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This document summarizes the evaluation of the measure as it progresses through NQF’s Consensus
Development Process (CDP). The information submitted by measure developers/stewards is included after the
Brief Measure Information, Preliminary Analysis, and Pre-meeting Public and Member Comments sections.

To navigate the links in the worksheet: Click to go to the link. ALT + LEFT ARROW to return
Purple text represents the responses from measure developers.

Red text denotes developer information that has changed since the last measure evaluation review.

Brief Measure Information

NQF #: 3060e

Corresponding Measures:

De.2. Measure Title: Annual Hepatitis C Virus (HCV) Screening for Patients who are Active Injection Drug Users
Co.1.1. Measure Steward: PCPI

De.3. Brief Description of Measure: Percentage of patients, regardless of age, who are active injection drug
users who received screening for HCV infection within the 12-month reporting period

1b.1. Developer Rationale: Of the estimated 3.5 million people living in the United States with the hepatitis C
virus infection (HCV), only 50% have been tested for HCV and are aware of their status. Reported cases of HCV
have increased (approximately 20% per year) between 2010-2016, which is only partially due to improved case
detection and more likely due to rising rates of injection drug use (1,2). Additionally, only one third have been
referred for HCV care and only 5.6% receive recommended treatment (3). Studies indicate that even among
high-risk patients for whom screening is recommended, only 49-75% are aware of their infection status (4,5,6).
In a recent analysis of data from a national health survey, 67.9 % of persons ever infected with HCV reported an
exposure risk, (eg, injection drug use, having sexual contact with suspected/confirmed hepatitis C patient), 2
weeks to 6 months prior to symptom onset, and the remaining 32.1% reported no known exposure risk (1).
Data from the CDC shows that of the 2016 case reports that had information about drug use, 68.6% reported
the use of injection drugs (1). According to one study, 72% of persons with a history of injection-drug use who
are infected with HCV remain unaware of their infection status (6). Current risk-based testing strategies have
had limited success, as evidenced by the substantial number of HCV-infected persons who remain unaware of
their infection. As a result, many do not receive needed care (e.g., education, counseling, and medical
monitoring), and are not evaluated for treatment (8). HCV causes acute infection, which can be characterized
by mild to severe illness but is usually asymptomatic. In approximately 75%-85% of persons, HCV persists as a
chronic infection, placing infected persons at risk for liver cirrhosis, hepatocellular carcinoma (HCC), and
extrahepatic complications that develop over the decades following onset of infection (7).

Since 1998, routine HCV testing has been recommended by CDC for persons most likely to be infected with
HCV. These recommendations were made on the basis of a known epidemiologic association between a risk
factor and acquiring HCV infection, including injection drug use (8). It is estimated that most new cases of HCV
infections are among young persons who are white, live in non-urban areas and have a history of previously
reported injection drug use (1,9). An epidemic has arisen that is a national priority for federal and state public
health agencies (1). HCV testing is the first step toward improving health outcomes for persons who report
injection drug use and are infected with HCV.
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S.4. Numerator Statement: Patients who received screening for HCV infection within the 12-month reporting
period

S.7. Denominator Statement: All patients, regardless of age, who are seen twice for any visit or who had at
least one preventive care visit within the 12-month reporting period who are active injection drug users

S.10. Denominator Exclusions: Denominator Exclusions:
Patients with a diagnosis of chronic hepatitis C
Denominator Exceptions:

Documentation of medical reason(s) for not receiving annual screening for HCV infection (eg, decompensated
cirrhosis indicating advanced disease [ie, ascites, esophageal variceal bleeding, hepatic encephalopathy],
hepatocellular carcinoma, waitlist for organ transplant, limited life expectancy, other medical reasons)

Documentation of patient reason(s) for not receiving annual screening for HCV infection (eg, patient declined,
other patient reasons)

De.l1. Measure Type: Process

S.23. Data Source: Electronic Health Records

S.26. Level of Analysis: Clinician : Individual

IF Endorsement Maintenance — Original Endorsement Date: Most Recent Endorsement Date:
IF this measure is included in a composite, NQF Composite#/title:

IF this measure is paired/grouped, NQF#/title:

De.4. IF PAIRED/GROUPED, what is the reason this measure must be reported with other measures to
appropriately interpret results? Not applicable.


https://www.cdc.gov/hepatitis/statistics/2016surveillance/index.htm
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Preliminary Analysis: New Measure (Previously Approved for Trial Use)

Criteria 1: Importance to Measure and Report

la. Evidence

1a. Evidence. The evidence requirements for a structure, process or intermediate outcome measure is that it is
based on a systematic review (SR) and grading of the body of empirical evidence where the specific focus of
the evidence matches what is being measured. For measures derived from patient report, evidence also
should demonstrate that the target population values the measured process or structure and finds it
meaningful.

The developer provides the following evidence for this measure:

e Systematic Review of the evidence specific to this measure? Yes 0 No
e Quality, Quantity and Consistency of evidence provided? Yes 0 No
e Evidence graded? Yes 0 No

Changes to evidence from last review

[0 The developer attests that there have been no changes in the evidence since the measure was last
evaluated.

The developer provided updated evidence for this measure:

Updates:

e Brief background: This measure evaluates the percentage of patients, regardless of age, who are active
injection drug users who received screening for HCV infection within the 12-month reporting period

e Developer provided a logic model depicting the relationship between one-time HCV screening,
treating persons testing HCV-positive, and improved outcomes for persons infected with HCV.

e The developer provided a summary of the links between screening for hepatitis C in active injection
drug users which can lead to referrals/treatment and improved health outcomes for persons with
hepatitis C.

The developer provided the following additional clinical guidelines:

e AASLD-IDSA. Recommendations for testing, managing, and treating hepatitis C.
http://www.hcvguidelines.org. Last update: September 21, 2017. Accessed February 20, 2019

0 “Annual HCV testing is recommended for persons who inject drugs and for HIV-seropositive
men who have unprotected sex with men. Periodic testing should be offered to other persons
with ongoing risk factors for exposure to HCV.” (Class IIA, Level C)

0 Class Il definition: Conflicting evidence and/or a divergence of opinion about the usefulness
and efficacy of a diagnostic evaluation, procedure, or treatment. Level C evidence definition:
refers to “Consensus opinion of experts, case studies, or standard of care.”

0 The developer summarized the Quality, Quantity, and Consistency of the body of evidence
associated with the guideline

e Moyer VA, on behalf of the U.S. Preventive Services Task Force. Screening for hepatitis C virus
infection in adults: U.S. Preventive Services Task Force recommendation statement. Ann Intern Med.
2013 Jun 25. URL:
http://www.uspreventiveservicestaskforce.org/Page/Document/UpdateSummaryFinal/hepatitis-c-
screening?ds=1&s=hepatitis%20c



http://www.hcvguidelines.org/
http://www.uspreventiveservicestaskforce.org/Page/Document/UpdateSummaryFinal/hepatitis-c-screening?ds=1&s=hepatitis%20c
http://www.uspreventiveservicestaskforce.org/Page/Document/UpdateSummaryFinal/hepatitis-c-screening?ds=1&s=hepatitis%20c

0 “The USPSTF recommends screening for hepatitis C virus (HCV) infection in persons at high risk
for infection. The USPSTF also recommends offering 1-time screening for HCV infection to
adults born between 1945 and 1965.” (Grade B recommendation) p. 350

The guideline also highlights a list of risk factors on p 351.

0 Grade B recommendations definiation: “The USPSTF recommends the service. There is high
certainty that the net benefit is moderate or there is moderate certainty that the net benefit is

I”

moderate to substantia

0 The developer summarized the Quality, Quantity, and Consistency of the body of evidence
associated with the guideline

0 The guideline indicated a potential harm as anxiety on awaiting screening results and
stigmatization for positive results.

e The developer cited a new study by Blackburn et al, 2016 on testing outcomes among people who
inject drugs. The results indicated high prevalence of hepatitis c positive results amongst people who
inject drugs. No grading provided.

