occupational therapies that are associated with specific lines].

92605-92609 Speech therapy codes. See above. Action: move to the Ancillary file
instead of leaving them on the communication line.

95004-95199 Allergy tests. Action: leave on the asthma line (159) as well as the
allergy lines.




93797-93798 Cardiac rehabilitation. See discussion for CPT code 93668 above.
Action: add to the Ancillary list instead of leaving on cardiac lines.

93799 Unlisted cardiovascular procedure. Mr. Coffman questioned why an unlisted
procedure would be kept on the list. Dr. Little responded that Isabel Bickle had asked
that these codes remain covered, as they are automatically reviewed, but having them
on in the never covered file is more difficult administratively. Mr. Coffman explained that
the codes were not on the list, but were classified as PAC 5, which signifies review
required. Action: all unlisted procedure codes should be classified as PAC 5, should not
be placed on the list, but should not be placed in the never covered list either.

92700 Unlisted ENT procedure. Classify as PAC 5.

92002-92014 Eye exam. Action: leave on the prevention lines (Lines 144 and 184) as
well as the eye lines.

It was clarified that there was an error in the report. Codes 96400-96571 should be
deleted from all lines except oncology lines, and 96900-96922 should be deleted from
all lines except the dermatology lines.

96900 UV light therapy. Action: leave on the line for hyperbilirubinemia (Line 82) as
well as the dermatology lines.

96999 Unlisted dermatologic procedure. Classify as PAC 5.

94640-94668 Pulmonary codes. Action: leave on the dysfunction in breathing line
(Line 219) as well as the pulmonary lines.

94799 Unlisted pulmonary service. Classify as PAC 5.

90918-93990 Dialysis codes. Action: leave on the poisoning line (Lines 252) and the
line for hyperkalemia (Line 166) in addition to renal lines.

91299 Unlisted gastroenterology procedure. Classify as PAC 5.

93724-93736 Pacemaker analysis. leave on pacemaker lines (Lines 177, 209, 264,
323) instead of placing in Diagnostic file.

95831-95852 Muscle testing, range of motion measurements: The consensus was
that these codes should not be billed separately from a physical exam or therapy
evaluation. Action: move to the Never Covered list instead of the Diagnostic file.

95869-95870 EMG paraspinal muscles: Dr. Mangum felt these were not helpful.
Action: move to the Never Covered list instead of the Diagnostic file.




C. Radiation therapy codes

Dr. Little reported that these codes were reviewed for appropriate placement on the list
by 2 different radiation oncologists, Drs. Omizo and Johnson. Dr. Johnson responded
that all codes were appropriate on all lines except for proton treatment and
hyperthermia. His comments were included in the packet. Dr. Omizo gave a more
detailed distribution that is outlined in the handout titled “2005-2007 Radiation Oncology
Code Changes”. The Subcommittee agreed to accept the recommendations for
deletions of radiation therapy codes as written in Attachment C.

Additional lines for which radiation is used, per the consultant, are listed on the last
page of the report and were discussed. Dr. Little clarified that specific code ranges were
not received for these lines yet, but have been requested. She also noted that Line 143
is an error in the handout, it should be Line 341.

The Subcommittee discussed the appropriateness of radiation therapy for the following
diagnoses and will add the codes to the lines once they are identified by Dr. Omizo:

Pterygium: appropriate to add.

Trigeminal neuralgia: appropriate to add.

Thyroxicosis: appropriate to add.

Arteriovenous malformation (AVM): Dr. Little explained that the consultant

recommended radiation therapy for AVMs, but did not specify type or location, so

she included the two lines where these codes exist, which are for AVM of the
spine (Line 341) and of the brain (Line 287). The Subcommittee asked Dr. Little
to research the evidence around use of radiation therapy for this condition and
deferred decision to next month.

e Lethal midline granuloma: The Subcommittee asked Dr. Little to research the
evidence around use of radiation therapy for this condition and deferred decision
to next month.

e Macromastia: not appropriate, and cosmetic. Do not add.

e Heteropic bone formation: The Subcommittee asked Dr. Little to research the
evidence around use of radiation therapy for this condition and deferred decision
to next month.

e Ameloblastoma: The Subcommittee asked Dr. Little to research the evidence
around use of radiation therapy for this condition and deferred decision to next
month.

o Keloid: appropriate to add.

Dr. Glass asked whether hemangiomas were treated with radiation therapy. Dr. Little
wondered if this is what the consultant was referring to when he listed AVM. She will
follow up with him on this question.



D. General Line Movements

Dr. Little stated that as part of the biennial review, Mr. Coffman has found
opportunities to combine lines that would simplify the List. It was decided to collapse
the three sets of lines for cleft palate/lip (382, 383, 384), open fractures of
joint/shaft/epiphysis (132, 133, 134), and partial thickness burns (40, 42).

Iv. Biennial Review Provider Responses
A. Oncology guidelines

Dr. Little reported that she and Dr. Glass met with two oncologist consultants, Drs.
Menashe and Pierce, in an attempt to obtain input on guidelines for breast and colon
cancer surveillance, erythropoietin use in cancer and granulocyte stimulating factor. She
referred the Subcommittee members to a handout containing four potential guidelines.
Dr. Glass explained that the guidelines were developed by the American Society of
Clinical Oncology and are mostly evidence based. The consultants also referenced
guidelines from the National Cancer Center Network that were more current, and were
mostly consistent with ASCO guidelines. The Subcommittee first reviewed the
surveillance guidelines for breast and colon cancer. There was discussion about how
these guidelines would be implemented. It was felt that these may not be implemented
by OMAP, but could perhaps be used by the plans, and that there was good evidence to
support them scientifically. It was agreed to adopt the guidelines for the surveillance of
breast and colon cancer without revision as they appear below, irrespective of issues of
implementation.

BREAST CANCER SURVEILLANCE

1. History and physical exam is indicated every 3 to 6 months for the first three
years after primary therapy, then every 6-12 months for the next 2 years, then annually
thereafter.

