August 21, 2012

National Quality Forum
1030 15th St, NW

Suite 800

Washington, D.C. 20005

Re: Colonoscopy Quality Index (NQF# C 2056)

The American College of Gastroenterology (ACG), American Gastroenterological Association (AGA), and
American Society for Gastrointestinal Endoscopy (ASGE) welcome the opportunity to comment on the
National Quality Forum (NQF) Gastrointestinal/Genitourinary Measure Concepts. Together, our three
societies represent virtually all practicing gastroenterologists in the United States.

We appreciate that the NQF has included gastrointestinal measures in its pilot of the redesigned two-
stage process. Our societies have been involved in the development of many of the measures being
presented to the Gastrointestinal/Genitourinary Steering Committee and look forward to participating in
their discussions later this month.

We would like to take this opportunity to comment on the Colonoscopy Quality Index composite measure
submitted by Quality Quest for Health of Illinois. The submitting organization proposes a composite
measure that requires the reporting physician to “meet all quality parameters”, namely the following
elements™:

*  Appropriate indication

*«  Complete exam

. Photo-documentation of the cecum

. No serious acute complications

*  Cardiac risk assessment

. Bowel preparation assessment (excellent/good/fair/poor/unsatisfactory)

. Polyp information complete or no polyp (#/size/location/morph/removal/method)

*  Withdrawal time recorded

*  Appropriate follow-up recommendation

Our societies have great concern that this measure was developed without input from the specialty
societies that perform this procedure — the gastroenterology societies (ACG, ASGE or AGA), surgical
societies (American College of Surgeons, Society of American Gastrointestinal and Endoscopic
Surgeons, American Society of Colon and Rectal Surgeons) and primary care societies (American
Academy of Family Physicians, American College of Physicians, American Osteopathic Association). As
we describe below, several of the proposed “measurements” have not been shown to be associated with
an improvement in procedural performance or health outcomes.
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Our societies strongly support the concept of measuring colonoscopy performance and identifying high-
guality colonoscopies. The proper preparation of the patient and performance of colonoscopy to ensure a
high-quality examination, accompanied by recommendations based on findings from a high-quality
examination, can diminish risks to patients, avoid the need for unnecessary interval examinations, and
improve continuity of care. The collective efforts of our societies to develop the PCPI/AGA/ASGE 2008
PCPI Endoscopy and Polyp Surveillance Measure Set and a recent colonoscopy composite measure
submitted by the ACG, AGA, and ASGE to the Centers for Medicare and Medicaid Services (CMS) for the
Physician Quality Reporting System (PQRS) 2014 reflect that commitment. The elements of our
proposed composite measure are:

e Documentation of assessment of bowel preparation

e Photodocumentation of completeness of colonoscopy including cecal intubation or ileocolonic

anastomosis.

The three Gl societies carefully reviewed each of the elements in this composite measure from Quality
Quest and found a lack of evidence for several of the elements. In view of such, we determined that it
would not be appropriate to include them in the composite measure that we submitted to CMS. We plan
to continue the development of that measure, including a public comment period, over the coming
months.

We are concerned that the proposed measure is extremely complicated to implement, limiting its usability
and feasibility by practices, small or large, community or academic, gastroenterologist, internist, family
practitioner or surgeon. The AGA, which sponsors the AGA Digestive Health Outcomes Registry, has met
with Quality Quest and determined that it would be extremely difficult for practices to report the proposed
data from this measure into a registry. Our specific comments on the elements of the measure follow.

1. Appropriate indication for colonoscopy
For over 20 years, the American Society for Gastrointestinal Endoscopy2 has published
standards of practice on the appropriate use of colonoscopy and other endoscopic procedures,
which have been incorporated into coverage determinations from Medicare contractors® and
commercial payors4. Our societies fail to see the improvement in health outcomes that would
result from an exercise in documentation that is more appropriately characterized as a utilization
management determination.

2. Standardized medical risk assessment
In the 2008 PCPI Endoscopy and Polyp Surveillance Measure Set the evidence for this element
as part of the Comprehensive Colonoscopy Documentation measure was Grade 1C
(intermediate-strength recommendation; may change when stronger evidence is available).We
are not aware of any new evidence in the past four years which would change this
recommendation.

3. Cardiac risk assessment
Several studies have noted a shift in the performance of colonoscopg where the provision of
sedation is increasingly being provided by anesthesia professionals. ® It would be inappropriate
to include cardiac risk assessment that is provided by a different health professional within a
colonoscopy composite measure for the endoscopist.
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4. Assessment of bowel preparation
Poor bowel preparation is a major impediment to the effectiveness of colonoscopy, affects the
ability to detect polyps, and influences the timing of repeat examinations. Given the increased
premalignant potential of advanced adenomas, suboptimal bowel preparation may cause an
unacceptably high failure rate at identifying these important lesions, thereby compromising the
effectiveness of the colonoscopy. Adenoma miss rates in the context of suboptimal bowel
preparation are as high as 42%." To decrease the risk of missed lesions when the bowel is poorly
prepared, a follow-up or repeat colonoscopy should be recommended at a significantly shorter
interval than if the bowel was well prepared. Current literature shows great variability in
recommendations for follow-up in this circumstance, presenting an opportunity for improvement.
Although there is relative uniformity in surveillance intervals when bowel preparation is optimal,
there is considerable variability when bowel preparation is suboptimal.® °

In view of the opportunity for improvement and the desire to ensure a high-quality colonoscopy,
the ACG, AGA, and ASGE are supportive of an element on Documentation of Assessment of
Bowel Preparation. In our submission to CMS for PQRS 2014, we saw the need to include this
element as part of a Colonoscopy Quality Composite measure.