Questions for the Committee:

* The evidence provided by the developer is updated and directionally the same compared to that for
the previous NQF review. Does the Committee agree there is no need for repeat discussion and vote
on Evidence?

* For structure, process, and intermediate outcome measures:
0 What is the relationship of this measure to patient outcomes?
0 How strong is the evidence for this relationship?
0 Is the evidence directly applicable to the process of care being measured?
(0]

If derived from patient report, does the target population value the measured process or
structure and find it meaningful?

Guidance from the Evidence Algorithm

Process measure with systematic review (Box 3) BEESummary of the QQC provided (Box 4) ERSystematic
review concludes moderate quality evidence.

The highest possible rating is “High” for Evidence

Preliminary rating for evidence: [ High Moderate [ Low O Insufficient

1b. Gap in Care/Opportunity for Improvement and 1b. Disparities

1b. Performance Gap. The performance gap requirements include demonstrating quality problems and
opportunity for improvement.

e The developer provided current performance data on 3060e from Cerner EHR data from January 2017
through December 2017.
O Based on the sample of 27 included providers, the mean performance rate is 0.46, the median
performance rate is 0.00 and the mode is 0.00.
0 The standard deviation is 0.51.
0 The range of the performance rate is 1.00, with a minimum rate of 0.00 and a maximum rate
of 1.0.
0 The interquartile range is 1.00 (1.00-0.00). Decile, Performance (1,0; 2,0; 3,0; 4,0; 5,0; 6,1; 7,1;
8,1;9,1; 10,1).
e The developer also cited several literature on the performance gap/low rates of hepatitis ¢ screening
incuding:



O National Health and Nutrition Examination Survey (NHANES) indicates that less than 50% of
individuals living with HCV are currently aware of their status

0 Estimates from the NHANES indicate that approximately 45%-85% of individuals with chronic
HCV infection are undiagnosed.

Disparities

e The developer did not provide disparities data on the measure.
e The developer predominantly provided literature on prevalence of hepatitis c in various population,
but did cite one literature on disparities of screening of hepatitis C:
0 One study found that African Americans were more likely to be screened than Caucasians and
men were more likely to be screened than women (Bourgi, 2016).
e In addition, the developer noted some prevalence statistics of hepatitis c in the injection drug user
groups.
0 The most recent national surveys of injection drug users found that approximately one third of
young drug users (aged 18-30 years) are HCV infected.
0 Additionally, older and former injection drug users have a more common prevalence of HCV
infection (70%-90%), primarily because of needle sharing during the 1970s and 1980s.
O Recent statewide surveillance data shows that HCV infections have increased to an epidemic
level in the central Appalachian region (Kentucky, Tennessee, Virginia and West Virginia), in
individuals under the age of 30 primarily due to injection opioid use

Questions for the Committee:
* Specific questions on information provided for gap in care.
* |sthere a gap in care that warrants a national performance measure?

* If no disparities information is provided, are you aware of evidence that disparities exist in this area of
healthcare?

Preliminary rating for opportunity for improvement: High [ Moderate [ Low [ Insufficient

Committee Pre-evaluation Comments:
Criteria 1: Importance to Measure and Report (including 1a, 1b, 1c)

1a. Evidence to Support Measure Focus: For all measures (structure, process, outcome, patient-reported

structure/process), empirical data are required. How does the evidence relate to the specific structure,

process, or outcome being measured? Does it apply directly or is it tangential? How does the structure,
process, or outcome relate to desired outcomes? For maintenance measures —are you aware of any new
studies/information that changes the evidence base for this measure that has not been cited in the
submission?

e The measure is a process measure that seeks to increase screening for Hep C. Requires annual testing for
at-risk individuals (IV drug users). Evidence dirctly relates to the process being measured (testing).

e The evidence is substantially unchanged. The updated evidence only shows continued support. The
evidence remains consensus opinion, however.

1b. Performance Gap: Was current performance data on the measure provided? How does it demonstrate a

gap in care (variability or overall less than optimal performance) to warrant a national performance measure?

Disparities: Was data on the measure by population subgroups provided? How does it demonstrate disparities

in the care?

e The developer did not provide independent disparity data. Cited articles which indicted that caucasions
and women are less likely to be tested. Also discussed that former and older drug users were more likely
to be infected. Only 1/3 of at risk are diagnosed. The articles indicate that there may be a disparity in care.

e There is no information provided about disparities. The performance gap is significant, although also a
relatively low sample size of providers. Literature does support a large performance gap.



Criteria 2: Scientific Acceptability of Measure Properties

2a. Reliability: Specifications and Testing

2b. Validity: Testing; Exclusions; Risk-Adjustment; Meaningful Differences; Comparability Missing Data

Reliability

2al. Specifications requires the measure, as specified, to produce consistent (reliable) and credible (valid)
results about the quality of care when implemented. For maintenance measures — no change in emphasis —
specifications should be evaluated the same as with new measures.

2a2. Reliability testing demonstrates if the measure data elements are repeatable, producing the same
results a high proportion of the time when assessed in the same population in the same time period and/or
that the measure score is precise enough to distinguish differences in performance across providers. For
maintenance measures — less emphasis if no new testing data provided.

Validity

2b2. Validity testing should demonstrate the measure data elements are correct and/or the measure score
correctly reflects the quality of care provided, adequately identifying differences in quality. For maintenance
measures — less emphasis if no new testing data provided.

2b2-2b6. Potential threats to validity should be assessed/addressed.

eCQM Technical Advisor(s) review:

Submitted The submitted eCQMspecifications follow the industry accepted format for eCQM (HL7
measure is an Health Quality Measures Format (HQMF)).

HQMF compliant

eCQM

Documentation of |N/A — All components in the measure logic of the submitted eCQM are represented using
HQMF,QDM, or the HQMF,QDM, or CQL standards;
CQL limitations

Value Sets The submitted eCQM specifications uses existing value sets when possible and uses new
value sets that have been vetted through the VSAC

Measure logic is Submission includes test results [from a simulated data set] demonstrating the measure
unambiguous logic can be interpreted precisely and unambiguously. — this includes 100% coverage of
measured patient population testing with pass/fail test cases for each population;




Feasibility Testing |Number of data elements included in measure calculation: 22
Number of data elements scoring less than 3 on scorecard: 6
"Diagnosis: Injection Drug Use"
. low scoring domains: standards, workflow
© comments on standards domain: currently available, but not widely adopted
©  comments on workflow domain: requires no additional data entry from
clinician solely for the quality measure and no EMR user interface changes.
Data element is available as a byproduct of routine care
"Diagnosis: Limited Life Expectancy"
. low scoring domains: availability, accuracy, standards, workflow
© comments on availability domain: not defined in each system at this time
©  comments on accuracy domain: the information may not be - from the most
authoritative source and/ or has a moderate likelihood of being correct.
(e.g., self-report of a vaccination).
© comments on standards domain: currently available, but not widely adopted
©  comments on workflow domain: requires no additional data entry from
clinician solely for the quality measure and no EMR user interface changes.
Data element is available as a byproduct of routine care
"Laboratory Test, Performed: HCV Antibody Test"

. low scoring domains: standards
© comments on standards domain: Standards currently available, but not
widely adopted
"Laboratory Test, Performed: HCV RNA Test"
. low scoring domains: standards
© comments on standards domain: standards currently available, but not
widely adopted
"Laboratory Test, Performed not done: Medical Reason"
. low scoring domains: standards, workflow