2. Mammography is indicated annually, and patients treated with breast conserving
therapy, initial mammogram of the affected breast should be 6 months after completion
of radiotherapy.

3. No other surveillance testing is indicated.
COLON CANCER SURVEILLANCE

1. History and physical exam is indicated every 3 to 6 months for the first three
years after primary therapy, then annually thereafter.

2. CEA testing should be performed every 2-3 months after colon resection for at
least 2 years in patients with stage Il or Ill disease for whom resection of liver
metastases is clinically indicated.




3. Colonoscopy is indicated every 3 to 5 years.

4. No other surveillance testing is indicated.

The Subcommittee next reviewed the guidelines for erythropoietin. Dr. Little explained
that the evidence supports use in patients with hemoglobin levels less than 10. The
consultants stated that, depending on clinical circumstances, sometimes they feel it is
important to treat patients with hemoglobin between 10 and 11. To address their
concerns, Dr. Little said she added an allowance for treatment between 10 and 11 in
extenuating circumstances. Dr. Sohl asked if these guidelines were restricted to
oncology. Dr. Little responded yes, but added that the FCHP medical directors had
asked her to develop general guidelines for erythropoietin, to include all indications, not
just oncology. Dr. Glass stated that oncologists are much more aggressive in their use
of erythropoietin than they used to be. He stated that studies have shown an improved
quality of life at higher hemoglobin levels. Drs. Walsh and Magnum stated they felt more
comfortable following the evidence, and limiting erythropoietin use to patients with a
hemoglobin less than 10. There was concurrence of all members, and it was agreed to
adopt the guideline for erythropoietin, with the sentence referring to hemoglobin < 11
deleted:

EPO GUIDELINES

1. Indicated for Hgb < 10 for anemia induced by cancer chemotherapy, or in the
setting of myelodysplasia.

2. Treatment should continue for 4-8 weeks, or until Hgb of 12 is reached. If no
response by 4-8 weeks, treatment should be discontinued. If Hgb of 12 is reached, EPO
should be titrated to maintain this level.

Dr. Glass explained that granulocyte-stimulating factors (GSF) are used in
chemotherapy patients to prevent febrile neutropenia. Dr. Little reported that these
guidelines were discussed with the consultants at length, and neither had any
objections to any of the points except for #5, using GSF to increase chemotherapy dose
intensity or schedule. Dr. Glass explained that for the most part, evidence does not
support improved outcome from increasing dose intensity, except in a few limited
studies. Dr. Glass recommended, and it was agreed, to accept the quideline for GSF,
with #5 amending as shown here:.

GSF GUIDELINES

1. GSF are not indicated for primary prophylaxis of febrile neutropenia unless the
primary chemotherapeutic regimen is potentially curative, and is known to produce
febrile neutropenia at least 40% of the time. Even for these regimens, dose reduction
should be considered instead of using GSF, as no improvement in survival has been
documented by use of GSF.




2. For secondary prophylaxis, dose reduction should be considered the primary
therapeutic option after an episode of severe or febrile neutropenia except in the setting
of curable tumors (e.g., germ cell), as no disease free or overall survival benefits have
been documented using dose maintenance and GSF.

3. GSF are not indicated in patients who are acutely neutropenic but afebrile.

4. GSF are not indicated in the treatment of febrile neutropenia except in high-risk
patients, as no overall clinical benefit has been documented. High-risk patients include
those with ANC < 100, uncontrolled primary disease, pneumonia, hypotension, multi-
organ dysfunction and invasive fungal infection.

5. GSF are not indicated to increase chemotherapy dose-intensity or schedule,
except in cases where improved outcome from such increased intensity has been
documented in a clinical trial.

6. GSF are indicated in the setting of progenitor cell transplantation, to mobilize
peripheral blood progenitor cells, and after their infusion.

7. GSF are NOT indicated in patients receiving concomitant chemotherapy and
radiation therapy.

8. There is no evidence of clinical benefit in the routine, continuous use of GSF in
myelodysplastic syndromes. GSF may be indicated for some patients with severe
neutropenia and recurrent infections, but should be used only if significant response is
documented.

Dr. Little next related that the FCHP medical directors had also asked for a guideline for
PET scans, so she discussed this with the oncology consultants also. She referred to
the technology assessment of PET scans in the packet, which neither she nor the
consultants found helpful. Dr. Walsh felt that it was helpful in demonstrating that, in
most cases, the use of PET scans did not change outcomes. Dr. Little explained that
the consultants next reviewed current Medicare criteria. They did not feel PET scans
are indicated for diagnosis and staging of some of the cancers approved by Medicare,
in particular, breast, head and neck and colon cancers. She then distilled the verbiage
of the Medicare guideline into more concise wording, and developed a draft guideline
for the Commission titled “PET SCAN GUIDELINES” (Attachment D). Dr. Mangum
asked about implementation, and Dr. Little stated that all plans currently preauthorize
PET scans, so implementation would be relatively easy. Mr. Coffman was not sure how
these guidelines could be integrated into the List, since the code for PET scans doesn’t
even appear on the List (it is considered diagnostic). He suggested a new section in the
guideline section of the List, though there would be no place elsewhere on the List that
references them. Dr. Kitchen stated that there was a limited number of people who
need to know the information, and she did not think it would be problematic. Ms.
Hazelwood stated that they would be incorporated into the OMAP provider guides as




well. Dr. Kitchen also suggested that a statement be added to the guideline stating that
PET scans are not indicated for routine follow up, and the Subcommittee concurred. Dr.
Saha inquired about solitary pulmonary nodules, whether they were on a separate line
or not. Mr. Coffman reported that this diagnosis is on the congenital cystic lung line.