5. Complete examination
Based on element six (6) below this seems redundant.

6. Cecal photo taken
While the definition of a colonoscopy is examination of the colon proximal to the splenic flexure, a
high-quality evaluation of the colon consists of examination of the entire colon — from the rectum
to the cecum or ileo-colonic anastomosis. A significant fraction of colonic neoplasms are located
in the right colon, hence successful cecal intubation should be sPecificaIIy noted with
recommended cecal intubation rates of = 95% in healthy adults.™ ** Knowing the completeness of
the examination can inform physicians whether an imaging procedure or repeat colonoscopy is
necessary, and influences the timing of follow-up examination

Our societies are supportive of an element on Photodocumentation of Completeness of
Colonoscopy including cecal intubation or ileocolonic anastomosis. In our submission to CMS for
PQRS 2014, we saw the need to include this element as part of a Colonoscopy Quality
Composite measure.

7. All essential polyp information recorded (including size, morphology, location, method of removal)
This measure is an important process measure that for purposes of quality improvement at the
individual endoscopist and practice level. However, we question its strength as an accountability
measure.

8. Withdrawal time recorded
Despite the positive correlation between withdrawal times and detection of adenomatous
lesions? withdrawal times fail to correlate with 5-year interval neoplasia13 and withdrawal time
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8 Ben-Horin S, Bar-Meir S, Avidan B. The impact of colon cleanliness assessment on endoscopists’ recommendations for follow-up
colonoscopy. Am J Gastroenterol 2007;102:2680-5

® Lebwohl B, Kastrinos F, Glick M, et al. The impact of suboptimal bowel preparation on adenoma miss rates and the factors
associated with early repeat colonoscopy. Gastrointest Endosc 2011;73:1207-14.
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Program 380. Am J Gastroenterol 2010; 105(8): 1746-52



can be reduced safely with the use of wide angle endoscopes.™ The expert panel that reviewed
these measures determined there was a significant potential that this measure could be gamed
without any appreciable improvement in polyp detection or outcomes.

9. Free of serious complication
While complications such as perforation or bleeding following the procedure should be monitored
and documented to allow identification and correction of any systematic errors, the rate of
. . . . 15 . . . . . e
complications is quite uncommon™. Attribution of the delayed complications to individual
endoscopists may be difficult as such patients may present to health care facilities with which the
endoscopists is not associated.

10. Appropriate follow-up recommendation
Endoscopists should adhere to the recommended surveillance guidelines post-resection or post-
polypectomy, which make the assumption of cecal intubation, adequate bowel preparation and
careful examination. Now that CMS has included PQRS measures for prospective surveillance
interval after a normal screening examination and retrospective interval for those with
adenomatous polypsle, including such within a colonoscopy composite measure would be
duplicative.

The measure developer has interpreted the recommendations for appropriate follow-up
indications for colonoscopy and surveillance colonoscopy in an incorrect manner. According to
the measure developer, proper follow-up indications would be based upon a finding of adenomas
or neoplasia greater than 1 centimeter (cm). In fact, the authors made recommendations on the
approBriate follow-up on patients with finding of adenomas or neoplasia greater than or equal to
1cm.

In conclusion, the ACG, AGA, and ASGE believe that the composite measure proposed by Quality Quest
for Health of Illinois requires the collection of data elements that, in total, have not been shown to lead to
the identification of a high-quality colonoscopy, improvement in health outcomes, or reduction of waste
and unnecessary procedures.

In comparison, the composite measure proposed by our societies to CMS for incorporation in PQRS 2014
- Documentation of Assessment of Bowel Preparation and Photodocumentation of Completeness of
Colonoscopy including cecal intubation or ileocolonic anastomosis — achieves the goals of allowing the
physician, patient, purchaser and payor to identify a high-quality colonoscopy and, when deficiencies are
seen, providing a pathway for remediation and quality improvement.

Our organizations appreciate the opportunity to provide our comments on the Colonoscopy Quality Index
composite measure. Any questions or requests for more information can be directed to Debbie Robin,
Senior Director for Quality, AGA, at drobin@gastro.org or 301-941-2615; Brad Conway, Vice President,
Public Policy, ACG, at bconway@gi.org or 301-263-9000; or Eden Essex, Quality and Health Policy
Manager, ASGE, at eessex@asge.org or 630-570-5646.

Sincerely,
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