. developer comments for each domain: - standards: currently available, but not
widely adopted - workflow: Requires no additional data entry from clinician solely
for the quality measure and no EMR user interface changes. Data element is
available as a byproduct of routine care

© comments on standards domain: currently available, but not widely adopted
©  comments on workflow domain: requires no additional data entry from
clinician solely for the quality measure and no EMR user interface changes.
Data element is available as a byproduct of routine care
"Laboratory Test, Performed not done: Patient Reason"
. low scoring domains: standards, workflow

©  comments on standards domain: currently available, but not widely adopted

©  comments on workflow domain: requires no additional data entry from
clinician solely for the quality measure and no EMR user interface changes.
Data element is available as a byproduct of routine care

Complex measure evaluated by Scientific Methods Panel? [ Yes No
Evaluators: Primary Care and Chronic lliness project team staff

Link A (Project Team staff)



Evaluation of Reliability and Validity:

Reliability:
The developer conducted performance measure score reliability testing using two data samples listed below.
Reliability testing was performed by using a beta-binomial model (i.e. signal to noise).

e Measure has not been tested to speficiations. Developers are expected to perform separate
analyses based on the care settings included in the specifications.

e Data 1: Cerner EHR data from a large non-profit health system with 23 hospitals, over 185 clinics,
and over 2,000 providers with more than 130,000 admissions and 400,000 outpatient community
care visits annually.

0 There were only 30 quality reporting events included in this reliability testing and analysis.

0 These were the events that were associated with providers who had 1 or more eligible
quality events for this measure from January 2017 through December December 2017.

e Data 2: The data source is from EHR data from GE Centricity and Epic EHRs from the Chicago Area
Patient Centered Outcomes Research Network (CAPriCORN), a clinical data research network. The
data received is from 3 Chicago area health systems representing 5 hospitals, 889
ambulatory/outpatient primary care clinic sites and over 900 ambulatory/outpatient specialty or
surgical clinic sites, reaching over 4.8 million patients. There were 22,852 quality reporting events
included in this reliability testing and analysis. These were the events that were associated with
providers who had 10 or more eligible quality events for this measure. From January 2018 through
December 2018.

The developer had the following results for their two data samples.

e Developer reports a reliability of 1.0 across their sample of providers. This would imply that there was
zero within provider error. It is not clear if the number presented is a point estimate. Developer did
not provide analysis or the range of reliability performance across the provider sample.

e Data 1 (Cernar EHR): The reliability above 1 quality reporting events was 1.0.

e Data 2 (CAPriCORN EHRs): The reliability above 10 quality reporting events was 1.0.

0 Developer does not specify that fewer than 10 quality events is an exclusion criterion. This
means that the measure has not been tested to specifications.

For signal to noise, a reliability of 0.70 — 0.80 is generally considered the acceptable threshold for
reliability, 0.80 — 0.90 is considered high reliability, and 0.90 — 1.0 is considered very high. Both data 1 and 2
had very high reliability.

Validity:

The developer submitted face validity testing for initial NQF submission. The developer noted they were
unable to do any empirical validity since the measure is not in widespread use and noted this is initial
endorsement so empirical validity not required for new NQF measures. The developer did face validity of the
measure score with the expert panel for the measure. The expert panel included 23members from the
following specialty areas: community health, emergency medicine, gastroenterology, gerontology, hepatology,
infectious disease, internal medicine, nursing, primary care, psychiatry, family medicine, medicine, and
medical informatics.

They were asked to rate their agreement with the following statement:
e “The scores obtained from the measure as specified will accurately differentiate quality across
providers.”
e Scale 1-5, where 1=Strongly Disagree; 3=Neither Disagree nor Agree; 5=Strongly Agree

The results of the expert panel rating of the validity statement for Measure 3060e were as



follows:

e N =23; Mean rating = 4.74 and 100.0% of respondents either agree or strongly agree that this
measure can accurately distinguish good and poor quality.

e Several respondents noted that injection drug use may be difficult to capture due to patients not
wanting to disclose the status of their drug use. Another commented that this measure is good, but a
Hep. C provider may prioritize the patient’s health addiction treatment prior to testing for HCV.

The developer also conducted a denominator exclusion/exception analysis:

The developer did a denominator exclusion/exception analysis for frequency across providers for Data 1
(Cernar EHR) and Data 2 (CAPriCORN EHRs). See Denomonator exclusions/exceptions of this measure.

e Datal (Cernar EHR) : Amongst the 27 providers with at least one quality reporting event, there were a
total of 0 exceptions reported. The average number of exceptions per provider in this sample is 0.00.
The proportion of exceptions to quality events is 0.00.

e Data 2 (CAPriCORN EHRs): Amongst the 950 providers with quality reporting events, there were a total
of 7,946 exclusions and 114 exceptions reported. The average number of exclusions and exceptions
per provider in this sample is 8.36 and 0.12 respectively. The proportion of exclusions and exceptions
to quality events is 0.26 and 0.003 respectively.

The Health and Well Being Committee who previously reviewed this Approved for Trial use measure had
questioned the sensitivity and specificity of identifying intravenous drug users (IVDUs) from medical records.
When the measure returns with testing data, the Committee suggested that the developer not only include
IVDU data from the social history, but also information from recent emergency department visits,
hospitalization, and other healthcare resource uses associated with overdose, treatment, referrals, etc.

In addition, the Health and Well Being Committee had concerns how to quantify and differentiate “history of
IVDU” from “active IVDU” because active users often go in and out of detox.

Questions for the Committee regarding reliability:

* Do you have any concerns that the measure can be consistently implemented (i.e., are measure
specifications adequate)?

* The staff does not believe that the measure has been appropriately tested for reliability. Does the
Committee think there is a need to discuss reliability?

Questions for the Committee regarding validity:

* Do you have any concerns regarding the validity of the measure (e.g., exclusions,stratification
approach, missing data, etc.)?

* NQF staff are concerned by the high number of exclusions from the testing sample. Does the
Committee have concerns on the reported 0.26 rate of exclusion?

* The staff is satisfied with the validity analyses for the measure. Does the Committee think there is a
need to discuss validity?
Preliminary rating for reliability: [1 High [0 Moderate [J Low Insufficient
Preliminary rating for validity: O High X Moderate [ Low [ Insufficient

RATIONALE

e Measure developer has not separated analyses according to the measure’s specifications; the measure
must be tested by care setting.

e This requirement for reliability must be met to be considered sufficient according to NQF critieria.



Evaluation A: Scientific Acceptability

Scientific Acceptability: Preliminary Analysis Form
Measure Number: 3060e

Measure Title: Annual Hepatitis C Virus (HCV) Screening for Patients who are Active Injection Drug Users

Type of measure:
Process [ Process: Appropriate Use [J Structure [ Efficiency [1 Cost/Resource Use

] Outcome [ Outcome: PRO-PM [ Outcome: Intermediate Clinical Outcome [J] Composite

Data Source:

[ claims [ Electronic Health Data Electronic Health Records [ ] Management Data

[1 Assessment Data [ Paper Medical Records [ Instrument-Based Data [ Registry Data
L] Enrollment Data [ Other

Level of Analysis:
Clinician: Group/Practice Clinician: Individual [ Facility [ Health Plan
[J Population: Community, County or City ] Population: Regional and State

[ Integrated Delivery System [ Other

Measure is:

New [ Previously endorsed (NOTE: Empirical validity testing is expected at time of maintenance
review; if not possible, justification is required.)

RELIABILITY: SPECIFICATIONS

1. Are submitted specifications precise, unambiguous, and complete so that they can be consistently
implemented? Yes [ No

Submission document: “MIF_xxxx” document, items S.1-S5.22

NOTE: NQF staff will conduct a separate, more technical, check of eCQM specifications, value sets, logic,
and feasibility, so no need to consider these in your evaluation.