Dr. Saha expressed concern that, according to the technology assessment, PET scans
are not perfectly sensitive, and that if decisions about biopsy are made based on them,
some cancers will be missed. Dr. Glass felt that sensitivity of 86% was sufficient. Dr.
Saha also expressed concern about the use of PET scans for staging lymphoma, noting
that the technology assessment states that a change in stage and treatment
recommendation was made for 14% of patients based on PET scanning, but failed to
say whether or not the change in stage was correct. It was agreed that the supporting
studies in the technology assessment need to be examined before acceptance of the
guideline. It was agreed that Dr. Little will retrieve the supporting studies for all three
diagnoses (lung cancer, lymphoma and melanoma) and the Subcommittee will review
these next month.

Dr. Little next discussed anti-emetics. A guideline had been suggested at the last
meeting; however, her opinion is that their expense does not justify a guideline. The
most expensive one is $180 for a dose, with the cheapest being $74. Numerous
guidelines exist that all state that the 3 drugs (ondansetron, granisetron and dolasetron)
are equally efficacious and should be used first line in conjunction with chemotherapy.
The Subcommittee agreed that no guideline for anti-emetics was needed.

Anti-thymocyte globulin was discussed. Dr. Little reported that this drug was only billed
4 times for one patient in 2003, and the price is a little under $5000 for a course. She
did not feel, and the Subcommittee agreed, that a quideline is not needed for anti-
thymocyte given the low utilization.

Radiation oncology issues were discussed next. Dr. Little reminded the Subcommittee
that one of the suggestions from a provider in the biennial review process was to limit
stereotactic radiosurgery to no more than 3 mets to the brain. She posed this question
to the two radiation oncologists who assisted with revision of the radiation oncology
codes, and referred the Subcommittee to the email responses she received from them
in the packet. One oncologist agreed with the suggestion, the other did not. A separate
issue involves the limitation of the fractionation scheme for palliative care, since
evidence does not show improved outcomes with longer schemes, and they are more
expensive. The third issue is IMRT, intensity modulated radiotherapy. Dr. Glass
described the technology, stating that it decreases side effects because of improved
precision and sparing of surrounding tissue. At this time there is no evidence of
improved survival, as the effect of higher doses at the margin of the tumor are unknown.
It is significantly more expensive than standard radiotherapy. Drs. Saha and Walsh
commented about the review article in the packets, noting the concerns expressed
therein concerning a lack of outcome information (both potential for missed malignant
tissue and creation of new malignancies at the margins of treatment). Dr. Glass felt it
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would be reasonable to not to cover the technology. Dr. Little reported on utilization
history, noting that there were around 45 claims for 2003 in the fee-for-service
population. Dr. Saha reminded the Subcommittee members that a technology has to be
harmful to remove it from the List. Dr. Little stated that all the people she has spoken to
about the technology recommend its use in head and neck cancers because it spares
the salivary gland, thus preventing complications from salivary gland dysfunction. She
suggested a guideline may be warranted for this limitation. The Subcommittee agreed
that IMRT only be included on the List as treatment for head and neck cancers.
Because of no consensus of expert opinion on the other two issues, the Subcommittee
decided against any changes which would limit the use of stereotactic radiosurgery or
the fractionation scheme for palliative care.

B. Revision of comfort care line

Dr. Little reminded the Subcommittee that at the last meeting she was asked to revise
the comfort care guideline to reflect all conditions. She reported that the guideline
already does, so made no changes. She referred the members to a copy of the comfort
care guideline in their packet, and the potential change to the title of Line 693. Mr.
Coffman mentioned that at the last meeting, it was his impression that, since few if any
examples existed for treatments of non-oncology conditions that were NOT palliative,
the Subcommittee was leaning against making such a change. Dr. Walsh responded
that it was an elegant way to respond to the concerns of the oncologists. There was
discussion about concerns from the Centers for Medicare and Medicaid Services;
however, the consensus of the group was to change the diagnosis title of line 693 to
“Conditions where treatment of the condition will not result in a 5% 5-year survival”, and
to change the treatment title to “Medical and surgical treatment”.

C. Centers of Excellence

Dr. Little reminded the Subcommittee that one of the questions on the biennial review
letter asked whether high-risk procedures should be limited to centers of excellence.
The response was mixed, with about half of respondents saying yes and another half
no. Dr. Walsh questioned whether this was within the scope of the Health Services
Commission. The consensus of the group was that restricting the provision of
high-risk procedures to centers of excellence is not within the scope of the HSC.

D. Screening for Barrett’s esophagus

This was another biennial review question. Dr. Little noted that the response from
providers was generally that screening should be stopped, but there was no strong
consensus. Dr. Saha stated that there are no current trials around screening, but there
are cost-effectiveness analyses of the issue. Dr. Mangum noted that there is no
evidence that identifying Barrett's esophagus leads to a different outcome. Since there
is no evidence of harm or ineffectiveness, and it already exists on the List, it was
decided to make no changes.
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E. Sinus surgery

Dr. Little reminded the Subcommittee that both ENT respondents to the biennial review
letter stated that sinus surgery was over used. She referred the members to a guideline
in their packets developed by the American Academy of Otolaryngology - Head and
Neck Surgery. She stated that the FCHP medical directors had asked for a guideline
around indications for surgery. She referred to an email she sent to Dr. Bergeron (a
retired otolaryngologist who is now a FCHP medical director) summarizing the guideline
and asking for his input. Dr. Saha noted that there was no evidence in the article in the
packet, and questioned why we would use it since it was just expert opinion. She
responded that she was unable to find any literature on the effectiveness of regular
sinus surgery, presumably because it has been done for such a long period of time. The
second article in the packet summarizes the quality of the literature for endoscopic sinus
surgery, but does not review the open variety. She suggested adopting the absolute
indications for sinus surgery listed in the email, as well as possibly developing some
severity guidelines for chronic sinusitis. The consensus was to adopt only the absolute
indications as a guideline for sinus surgery as follows:

INDICATIONS FOR SINUS SURGERY

Sinus surgery is covered for patients with one or more of the following conditions:

¢ Bilateral extensive and massive obstructive nasal polyposis with complications
Complications of sinusitis including subperiosteal or orbital abscess, Pott’s puffy
tumor, brain abscess or meningitis

Chronic sinusitis with mucocele or mucopyocele

Invasive or allergic fungal sinusitis

Tumor of the nasal cavity or sinuses

CSF rhinorhea

F. Cataract

Dr. Little directed the members to an email from Dr. Doug Merritt noting that glare is
problematic for cataract patients, and encouraging the commission to add consideration
of glare to the previously agreed upon guideline. This was discussed, but ultimately it
was decided to make no change in the cataract quideline regarding glare.