2. Briefly summarize any concerns about the measure specifications.

The Committee may want to discuss that the Denonimator exceptions are appropriate, including patient
reasons (i.e. patient declines).

In addition, the denominator indicates it includes “patients who are seen twice for any visit or who had at
least one preventive care.” Committee may want to discuss why patient seen twice for any visit and not at
one visit.

RELIABILITY: TESTING

Submission document: “MIF_xxxx” document for specifications, testing attachment questions 1.1-1.4 and
section 2a2

3. Reliability testing level Measure score [1 Dataelement [1 Neither

4. Reliability testing was conducted with the data source and level of analysis indicated for this measure
Yes [ No

5. |If score-level and/or data element reliability testing was NOT conducted or if the methods used were NOT
appropriate, was empirical VALIDITY testing of patient-level data conducted?

10



OYes [ONo N/A
6. Assess the method(s) used for reliability testing
Submission document: Testing attachment, section 2a2.2

The developer conducted performance measure score reliability testing using two data samples listed
below. Reliability testing was performed by using a beta-binomial model (i.e. signal to noise).

Data 1: Cerner EHR data from a large non-profit health system with 23 hospitals, over 185 clinics, and over
2,000 providers with more than 130,000 admissions and 400,000 outpatient community care visits annually.
There were 30 quality reporting events included in this reliability testing and analysis. These were the events
that were associated with providers who had 1 or more eligible quality events for this measure. From January
2017 through December December 2017.

Data 2: The data source is from EHR data from GE Centricity and Epic EHRs from the Chicago Area Patient
Centered Outcomes Research Network (CAPriCORN), a clinical data research network. The data received is
from 3 Chicago area health systems representing 5 hospitals, 889 ambulatory/outpatient primary care clinic
sites and over 900 ambulatory/outpatient specialty or surgical clinic sites, reaching over 4.8 million patients.
There were 22,852 quality reporting events included in this reliability testing and analysis. These were the
events that were associated with providers who had 10 or more eligible quality events for this measure. From
January 2018 through December 2018.

7. Assess the results of reliability testing
Submission document: Testing attachment, section 2a2.3
The developer had the following results for their two data samples.
e Data 1 (Cernar EHR): The reliability above 1 quality reporting events was 1.0.
e Data 2 (CAPriCORN EHRs): The reliability above 10 quality reporting events was 1.0.

For signal to noise, a reliability of 0.70 — 0.80 is generally considered the acceptable threshold for
reliability, 0.80 — 0.90 is considered high reliability, and 0.90 — 1.0 is considered very high.Both data 1 and 2
had very high reliability.

8. Was the method described and appropriate for assessing the proportion of variability due to real
differences among measured entities? NOTE: If multiple methods used, at least one must be appropriate.

Submission document: Testing attachment, section 2a2.2
Yes
U No
(1 Not applicable (score-level testing was not performed)
9. Was the method described and appropriate for assessing the reliability of ALL critical data elements?
Submission document: Testing attachment, section 2a2.2
O Yes
U No
Not applicable (data element testing was not performed)
10. OVERALL RATING OF RELIABILITY (taking into account precision of specifications and all testing results):
[ High (NOTE: Can be HIGH only if score-level testing has been conducted)

1 Moderate (NOTE: Moderate is the highest eligible rating if score-level testing has not been
conducted)

[ Low (NOTE: Should rate LOW if you believe specifications are NOT precise, unambiguous, and
complete or if testing methods/results are not adequate)

11



Insufficient (NOTE: Should rate INSUFFICIENT if you believe you do not have the information you
need to make a rating decision)

11. Briefly explain rationale for the rating of OVERALL RATING OF RELIABILITY and any concerns you may
have with the approach to demonstrating reliability.

e Measure has not been tested to speficiations. Developers are expected to perform separate
analyses based on the care settings included in the specifications.

e Per developers results, both data 1 and data 2 had a perfect 1.0 signal to noise result, implying
zero within provider variation

VALIDITY: ASSESSMENT OF THREATS TO VALIDITY
12. Please describe any concerns you have with measure exclusions.
Submission document: Testing attachment, section 2b2.

The Committee may want to discuss that the Denonimator exceptions are appropriate, including patient
reasons (i.e. patient declines).

The developer did a denominator exclusion/exception analysis for frequency across providers for Data 1
(Cernar EHR) and Data 2 (CAPriCORN EHRs).

e Datal (Cernar EHR) : Amongst the 27 providers with at least one quality reporting event, there were a
total of 0 exceptions reported. The average number of exceptions per provider in this sample is 0.00.
The proportion of exceptions to quality events is 0.00.

e Data 2 (CAPriCORN EHRs): Amongst the 950 providers with quality reporting events, there were a total
of 7,946 exclusions and 114 exceptions reported. The average number of exclusions and exceptions
per provider in this sample is 8.36 and 0.12 respectively. The proportion of exclusions and exceptions
to quality events is 0.26 and 0.003 respectively.

13. Please describe any concerns you have regarding the ability to identify meaningful differences in
performance.

Submission document: Testing attachment, section 2b4.

The mean performance rates for this measure is low at 0.46 for Data 1 (Cernar EHR) and 0.35 Data 2
(CAPriCORN EHRs).

e Datal (Cernar EHR)-The range of the performance rate is 1.00, with a minimum rate of 0.00 and a
maximum rate of 1.0. The interquartile range is 1.00 (1.00-0.00).

e Data 2 (CAPriCORN EHRs)- The range of the performance rate is 1.00, with a minimum rate of 0.00 and
a maximum rate of 1.0. The interquartile range is 1.00 (1.00-0.00).

14. Please describe any concerns you have regarding comparability of results if multiple data sources or
methods are specified.
Submission document: Testing attachment, section 2b5.
N/A

15. Please describe any concerns you have regarding missing data.

Submission document: Testing attachment, section 2b6.
The developer notes there is no missing data and no missing data concerns.
16. Risk Adjustment
16a. Risk-adjustment method None [J Statistical model [ Stratification
16b. If not risk-adjusted, is this supported by either a conceptual rationale or empirical analyses?
O Yes [ No Not applicable
16c. Social risk adjustment: N/A
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16c¢.1 Are social risk factors included in risk model? O Yes [ No Not applicable
16c.2 Conceptual rationale for social risk factors included? [ Yes [ No

16c.3 Is there a conceptual relationship between potential social risk factor variables and the measure
focus? J Yes [ No
16d.Risk adjustment summary:

16d.1 All of the risk-adjustment variables present at the start of care? [ Yes [ No

16d.2 If factors not present at the start of care, do you agree with the rationale provided for inclusion?
0 Yes [ No

16d.3 Is the risk adjustment approach appropriately developed and assessed? [1 Yes [1 No

16d.4 Do analyses indicate acceptable results (e.g., acceptable discrimination and calibration)
JYes O No

16d.5.Appropriate risk-adjustment strategy included in the measure? [J Yes [ No

16e. Assess the risk-adjustment approach

N/A

VALIDITY: TESTING
17. Validity testing level: Measure score  [1 Data element ] Both
18. Method of establishing validity of the measure score:
Face validity
[0 Empirical validity testing of the measure score
[0 N/A (score-level testing not conducted)
19. Assess the method(s) for establishing validity
Submission document: Testing attachment, section 2b2.2

The developer submitted face validity testing for initial NQF submission. The developer noted they were
unable to do any empirical validity since the measure is not in widespread use and noted this is initial
endorsement so empirical validity not required for new NQF measures. The developer did face validity of the
measure score with the expert panel for the measure. The expert panel included 23members from the
following specialty areas: community health, emergency medicine, gastroenterology, gerontology, hepatology,
infectious disease, internal medicine, nursing, primary care, psychiatry, family medicine, medicine, and
medical informatics.

They were asked to rate their agreement with the following statement:
e “The scores obtained from the measure as specified will accurately differentiate quality across
providers.”
e Scale 1-5, where 1=Strongly Disagree; 3=Neither Disagree nor Agree; 5=Strongly Agree
20. Assess the results(s) for establishing validity
Submission document: Testing attachment, section 2b2.3
The results of the expert panel rating of the validity statement for Measure 0359e were as
follows:

e N =23; Mean rating = 4.74 and 100.0% of respondents either agree or strongly agree that this
measure can accurately distinguish good and poor quality.

e Several respondents noted that injection drug use may be difficult to capture due to patients not
wanting to disclose the status of their drug use. Another commented that this measure is good, but a
Hep. C provider may prioritize the patient’s health addiction treatment prior to testing for HCV.
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21.

22.

23.

24.

Was the method described and appropriate for assessing conceptually and theoretically sound
hypothesized relationships?

Submission document: Testing attachment, section 2b1.
LI Yes

I No

Not applicable (score-level testing was not performed)

Was the method described and appropriate for assessing the accuracy of ALL critical data elements?
NOTE that data element validation from the literature is acceptable.

Submission document: Testing attachment, section 2b1.

Ll Yes

LI No

Not applicable (data element testing was not performed)

OVERALL RATING OF VALIDITY taking into account the results and scope of all testing and analysis of
potential threats.

[ High (NOTE: Can be HIGH only if score-level testing has been conducted)

Moderate (NOTE: Moderate is the highest eligible rating if score-level testing has NOT been
conducted)

[J Low (NOTE: Should rate LOW if you believe that there are threats to validity and/or relevant
threats to validity were not assessed OR if testing methods/results are not adequate)

U Insufficient (NOTE: For instrument-based measures and some composite measures, testing at both
the score level and the data element level is required; if not conducted, should rate as
INSUFFICIENT.)

Briefly explain rationale for rating of OVERALL RATING OF VALIDITY and any concerns you may have
with the developers’ approach to demonstrating validity.

The developer conducted face validity on this eMeasure. Will be helpful in future for developer to conduct
data element testing to ensure the eMeasure is valid. NQF will require data element testing starting
summer 2019 for eMeasures. NQF staff are concerned by the high number of exclusions from the testing
sample.

ADDITIONAL RECOMMENDATIONS

25.

If you have listed any concerns in this form, do you believe these concerns warrant further discussion by
the multi-stakeholder Standing Committee? If so, please list those concerns below.

None

Committee Pre-evaluation Comments:
Criteria 2: Scientific Acceptability of Measure Properties (including all 2a, 2b, and 2c)

2al. Reliability-Specifications: Which data elements, if any, are not clearly defined? Which codes with
descriptors, if any, are not provided? Which steps, if any, in the logic or calculation algorithm or other
specifications (e.g., risk/case-mix adjustment, survey/sampling instructions) are not clear? What concerns do
you have about the likelihood that this measure can be consistently implemented?

Codes are standard. All data come from an EHR (emeasure). The measure should be able to be consistently
implemented.
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e | think there is challenge in identifying the population that needs screening through medical records. It is
captured in social history and problem lists inconsistently. Some social histories don’t have a discrete field,
which would create a problem identifying the denominator.

2a2. Reliability - Testing: Do you have any concerns about the reliability of the measure?

e Testing included only 30 quality cases. Measure was not tested to the measure specifications. The
developer did not provide a range of reliability from measure testing.

e Data testing showed very high reliability. No concerns, despite separate analyses by care setting was not
performed.

2b1. Validity -Testing: Do you have any concerns with the testing results?

o Developer submitted with face validity. Concerns with the ability to identify intra-venous drug users.
Develper did not include any results or analysis from participant use of the ER during measurement period.

e No

2b4-7. Threats to Validity (Statistically Significant Differences, Multiple Data Sources, Missing Data)2b4.

Meaningful Differences: How do analyses indicate this measure identifies meaningful differences about

quality? 2b5. Comparability of performance scores: If multiple sets of specifications: Do analyses indicate

they produce comparable results? 2b6. Missing data/no response: Does missing data constitute a threat to
the validity of this measure?

e Measure was not tested across different care settings which threatens the validity of the measure results
reported. Concerns with the denominator exceptions that were not transparent in the original measure
specifications.

e No

2b2-3. Other Threats to Validity (Exclusions, Risk Adjustment)2b2. Exclusions: Are the exclusions consistent

with the evidence? Are any patients or patient groups inappropriately excluded from the measure?2b3. Risk

Adjustment: If outcome (intermediate, health, or PRO-based) or resource use performance measure: Is there a

conceptual relationship between potential social risk factor variables and the measure focus? How well do

social risk factor variables that were available and analyzed align with the conceptual description provided?

Are all of the risk-adjustment variables present at the start of care (if not, do you agree with the rationale

provided)? Was the risk adjustment (case-mix adjustment) appropriately developed and tested? Do analyses

indicate acceptable results? Is an appropriate risk-adjustment strategy included in the measure?

e There is a conceptual relationship between potential social risk factor and the measure focus. Relatively
small sample included in measure testing.

e Similar to the other hepatitis C measure, patient declined is used as an exclusion. This leads to a high
exclusion from testing.

Criterion 3. Feasibility

3. Feasibility is the extent to which the specifications including measure logic, require data that are readily
available or could be captured without undue burden and can be implemented for performance
measurement.

Data Specifications and Elements

e The measure is generated or collected by and used by healthcare personnel during the provision of
care (e.g., blood pressure, lab value, diagnosis, depression score)

e ALL data elements are in defined fields in a combination of electronic sources

e This measure is an eMeasure. 6 data elements scored low by NQF staff on the feasibility scorecard,
however developer provided comments for the Committee to consider for the data elements with low
scoring.

Data Collection Strategy

e The developer noted no data collection strategy issues.
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e Commercial use of the measure would require a license agreement between user and PCPI
Foundation.

The Health and Well Being Committee who previously reviewed this Approved for Trial use measure had
questioned the sensitivity and specificity of identifying intravenous drug users (IVDUs) from medical records.
When the measure returns with testing data, the Committee suggested that the developer not only include
IVDU data from the social history, but also information from recent emergency department visits,
hospitalization, and other healthcare resource uses associated with overdose, treatment, referrals, etc.

In addition, the Health and Well being Committee how to quantify and differentiate “history of IVDU” from
“active IVDU” because active users often go in and out of detox.

Questions for the Committee:
* Are the required data elements routinely generated and used during care delivery?
* Are the required data elements available in electronic form, e.g., EHR or other electronic sources?
* Isthe data collection strategy ready to be put into operational use?
e If an eCQM, does the eCQM Feasibility Score Card demonstrate acceptable feasibility in multiple EHR

systems and sites?

Preliminary rating for feasibility: [J High Moderate [ Low [ Insufficient
RATIONALE:

Committee Pre-evaluation Comments:

Criteria 3: Feasibility

3. Feasibility: Which of the required data elements are not routinely generated and used during care delivery?

Which of the required data elements are not available in electronic form (e.g., EHR or other electronic

sources)? What are your concerns about how the data collection strategy can be put into operational use?

e Measure is feasible, however, data may be incomplete due to patients perhaps not disclosing their IV drug
use. The required data elements are availbable in the EHR if the provider enters them. No concerns iwth
how the data would be collected as long as providers consistently collect the data.

e |dentifying IV drug users is difficult from the medical record. History of and “active” drug use is sometimes
blurry and not well capture in the EMR. How long after being clean is one considered to not be a user? |
don’t know that this is well defined, which makes identification different between providers.

Criterion 4: Usability and Use

4a. Use (4al. Accountability and Transparency; 4a2. Feedback on measure)
4a. Use evaluate the extent to which audiences (e.g., consumers, purchasers, providers, policymakers) use or
could use performance results for both accountability and performance improvement activities.