G. Guideline for Arthroscopy

Dr. Little reminded the members that at the last meeting, they discussed how to remove
coverage for arthroscopy for osteoarthritis of the knee. OMAP had reported that all
arthroscopies are prior authorized, and the contention was that an arthroscopy for
osteoarthritis would not be approved. Dr. Little referred to a handout titled “Orthopedic-
Lower Extremity” (Attachment E), which is the Interqual criteria for knee arthroscopy.
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She directed the members to section 500, which provides criteria for chondroplasty. Dr.
Glass explained the Interqual system. Dr. Little explained that in this case, a patient
could have, at a minimum, joint pain, PLUS either limited range of motion, effusion or
crepitus (2 of the 3), PLUS a trial of NSAIDS and physical therapy to meet the criteria
for arthroscopy. Clearly, most patients with osteoarthritis of the knee would qualify. Ms.
Barber clarified that arthroscopy currently does not require prior authorization. Dr. Saha
asked if there was a separate code of chondroplasty. Dr. Little responded yes, it is
29877. The consensus was to remove both 29877 (chondroplasty) and 29879 (abrasion
arthroplasty) from Line 375 (surgical treatment for rheumatoid arthritis and
osteoarthritis).

H. Other (UPPP, prevention exams for men, Synvisc, Synagis, total
joints)

Dr. Little had been asked to research the effectiveness of uvulopharyngeopalatoplasty
(UPPP) for sleep apnea at the last meeting. She reported that she found a Cochrane
review that found no randomized trials of the procedure, and no other evidence. Dr.
Mangum stated that the sleep specialists he has spoken with say that the procedure is
ineffective. Dr. Saha noted that in order to remove it from the list we need to
demonstrate that it is ineffective. Dr. Walsh suggested getting at least some expert
opinion regarding effectiveness. Dr. Little will contact Gerald Rich at Good Samaritan,
Marilyn Rudin at St. Vincent and Dr. Libby regarding the effectiveness of UPPP, and
report back at the next meeting.

Regarding male preventive exams, Dr. Little directed the members to the report in the
packet showing utilization for the past year. The question before the Commission is
whether or not to not cover these exams, since there is no evidence of effectiveness.
She noted that there were a total of over 2000 exams in 2003, for a total of nearly
300,000 men who were eligible for the same period of time. Dr. Walsh noted that less
than 1% of men are receiving the service. Dr. Sohl questioned whether it would be
politically problematic to remove preventive exams for men but keep them on for
women. Dr. Saha noted that there is good evidence for some of the services that are
typically provided at the time of a preventive health exam, such as cholesterol
screening, etc. For these reasons, it was elected to take no action, and keep male
preventive exams on the prevention line.

Synvisc was discussed. It currently does not require prior authorization for fee-for-
service and costs $225 per injection. It is typically used as a series of 3, and in general
has not been shown to be effective. Dr. Saha suggested that evidence of
ineffectiveness would be needed to remove it from the List, however, since it is
considered an ancillary service, and is not currently on the List, it was agreed that
Synvisc should be added to the Never Covered list.

Dr. Little referred the members to the excerpt in their packet of minutes from the prior
meetings when it was decided to cover Synagis. It was suggested that a guideline be
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developed to limit use of this to premature infants and those with chronic lung disease.
Dr. Little stated that she felt all the plans already had guidelines in place. Dr. Sohl stated
that his hospital has guidelines. Dr. Glass thought they would be present also in the
ACIP guidelines. Ms. Barber thought that OMAP may already have guidelines in place
and will check for Dr. Little, who will report back at the next meeting.

Dr. Little explained that one respondent to the biennial review letter recommended
eliminating coverage of total joint replacements. Dr. Saha stated there was very good
evidence for both the effectiveness and cost-effectiveness of this treatment that
he didn’t feel this should be pursued. The rest of the Subcommittee concurred that
total joint replacements should remain on Line 375.

V. Bone Marrow Transplants
A. Costs

The report of OMAP bone marrow transplant costs that was reviewed last month
contained significant errors; however, OMAP has not been able to create an accurate
report at this time.

B. Testicular Cancer

Dr. Little explained that after the last meeting, Dr. Saha had mentioned that the
Subcommittee had not applied the algorithm to the two conditions that they decided to
approve bone marrow transplants for, testicular cancer and thalassemia. For this
reason, she extended her research on testicular cancer. Her prior review stated that
there was a 10% durable complete remission, which was quoted from the website
cancer.gov. When she checked the references for this statement, it turned out not to be
true. Included in the packet are those references, as well as a health technology
assessment from 1998 showing no evidence of a difference in long-term survival
between conventional chemotherapy and bone marrow transplant. Dr. Glass did not feel
that Dr. Little had the most recent data, and asked that he be allowed to obtain this
before a final decision was made. It was agreed that Dr. Glass will provide the most
recent literature on bone marrow transplantation for testicular cancer to Dr. Little prior to
the next meeting, where the topic will be discussed again.

C. Thalassemia

Regarding thalassemia, Dr. Little referred the members to the article in their packets,
and asked if they felt the condition met the algorithm criteria. Dr. Saha, after review of
both the thalassemia article and the sickle cell article that was in the packet, felt that
neither disease met the criteria based on the fact that there are no randomized trials.
The article in the packet is a case series, which does consider quality of life but does
not consider cost. It suggests that patients who are compliant with transfusion/chelation
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therapy do better without transplant, while those who are non-compliant do better with
transplant. Dr. Sohl was concerned about treating all patients with sickle cell disease
the same, since there is such a wide range of presentations. He felt that transplant
should be considered for those patients severely impacted. However, Dr. Saha pointed
out that bone marrow transplant is most effective in those with early or mild disease,
and that transplant becomes much more dangerous in those with more advanced
disease. After additional discussion, there was agreement to remove thalassemia as an
indication for BMT from Line 125.

The Subcommittee then discussed what to do with Line 182, for if testicular cancer is
taken off, all diagnoses will have been removed. It was agreed to make this change as
part of the biennial review, which will result in collapsing of the lines, and no further
action will be needed.

VL. Physical Therapy

Dr. Little directed the members to two summaries of the literature included in their
packets, titled “Summary of Therapy Evidence” and “Summary of Physical Therapy
Literature Provided by PT Association” . She presented a number of possible options for
limiting therapy, including limiting it based on type of care (e.g., post-operative), limiting
the number of visits allowed, or elimination of certain types of therapy, such as
ultrasound. It was recommended to continue therapy post-operatively and for stroke. Dr.
Kitchen encouraged the members to continue to cover maintenance visits for the
disabled, which are done every 6 to 12 months. These represent essentially
management of a home PT program. It was recommended to limit therapy on the
dysfunction lines to 2 visits per year. Dr. Kitchen expressed concern about limiting
therapy for children. Dr. Little noted that the lack of limits on therapy for disabled
children is one of the biggest complaints of the medical directors. Dr. Kitchen suggested
querying the disability subcommittee of the Oregon Pediatric Society (or CDRC), who at
one point had developed some guidelines for therapy. Ultimately it was agreed to
suggest limitation of therapy on the dysfunction lines for chronic conditions to 24 visits
up to age 3, 12 visits per year up to age 12, 2 visits a year there after, and 3 months
with unlimited visits post acute event. Dr. Little will propose these to the medical
directors at their next meeting and solicit feedback, as well as contact CDRC about
therapy guidelines. It was also recommended to combine PT and OT, but keep speech
therapy separate when applying visit limits. Specific modalities were discussed, and
given the poor evidence surrounding some of these, Dr. Saha recommended eliminating
ultrasound, UV light, microwave, vasopneumatic device, paraffin baths, diathermy and
infrared. Dr. Mangum also felt that electrical stimulation should be limited. Dr. Walsh
was concerned about making sweeping changes that eliminate therapy modalities
without input from the disability community and recommended that no action be taken at
this time.
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VIl. Psoriasis

Dr. Little directed the members to several handouts: A letter from Dr. Eric Simpson, an
email from Joseph Hencke, MD, an article titled “Reliability testing of the Dermatology
Index of Disease Severity”, two handouts from the National Psoriasis Foundation,
“Psoriasis and Psoriatic Arthritis” and “When are Patients Candidates for Phototherapy
or Systemic Treatments (Including Biologics)?”, the Koo-Menter Psoriasis Instrument, a
one page article titled “Retrospective Analysis of Adverse Effects and Comorbidities in
Patients on Systemic Psoriasis Therapy”, an article titled “Strategy to manage the
treatment of Severe Psoriasis: Considerations of efficacy, safety and cost” and an
article titled “Psoriasis causes as much disability as other major medical diseases”.
There was discussion of the Dermatology Index of Disease Severity tool, with
agreement that it was simple to apply and concrete. Dr. Little mentioned Dr. Hencke’s
email, noting the difficulty of implementing guidelines. Dr. Saha asked what the
precedence is for guideline development, as a guideline could potentially be developed
for nearly every line on the list. Dr. Walsh responded that they have been developed for
high volume procedures where there is a significant degree of practice variation, and
Mr. Coffman added that they are also used in cases where the ICD-9-CM code lacks
sufficient specificity. Dr. Saha recommended that they establish a guideline for the
treatment of moderate psoriasis (Stage IIl) with topical agents, UV light and
methotrexate, and of severe disease (Stage V) with everything (including biologicals) to
a higher line. Dr. Mangum concurred, though questioned the wide range of skin
involvement (20% to 90%). It was agreed to move stages Ill and |V psoriasis to a
covered region of the List. Dr. Walsh asked who organized the letter writing campaign,
and Mr. Gassner responded that the Psoriasis Foundation encouraged it in response to
complaints by their members. Dr. Walsh responded that at times such a strategy can be
counter-productive, because it makes it more difficult to look at evidence. Ms.
Hazelwood pointed out that the guideline will require prior authorization. There was
discussion about where to move the more severe psoriasis, and whether to keep the
disease on one line with a guideline attached or split it into two. Dr. Saha noted that
tinea is currently on Line 363. He suggested switching tinea infections and psoriasis. It
was ultimately agreed to leave stage | and |l psoriasis on Line 553, move tinea
infections to this line (from Line 363), and move stage lll and IV psoriasis to Line 363
with the guideline indicated above.