4a.1. Accountability and Transparency. Performance results are used in at least one accountability
application within three years after initial endorsement and are publicly reported within six years after initial
endorsement (or the data on performance results are available). If not in use at the time of initial
endorsement, then a credible plan for implementation within the specified timeframes is provided.

Current uses of the measure

Publicly reported? O Yes No

Current use in an accountability program? [ Yes No [ UNCLEAR
OR
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Planned use in an accountability program? Yes 1 No
Accountability program details

The registry version of the measure is in use in MIPS, but currently not this eMeasure version. The developer
notes that they plan to submit this measure to the MIPS MUC List.

4a.2. Feedback on the measure by those being measured or others. Three criteria demonstrate feedback: 1)
those being measured have been given performance results or data, as well as assistance with interpreting the
measure results and data; 2) those being measured and other users have been given an opportunity to provide
feedback on the measure performance or implementation; 3) this feedback has been considered when
changes are incorporated into the measure

Feedback on the measure by those being measured or others N/A -The measure is currently not used.
Additional Feedback: N/A -The measure is currently not used.
Questions for the Committee:

* How have (or can) the performance results be used to further the goal of high-quality, efficient
healthcare?

* How has the measure been vetted in real-world settings by those being measured or others?
Preliminary rating for Use: X Pass [ No Pass

RATIONALE: The developer has plans to submit this measure to the MIPS MUC List.

4b. Usability (4al. Improvement; 4a2. Benefits of measure)
4b. Usability evaluate the extent to which audiences (e.g., consumers, purchasers, providers, policymakers)
use or could use performance results for both accountability and performance improvement activities.

4b.1 Improvement. Progress toward achieving the goal of high-quality, efficient healthcare for individuals or
populations is demonstrated.

Improvement results

No performance scores are available for the measure, at this time. The measure is currently not used.

4b2. Benefits vs. harms. Benefits of the performance measure in facilitating progress toward achieving high-
quality, efficient healthcare for individuals or populations outweigh evidence of unintended negative
consequences to individuals or populations (if such evidence exists).

Unexpected findings (positive or negative) during implementation The measure is currently not in use in an
accountability program.

Potential harms There are no harms identified by the developer. However, as the evidence indicated the
potential harms as anxiety on awaiting screening results and stigmatization for positive results.

Additional Feedback: N/A
Questions for the Committee:
* How can the performance results be used to further the goal of high-quality, efficient healthcare?
* Do the benefits of the measure outweigh any potential unintended consequences?
Preliminary rating for Usability and use: [ High Moderate [ Low [ Insufficient
RATIONALE:
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Committee Pre-evaluation Comments:
Criteria 4: Usability and Use

4al. Use - Accountability and Transparency: How is the measure being publicly reported? Are the performance

results disclosed and available outside of the organizations or practices whose performance is measured? For

maintenance measures - which accountability applications is the measure being used for? For new measures -

if not in use at the time of initial endorsement, is a credible plan for implementation provided?4a2. Use -

Feedback on the measure: Have those being measured been given performance results or data, as well as

assistance with interpreting the measure results and data? Have those being measured or other users been

given an opportunity to provide feedback on the measure performance or implementation? Has this feedback

has been considered when changes are incorporated into the measure?

e Measure is not being publicly reported. No additional feedback was provided.

e N/A

4b1l. Usability — Improvement: How can the performance results be used to further the goal of high-quality,

efficient healthcare? If not in use for performance improvement at the time of initial endorsement, is a

credible rationale provided that describes how the performance results could be used to further the goal of

high-quality, efficient healthcare for individuals or populations?4b2. Usability — Benefits vs. harms: Describe

any actual unintended consequences and note how you think the benefits of the measure outweigh them.

e Ifimplemented consistently, across multipe provider sites, could improve health care outcomes. Benefits
are strong for testing. Measurement should increase focus on testing.

e There are no real harms, but identification of the population that needs screening will be difficult.

Criterion 5: Related and Competing Measures

Related or competing measures
None

Harmonization

N/A

Committee Pre-evaluation Comments: Criterion 5:

Related and Competing Measures

5. Related and Competing: Are there any related and competing measures? If so, are any specifications that
are not harmonized? Are there any additional steps needed for the measures to be harmonized?

e Relatd measure may be 3059e.

e N/a

Public and Member Comments

Comments and Member Support/Non-Support Submitted as of: 06/12/2019
e No NQF Members have submitted support/non-support choices as of this date.
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Developer Submission

1. Evidence and Performance Gap — Importance to Measure and Report

Extent to which the specific measure focus is evidence-based, important to making significant gains in
healthcare quality, and improving health outcomes for a specific high-priority (high-impact) aspect of
healthcare where there is variation in or overall less-than-optimal performance. Measures must be judged to
meet all sub criteria to pass this criterion and be evaluated against the remaining criteria.

1a. Evidence to Support the Measure Focus — See attached Evidence Submission Form

NQF_evidence_attachment_Annual_Injection_Drug Use 04162019.docx

la. Evidence (subcriterion 1a)

Measure Number (if previously endorsed): 3060e
Measure Title: Annual Hepatitis C Virus (HCV) Screening for patients who are Active Injection Drug Users

IF the measure is a component in a composite performance measure, provide the title of the Composite
Measure here:

Date of Submission: 4/16/2019
1a.1.This is a measure of: (should be consistent with type of measure entered in De.1)
Outcome
L] Outcome:
[ Patient-reported outcome (PRO):

PROs include HRQol/functional status, symptom/symptom burden, experience with care, health-
related behaviors. (A PRO-based performance measure is not a survey instrument. Data may be
collected using a survey instrument to construct a PRO measure.)

O Intermediate clinical outcome (e.g., lab value):

Process: Annual hepatitis C screening

1 Appropriate use measure:
U Structure:
1 Composite:

1a.2 LOGIC MODEL Diagram or briefly describe the steps between the healthcare structures and processes
(e.g., interventions, or services) and the patient’s health outcome(s). The relationships in the diagram
should be easily understood by general, non-technical audiences. Indicate the structure, process or
outcome being measured.
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Patients
identified as

Patients Improved

active identified as outcomes
HCV-positive for persons

injection
drug users
screened for
HCV

are referred infected with

or receive HCV
treatment

HCV is the most common chronic bloodborne infection in the United States (1). In the United States, an
estimated 2.7 -3.6 million (1.0%-1.5%) persons in the general, non-institutionalized population are living with
hepatitis C virus (HCV) infection (2). Approximately 800,000 incarcerated, institutionalized, and homeless
people are also infected with HCV (3). An estimated 41,200 persons were newly infected in 2016 (2). It is
estimated that the average screening test for HCV costs between $45-S80 for uninsured individuals and less
for those who are covered by insurance (4). Several analyses suggest that HCV testing is cost-effective and a
reasonable strategy to identify asymptomatic cases, particularly in populations with a high prevalence of HCV.
Rein and colleagues evaluated the cost-effectiveness of HCV screening in the primary care setting for the
cohort born from 1945-1965. It was predicted that compared to the status quo, cohort screening would
identify an additional 808,580 cases of HCV infection and prevent 82,000 HCV-related deaths. The cost per
new case identified is $2,874 and $15,700 quality adjusted life years (QALY), assuming that the standard
treatment of care is provided and $35,700 per QALY saved, assuming newer forms of treatment, including
direct-acting antivirals, are used (5). Eckman and colleagues examined the cost-effectiveness of HCV screening
and found that when used in populations with a prevalence of over .84%, it is cost-effective, particularly in
populations with a higher prevalence of the infection (6). Additional studies have confirmed the cost-
effectiveness of HCV testing linked to care and treatment (7). Given the current treatments available, it should
be noted that 90% of cases can be cured, if identified (2).

1. Centers for Disease Control and Prevention. Viral Hepatitis - Hepatitis C Information.
http://www.cdc.gov/hepatitis/HCV/index.htm Updated May 31, 2015. Accessed February 20, 2019.

2. Centers for Disease Control and Prevention. Surveillance for viral hepatitis the United States, 2016. Available
at: https://www.cdc.gov/hepatitis/statistics/2016surveillance/index.htm

3. Edlin BR, Eckhardt BJ, Shu MA, et al. Toward a more accurate estimate of the prevalence of hepatitis C in the
United States. Hepatology. 2015;62(5):1353-63.

4. Joshi SN. Hepatitis C screening. Ochsner J. 2014;14:664-668.

5. Rein DB, Smith BD, Wittenborn JS, et al. The cost-effectiveness of birth-cohort screening for hepatitis C
antibody in U.S. primary care settings. Ann Intern Med. 2012;156(4):263-271.

6. Eckman MH, Talal AH, Gordon SC, et al. Cost-effectiveness of screening for chronic hepatitis C infection in
the United States. Clin Infect Dis. 2013;56:1382-1393.
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7. Rein DB, Wittenborn JS, Smith BD, Liffmann DK, Ward JW. The cost-effectiveness, health benefits, and
financial costs of new antiviral treatments for hepatitis C virus. Clin Infect Dis. Clin Infect Dis. 201;61(2):157-68.
doi: 10.1093/cid/civ220.

1a.3 Value and Meaningfulness: IF this measure is derived from patient report, provide evidence that the
target population values the measured outcome, process, or structure and finds it meaningful. (Describe
how and from whom their input was obtained.)

**RESPOND TO ONLY ONE SECTION BELOW -EITHER 1a.2, 1a.3 or 1a.4) **

1a.2 FOR OUTCOME MEASURES including PATIENT REPORTED OUTCOMES - Provide empirical data
demonstrating the relationship between the outcome (or PRO) to at least one healthcare structure,
process, intervention, or service.

1a.3. SYSTEMATIC REVIEW(S) OF THE EVIDENCE (for INTERMEDIATE OUTCOME, PROCESS, OR STRUCTURE
PERFORMANCE MEASURES, INCLUDING THOSE THAT ARE INSTRUMENT-BASED) If the evidence is not based
on a systematic review go to section 1a.4) If you wish to include more than one systematic review, add
additional tables.

What is the source of the systematic review of the body of evidence that supports the performance
measure? A systematic review is a scientific investigation that focuses on a specific question and uses
explicit, prespecified scientific methods to identify, select, assess, and summarize the findings of similar but
separate studies. It may include a quantitative synthesis (meta-analysis), depending on the available data.
(10m)

Clinical Practice Guideline recommendation (with evidence review)
US Preventive Services Task Force Recommendation

[ Other systematic review and grading of the body of evidence (e.g., Cochrane Collaboration, AHRQ Evidence
Practice Center)

] Other
Source of Systematic Review: AASLD-IDSA. Recommendations for testing, managing,
e Title and treating hepatitis C. http://www.hcvguidelines.org.
e Author Last update: September 21, 2017. Accessed February
e Date 20, 2019.
e (Citation, including page number
e URL
Quote the guideline or recommendation “Annual HCV testing is recommended for persons who
verbatim about the process, structure or inject drugs and for HIV-seropositive men who have

intermediate outcome being measured. If  |unprotected sex with men. Periodic testing should be
not a guideline, summarize the conclusions |offered to other persons with ongoing risk factors for

from the SR. exposure to HCV.” (Class lIA, Level C)

Grade assigned to the evidence associated |The grade of the evidence in support of the listed

with the recommendation with the AASLD and IDSA recommendation is rated as Level C, as

definition of the grade noted parenthetically. Level C evidence refers to
“Consensus opinion of experts, case studies, or standard
of care.”

21


http://www.hcvguidelines.org/

Provide all other grades and definitions
from the evidence grading system

The AASLD and ISDA rating system used to rate the level
of evidence and strength of the recommendation is
based on scientific evidence and expert opinion and
is an adaptation from the American College of
Cardiology and American Heart Association Practice
Guidelines. These levels of evidence are
summarized below.

Level

A Data derived from multiple randomized clinical
trials, meta-analyses, or equivalent.

B Data derived from a single randomized trial,
nonrandomized studies, or equivalent.

C Consensus opinion of experts, case studies, or

standard of care.

Grade assigned to the recommendation
with definition of the grade

The AASLD and IDSA guideline recommendation
referred to has been assigned a Class IlA, as noted
parenthetically. Class IIA recommendations are defined
as, “Weight of evidence and/or opinion is in favor of
usefulness and efficacy.”

Provide all other grades and definitions
from the recommendation grading system

The AASLD and ISDA rating system used to rate the level
of evidence and strength of the recommendation is
based on scientific evidence and expert opinion and
is an adaptation from the American College of
Cardiology and American Heart Association Practice
Guidelines. These recommendation classifications
are summarized below.

Class

| Evidence and/or general agreement that a given
diagnostic evaluation, procedure, or treatment is
beneficial, useful, and effective.

Il Conflicting evidence and/or a divergence of opinion
about the usefulness and efficacy of a diagnostic
evaluation, procedure, or treatment.

Ila Weight of evidence and/or opinion is in favor of
usefulness and efficacy. Ilb Usefulness and efficacy
are less well established by evidence and/or
opinion.

1 Conditions for which there is evidence and/or

general agreement that a diagnostic evaluation,

procedure, or treatment is not useful and effective or if
it in some cases may be harmful.

Body of evidence:
e Quantity — how many studies?
e Quality — what type of studies?

5 observational studies and 1 evidence-based guideline
were cited in support of the recommendation
statement to develop the recommendations
provided and most relevant to the patient
populations addressed in the measure.

Information regarding the overall quality of evidence

across studies is not available.
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Estimates of benefit and consistency across
studies

The guideline does not include an overall estimate of
benefit from the body of evidence. However, the
guideline does state, “HCV testing is recommended in
select populations based on demography, prior
exposures, high-risk behaviors, and medical conditions.
Recommendations for testing are based on HCV
prevalence in these populations, proven benefits of care
and treatment in reducing the risk of hepatocellular
carcinoma and all-cause mortality, and the potential
public health benefit of reducing transmission through
early treatment, viral clearance, and reduced risk
behaviors.”

What harms were identified?

The harms studied were not included in the guideline.
However, it can be anticipated that harms of screening
may include anxiety over waiting for test results and
patient stigmatization.

Identify any new studies conducted since
the SR. Do the new studies change the
conclusions from the SR?

1. Citation: Blackburn NA, Patel RC, Zibbel JE.
Improving screening methods for hepatitis C among
people who inject drugs: findings from the HEP TLC
initiative: 2012-2014. Public Health Rep. 2016;
131(suppl 2):91-97.

2. Description: The authors examined testing
outcomes among people who inject drugs, (PWID),
through CDC’s Hepatitis Testing and Linkage to Care
Initiative which promoted testing for viral hepatitis
B and hepatitis C as well as provided posttest
counseling and linkage to care. The testing was
conducted at 34 test sites among 15,274 individuals
from 2012-2014.

3. Results: Among the 15,274 individuals that were
tested for an HCV antibody test, 11,159 (73%)
reported injecting drugs in their lifetime, 7,789
(51%) reported injecting drugs within the past 12
months, and 3,495 (23%) tested anti-HCV positive.
Among the 3,495 individuals that tested positive,
1,630 individuals were HCV RNA positive. Out of
those individuals who tested HCV RNA positive, 861
(69.2%), were referred for care.