VIIl. Other Issues

Dr. Little reminded the Subcommittee that the neonatologist who responded to the
biennial review letter recommended not covering very low birth weight infants, and at
the last meeting she was directed to define the limits of survivability, and at what point a
fetus would have a 5% survival. She reported significant difficultly finding a definition in
the neonatology literature, though provided one example in the packet which defines it
as 20-24 weeks or fetal weight less than 600 grams. She asked Dr. Sohl if there was
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any standard in the industry. He stated that survivability based on birth weight was very
difficult, because gestational age could be between 23 weeks and 28 weeks for a 600
gram fetus, but that gestational age less than 23 weeks could be agreed upon. It was
pointed out the neonatologist recommended eliminating funding for babies less than 25
weeks or 600 grams. Dr. Sohl stated he thought that was too conservative, and that
there is a 60% survival of a 25-week infant, with 60% having an intact neurologic
system. Dr. Walsh was uncomfortable dictating an essentially private issue. Dr. Sohl
questioned whether it was within the Commission’s purview to make such
recommendations. Dr. Glass stated that the Commission has done so with cancer, but
Mr. Coffman pointed out that terminal cancer does not have anything similar to the Baby
Doe law applied to it. Dr. Saha noted that the Baby Doe law states that if treatment is
futile, which the Commission has defined as less than 5% 5-year survival, then one is
not legally mandated to provide care. Dr. Walsh pointed out the Commission has
defined treatment as futile only in the case of terminal cancer, which is quite different
from the case of a neonate at the beginning of their lives. Dr. Saha stated that if data
were available which defined survivability at various gestational ages and weights, it
could be used by the Commission. Dr. Sohl stated that it was available in the Oxford
database, and he would forward that the Dr. Little. Dr. Walsh questioned pursuing the
idea at all because of the uncertainty intrinsic in obstetric dating. He also did not feel
that most neonatologists were providing care to inappropriately young infants. Dr. Sohl
stated that it is not difficult for neonatologists to withdraw care, but at times futile
treatment is begun at the request of the parents before it becomes apparent to them
that the care is truly futile, and that those few days of treatment can be extremely
expensive. He thought it might be helpful to limit care to those over 23 weeks or 500
grams, but that all the neonatologists in the state would need to concur, and he was
concerned about the catholic hospital systems. Dr. Saha pointed out that public values
around neonatal intensive care are very different than they are around terminal cancer
care, and felt that if there is a guideline, it should be liberal. Dr. Sohl stated that at his
hospital, they have guidelines that state that an infant delivered before 23 weeks is not
resuscitated, between 23 and 24 weeks they recommend not resuscitating but don’t
refuse, between 24 and 25 weeks they encourage resuscitation, and after 25 weeks
they insist on resuscitation. He and his colleagues just discussed this policy and are
considering moving all the dates back by one week, though there has been little
controversy. He agreed to provide this policy to Dr. Little. Dr. Walsh did not feel that this
issue is within the purview of the Commission. Dr. Glass thought it was worthwhile to
stimulate dialog. It was agreed to review the current policy regarding care for low birth-
weight infants from Dr. Sohl’s hospital, as well as the information on infant survival rates
in the Oxford database, and discuss the issue again at the next meeting.

Dr. Little next asked whether the Subcommittee wanted to exclude infertility services
rather than leaving them on the List subject to the co-morbidity rule. The Subcommittee
agreed move infertility services into the Never Covered list.

At some point in the past, smallpox had been recommended to have its own line. It
currently resides on Line 206 with Herpes simplex complications. None of the members
recommended creating a new line for smallpox.

17



Dr. Little explained that the medical directors requested that a guideline be developed
for cholecystecomy, noting that the surgeons in a particular plan were claiming that
cholecystitis existed any time gallstones were present (gallstones without cholecystitis is
currently below the line). She created a guideline titled “Cholecystectomy guideline”

CHOLECYSTECTOMY GUIDELINE

Presence of RUQ abdominal pain
AND
Presence of gallstones or evidence of gall bladder wall thickening on ultrasound
OR
Non-visualization of the gall bladder on oral cholecystegram or HIDA scan
OR
Gallbladder ejection fraction of < 35%

There was discussion about whether or not such a guideline was needed. It was
recommended that Dr. Little send the draft cholecystectomy guideline to the medical
director who requested it and suggest that he implement it in his community, and if this
is insufficient to meet he needs, she will return the discussion to the Subcommittee.

Dr. Little reported that the prevention tables that are attached to the Prioritized List are
derived from the US Preventative Services Task Force, and in accordance with the
biennial review, she has reviewed all the Task Force updates since 2002 to determine if
the tables need to be changed. The following are the changes and the Subcommittee
actions:

e Newborn hearing screening: Currently on the table because of the state
mandate. “I” recommendation Action: leave on table.

e Lipid screening: “A” recommendation added for screening from age 20-35
(currently on the table for 25-65). Action: Add to table for age 20-25.

e Chlamydia screening: “A” recommendation. Action: leave on table.

e Colon cancer screening: Currently recommended, but has been updated to
include colonoscopy as an option. Action: Add colonoscopy as a screening
option.

e Behavioral counseling to promote physical activity: “I” recommendation.
Action: leave on table.

e Osteoporosis screening: “B” recommendation. Currently not on the table.
Action: add for women over 65.

e Screening for depression: “B” recommendation. Action: leave on table.

e Screening for mammography age 40 and older: “B” recommendation (was
age 50 and older previously). Currently on the table due to Commission’s
decision to deviate from previous recommendation. Action: leave on table.

e PAP smear in women over 65: “D” recommendation. Currently on the table.
Action: remove for women over 65.

e PSA screening for prostate cancer: “I” recommendation (previously was “D”).
Currently not on the table. Action: leave off of table.
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IX.

Skin cancer screening:
leave off of table.
Testicular cancer screening: “D” recommendation. Action: leave off of table.
Cardiac screening (EBCT, ETT, ECG): “D” recommendation. Action: leave off
of table.

Screening for high blood pressure: “A” recommendation beginning at age 18.
Current on the table starting at age 21. Action: change to begin at age 18.
Screening for asymptomatic bactiuria in pregnancy: “A” recommendation.
Currently not on the table. Action: add to maternity table.

Perimenopausal hormone replacement: “D” recommendation. Currently table
states “discuss perimenopausal hormone replacement”. Action: remove from
table.

recommendation. Currently not on the table. Action:

Adjournment

Dr. Eric Walsh adjourned the HOSC meeting at 3:00 p.m. The next meeting will be held
Thursday, May 27, 2004, from 8:00 a.m. to 10:00 a.m. in conference room W112 of the
Clackamas Community College, Wilsonville Training Center, 293353 Town Center Loop
East, Wilsonville, OR.

Eric Walsh, MD, Chair
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MINUTES
HEALTH OUTCOMES SUBCOMMITTEE
May 27, 2004

Members Present: Eric Walsh, MD, Chair; Andrew Glass, MD; Somnath Saha, MD;
Bryan Sohl, MD.

Staff Absent: Daniel Mangum, DO
Staff Present: Darren Coffman; Alison Little, MD, MPH; Laura Lanssens.

Also Attending: Chris Barber, RN, Tom Turek, MD and MaryLou Hazelwood, RN,
Office of Medical Assistance Programs (OMAP); Robert Gassner, National Psoriasis
Foundation; Tina Kitchin, MD, Seniors & People with Disabilities (SPD).

l. Call To Order and Roll Call

Dr. Eric Walsh, Chair, called the meeting of the Health Outcomes Subcommittee
(HOSC) to order at 8:00 a.m. in conference room W112 of the Clackamas Community
College, Wilsonville Training Center, 29353 Town Center Loop East, Wilsonville, OR
97070. Darren Coffman called roll.

Il. Approval of April 22, 2004 Minutes

The HOSC Minutes from April 22, 2004 were unanimously approved as written, except
for a correction on page 12, changing “GSF rhinorhea” to “CSF rhinorhea”.

Mr. Coffman informed the HOSC that he and Laura Lanssens had attended training on
Oregon Public Meetings Laws. It was a two-hour presentation regarding rules and
regulations regarding public meeting protocol. He further explained that motions need
to be stated clearly when they are made, and the vote of each member needs to be
documented. If a decision is unanimous, it can be so stated, but otherwise, each vote
must be recorded by member. In addition, absences from the meeting or from an
individual vote need to be documented. He also stated that membership issues need to
be conducted in the public part of the meeting, not executive session. Examples of
topics allowed in executive session are disciplinary action and discussion of a legal
opinion that is exempt from public record laws.



M. Coding Changes
A. HCPCS codes

Dr. Alison Little reviewed with the HOSC the proposed interim modifications to the
October 1, 2003 Prioritized List of Health Services. Follow up from the prior month was
as follows:

Kyphoplasty: Dr. Little directed the members to the Health Technology Assessment
included in the packet. She also clarified that the CPT codes for vertebroplasty (but not
kyphoplasty) already appear on the List. It was clarified that kyphoplasty is a procedure
in which a balloon is used in an attempt to expand the height of the vertebra, prior to
instillation of cement. Dr. Walsh questioned whether or not a guideline was necessary,
specifying failure of conservative therapy has already occurred before such a procedure
is attempted. Dr. Glass stated that in his experience, this procedure has been done in
the setting of intractable pain, and with good results. Dr. Saha stated that from the TEC
assessment, it didn’t appear that kyphoplasty offered any advantage over
vertebroplasty, and is significantly more expensive. MOTION: Leave vertebroplasty on
the List and do not place kyphoplasty on the List. MOTION CARRIES 4-0.

Fetal surgery: Dr. Little directed the members to the results of the literature review she
had done in the packet, noting that the literature was somewhat scant, and that she was
unable to find anything on urinary tract obstruction. Dr. Sohl sent a survey to 6 leading
fetal surgeons in the country, a copy of which was distributed to the members, but has
not received any responses yet. It was proposed to delay the decision until response
was received, and Mr. Coffman stated that, since they are new codes, they could be
considered technical corrections. Dr. Little asked Dr. Sohl if he had an opinion regarding
fetal surgery for meningomyelocele. He stated that it is still considered experimental,
and is currently only available in the setting of a clinical trial. NIH funding is available for
those patients without funding. MOTION: Defer a decision on the fetal surgery codes
until response to Dr. Sohl’s letter has been considered. MOTION CARRIES 4-0.

Carotid artery stenting: Dr. Little explained that the CREST trial, which compares
stenting to endarterectomy, is ongoing, and will likely enroll patients for several more
years. The CAVATS trial shows good outcomes. She pointed out that the CPT code for
carotid artery stenting is already on the List. Dr. Walsh noted that there was no
information on the cost in the literature provided. Dr. Saha noted that it is more difficult
to demonstrate equivalence than effectiveness. He suspected that, extrapolating from
coronary artery bypass and stenting, it would be similar or less expensive. MOTION:
Add HCPCS code S2211 to Line 248. MOTION CARRIES 4-0.

Minimally invasive CABG: Dr. Little explained that the article in JAMA that had been
referred to at the prior meeting compared CABG with off-pump CABG, which is different
from minimally invasive CABG. While both are performed without cardiopulmonary
bypass, off-pump surgery utilizes a full sternotomy, and has the capability of bypassing
more than one vessel. She referred to the article in the packets, and suggested that it



be placed on the list for those patients for whom PTCA is not indicated, and who are
high-risk for traditional CABG. Dr. Walsh suggested a guideline indicating it is covered
only for single vessel disease. The need for a guideline was discussed. Dr. Saha was
not concerned about this supplanting PTCA, which is less invasive and safer, but was
concerned about it being used for multi-vessel disease, or for patients who are NOT
high-risk for traditional CABG. MOTION: Add HCPCS code S2205 through S2209 to
Line 264 with a guideline specifying that it is to be used only for single vessel disease.
MOTION CARRIES 4-0.

Ultrasound pachymetry: Dr. Little explained that she was unsuccessful in performing a
literature search on these codes because of her limited understanding of
ophthalmologic terminology. Instead, she queried an optometrist colleague, and she
directed the members to his email response in the packet. Dr. Glass stated that
pachymetry is being used to screen for glaucoma, and it is not a legitimate use, but
using it to follow up glaucoma surgery is. Dr. Saha stated that, per his reading of the
email, it would appear to be an appropriate test to confirm a questionable diagnosis of
glaucoma, in addition to its use after surgery. MOTION: Place this HCPCS code S0830
on the medical glaucoma line (398). MOTION CARRIES 4-0.

Corneal topography: It was noted that this is used primarily for fitting contact lenses,
which OHP does not cover. Dr. Saha noted that it is also useful in studying corneal
diseases and diagnosing keratoconus, particularly before cataract surgery. Dr. Glass
was concerned about over use if this code were placed on the cataract line. It was
suggested to place the code on the keratoconus line, 416, which also includes corneal
opacities. MOTION: Place HCPCS code S0820 on Line 416, Corneal opacity and other
disorders of cornea. MOTION CARRIES 4-0.

Lobar lung transplant: Dr. Little referred to the articles in the packet, noting that the
procedure appears to have equivalent survival rates as cadaveric transplants, especially
in children, and a lower incidence of bronchiolitis obliterans syndrome, the major long-
term complication of lung transplant surgery. Dr. Saha expressed concern that all of the
data was from a single children’s hospital in Los Angeles, and questioned whether
similar outcomes could be achieved at a different center. The only data from a different
center had significantly poorer survival, but only contained 9 patients. There was
discussion about whether or not to limit approval to certain centers of excellence. Dr.
Turek expressed concern about being limited by the HSC to one particular institution.
Dr. Walsh pointed out that the procedure complies with the transplant algorithm. Dr.
Glass expressed concern with single institution trials. Dr. Walsh asked if it was desirable
to revise the transplant algorithm to take into account more than one center. Dr. Turek
felt that, given the limited experience, the procedure would appear to still be
experimental. Dr. Saha stated that if this were some procedure other than surgery, it
likely would be considered experimental. However, Dr. Little pointed out that these
patients have no other treatment options. There was discussion about how to define
what is experimental. MOTION: Add HCPSC code S2060 and S2061 to Lines 442 and
443. MOTION CARRIES 4-0.




B. Miscellaneous code changes

Technical changes were discussed, as outlined in Attachment A. Dr. Little explained
that the chelation therapy code was added to any line containing a diagnosis which
required multiple transfusions, in order to treat iron overload, as well as the poisoning
line, since it is used for lead poisoning. Mr. Coffman pointed out that there are other
codes for chelation besides S9355, and it was agreed to add those codes to these
same lines as well. MOTION: Accept all changes as written in Attachment A, and also
add any additional appropriate codes for chelation therapy that are identified. MOTION
CARRIES 4-0.

Additional coding changes for the biennial review were discussed as presented in
Attachment B. They involve further changes to the medical therapy ranges and ICD-9-
CM codes related to dental conditions. Dr. Saha noted that therapeutic phlebotomy,
99195, should also be on the hemochromatosis line (285) in addition to Line 137 for
polycythemia, and the members agreed. MOTION: Accept all changes as written in
Attachment B, and also add CPT code 99195 to Line 285. MOTION CARRIES 4-0.

C. Radiation therapy for Benign Conditions

Dr. Little reviewed the material in the packet concerning the use of radiation therapy for
benign conditions. These were diagnoses that the Commissioners had questioned at
the last meeting. Action was as follows:

Arteriovenous malformation (AVM): It appears that radiation therapy is not very
effective, especially for lesions greater than 3 cm, but at times it may be the only option
available if the lesion is not amenable to surgery. MOTION: Add radiation therapy codes
to the AVM Line (287). MOTION CARRIES 4-0.

Ameloblastoma: Although some of the information states that this tumor is not
radiosensitive, the article that so states recommends use of radiotherapy in cases
where there is residual tumor after surgery, or for palliation. MOTION: Add radiation
therapy codes to the line for Ameloblastoma (234,562). MOTION CARRIES 4-0.

Lethal midline granuloma: There was discussion about the nature of the condition. Mr.
Coffman clarified that this resides on Line 339, which includes ICD-9-CM codes 446.2
(lethal midline granuloma) and 446.4 (Wegener’s granulomatosis). Several sources
noted that this is a necrotizing, tumor-like granuloma that results in destruction of the
mid-face and invariably leads to death. MOTION: Add radiation therapy codes to Line
339. MOTION CARRIES 4-0.

Heterotopic bone formation: Radiation therapy is used prophylactically after hip
replacement surgery in patients who are at high risk of developing this condition, and
appears to be reasonably effective. Dr. Sohl questioned the definition of high-risk. Dr.
Little stated that the articles define high-risk as past history of heterotopic bone
formation after hip surgery, ankylosing spondylitis, hypertrophic osteoarthritis, post-



traumatic osteoarthritis, radiographic evidence of diffuse idiopathic skeletal hyperostosis
and male sex. MOTION: Add radiation therapy codes to the lines for hip replacement
(180, 375), with a quideline that it is covered only for high-risk patients. High-risk
patients are defined as those with prior history of heterotopic bone formation, ankylosing
spondylitis or hypertrophic osteoarthritis. MOTION CARRIES 4-0.

Dr. Little referred to an email from the radiation oncology consultant specifying which
codes should be paired with the various benign conditions. MOTION: Accept the coding
recommendations as outlined in the email for those conditions that the Subcommittee
agreed to pair with radiation therapy (see Attachment C). MOTION CARRIES 4-0.

Iv. Biennial Review Provider Responses
A. Oncology guidelines (PET scans)

Dr. Little reminded the Subcommittee that they had requested all the references
pertaining to lung cancer and lymphoma from the PET scan health technology
assessment reviewed at the last meeting. Those references are in the packet. She also
referred to the revised guideline as it appears in the packet, and noted that she had
presented it to the OMAP medical directors and received positive feedback, with no
recommendations for change. Regarding lymphoma, it was noted that there is difficulty
in determining a gold standard to judge the efficacy of PET by. Dr. Saha noted one
article uses follow up and progression-free survival as the gold standard, and shows
that PET was effective. MOTION: Adopt the draft PET scan guidelines as follows:

PET SCAN GUIDELINES
INDICATED FOR DIAGNOSIS AND STAGING OF THE FOLLOWING CANCERS:

Solitary pulmonary nodules and non-small cell
Lymphoma
Melanoma

For diagnosis, PET is covered only when it will avoid an invasive diagnostic
procedure, or will assist in determining the optimal anatomic location to perform an
invasive diagnostic procedure.

For staging, PET is covered in the following situations:

e The stage of the cancer remains in doubt after standard diagnostic work up
OR
o PET replaces one or more conventional imaging studies when they are
insufficient for clinical management of the patient
AND
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