4. Impact on Conclusions: Given the significant
percentage of HCV positive tests among PWID, the
CDC’s Hepatitis Testing and Linkage to Care
Initiative further supports the need for healthcare
professionals to test PWID for HCV infection. In
addition, the authors recommend confronting
barriers for HCV testing among PWID such as
providing same-day testing options, removing
economic barriers, and addressing institutional and
provider stigma that prevents PWID from getting
tested and seeking treatment for HCV.
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Source of Systematic Review:

e Title
e Author
e Date

e (Citation, including page number
e URL

Moyer VA, on behalf of the U.S. Preventive Services
Task Force. Screening for hepatitis C virus infection in
adults: U.S. Preventive Services Task Force
recommendation statement. Ann Intern Med. 2013 Jun
25. Available at:
http://www.uspreventiveservicestaskforce.org/Page/Do

cument/UpdateSummaryFinal/hepatitis-c-
screening?ds=1&s=hepatitis%20c

Quote the guideline or recommendation
verbatim about the process, structure or
intermediate outcome being measured. If
not a guideline, summarize the conclusions
from the SR.

“The USPSTF recommends screening for hepatitis C
virus (HCV) infection in persons at high risk for
infection. The USPSTF also recommends offering 1-
time screening for HCV infection to adults born
between 1945 and 1965.” (Grade B
recommendation)

“Assessment of Risk

The most important risk factor for HCV infection is past
or current injection drug use. Another established
risk factor for HCV infection is receipt of a blood
transfusion before 1992. Because of the
implementation of screening programs for donated
blood, blood transfusions are no longer an
important source of HCV infection. In contrast, 60%
of new HCV infections occur in persons who report

injection drug use within the past 6 months. Additional
risk factors include long-term hemodialysis, being
born to an HCV-infected mother, incarceration,
intranasal drug use, getting an unregulated tattoo,
and other percutaneous exposures (such as in
health care workers or from having surgery before
the implementation of universal precautions).
Evidence on tattoos and other percutaneous
exposures as risk factors for HCV infection is limited.

The relative importance of these additional risk factors

may differ on the basis of geographic location and other

factors.”
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Grade assigned to the evidence associated
with the recommendation with the
definition of the grade

The level of evidence was graded for each of the
questions addressed in the review.

1. Does screening for HCV infection in nonpregnant
adults without known abnormal liver enzymes
reduce mortality and morbidity due to HCV
infection, affect quality of life, or reduce incidence
of HCV infection?

e No study compared clinical outcomes between
individuals screened and not screened for HCV
infection. No evidence.

2. What is the effectiveness of different risk- or
prevalence-based methods for screening for HCV
infection on clinical outcomes?

e No study compared clinical outcomes
associated with different risk- or prevalence-
based strategies for targeted HCV screening. No
evidence.

3. What is the sensitivity and number needed to
screen to identify 1 case of HCV infection of
different risk- or prevalence-based methods for
screening for HCV infection?

e Overall strength of evidence is low.

4. What are the harms associated with screening for
HCV infection, including diagnostic liver biopsies?
e Screening: overall strength of evidence: low.

Liver biopsies: overall strength of evidence:
moderate

According to the review, “We assessed the overall

strength of each body of evidence as “high,”

“moderate,” “low,” or “insufficient” in accordance with

the AHRQ ‘Methods Guide for Effectiveness and

Comparative Effectiveness Reviews’ based on the

quality of studies, consistency between studies,

precision of estimates, and directness of evidence.” Low
quality studies are defined as “Low confidence that the
evidence reflects the true effect. Further research is
likely to change the confidence in the estimate of effect
and is likely to change the estimate.” Moderate quality
studies are defined as, “Moderate confidence that the
evidence reflects the true effect. Further research may
change our confidence in the estimate of effect and
may change the estimate.”

Provide all other grades and definitions
from the evidence grading system

The definitions of “low” and “moderate quality of
evidence are defined above. Attributes of high quality
studies include, “High confidence that the evidence
reflects the true effect. Further research is very unlikely
to change our confidence in the estimate of effect.”
Insufficient quality studies are defined as: “Evidence
either is unavailable or does not permit a conclusion.”
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Grade assigned to the recommendation
with definition of the grade

The USPSTF recommendation has been assigned a
grade B. For grade B recommendations, “The USPSTF
recommends the service. There is high certainty that
the net benefit is moderate or there is moderate
certainty that the net benefit is moderate to
substantial.”

Provide all other grades and definitions
from the recommendation grading system

Grade A recommendations signify “The USPSTF
recommends the service. There is high certainty that
the net benefit is substantial.” Grade C
recommendations signify “The USPSTF recommends
selectively offering or providing this service to individual
patients based on professional judgment and patient
preferences. There is at least moderate certainty that
the net benefit is small.” Grade D recommendation
signify“The USPSTF recommends against the service.
There is moderate or high certainty that the service has
no net benefit or that the harms outweigh the
benefits.” | statments signify ” The USPSTF concludes
that the current evidence is insufficient to assess the
balance of benefits and harms of the service. Evidence is
lacking, of poor quality, or conflicting, and the balance
of benefits and harms cannot be determined.”

Body of evidence:
e Quantity — how many studies?
e Quality — what type of studies?

16 observational studies were included to support the
review and to develop the recommendations
provided and most relevant to the patient
populations addressed in the measure.

1. Does screening for HCV infection in nonpregnant
adults without known abnormal liver enzymes
reduce mortality and morbidity due to HCV, affect
quality of life, or reduce transmission of HCV? No
studies were available.

2. What is the effectiveness of different risk- or
prevalence-based methods for screening for HCV
infection on clinical outcomes? No studies were
available.

3. What is the sensitivity and number needed to
screen to identify 1 case of HCV infection of
different risk- or prevalence-based methods for
screening for HCV infection? Consistency was rated
“high.”

4, What are the harms associated with screening for
HCV infection, including diagnostic liver biopsies?
According to the review, consistency was rated as
the following: “Screening: unable to assess
(assessed different outcomes) Liver biopsies:
moderate.”
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Estimates of benefit and consistency across |The review states, “As in the 2004 USPSTF review, we
studies found no direct evidence on effects of HCV screening
versus no screening on clinical outcomes, or on the
comparison of clinical effects of alternative screening
strategies. Retrospective studies found that screening
strategies targeting multiple risk factors were
associated with sensitivities exceeding 90% and
numbers needed to screen to identify 1 case of HCV
infection of less than 20. More narrowly targeted
alternative screening strategies (such as screening only
persons with a history of injection drug use) were
associated with numbers needed to screen of less than
2, but they missed up to two thirds of infected
patients.” The review also states, “In the absence of
direct evidence on clinical outcomes associated with
screening, an indirect chain of evidence showing the
availability of accurate diagnostic tests and effective
treatments could link screening with improvements in
clinical outcomes.”

What harms were identified? The systematic review states, “Although direct harms of
screening appear minimal, harms such as labeling,
anxiety, and stigmatization remain poorly studied and
difficult to quantify.”

Identify any new studies conducted since See study described in the table above.
the SR. Do the new studies change the
conclusions from the SR?

1a.4 OTHER SOURCE OF EVIDENCE

If source of evidence is NOT from a clinical practice guideline, USPSTF, or systematic review, please describe the
evidence on which you are basing the performance measure.

1a.4.1 Briefly SYNTHESIZE the evidence that supports the measure. A list of references without a summary is
not acceptable.

1a.4.2 What process was used to identify the evidence?

1a.4.3. Provide the citation(s) for the evidence.

1b. Performance Gap

Demonstration of quality problems and opportunity for improvement, i.e., data demonstrating:

e considerable variation, or overall less-than-optimal performance, in the quality of care across
providers; and/or
e disparities in care across population groups.
1b.1. Briefly explain the rationale for this measure (e.g., the benefits or improvements in quality envisioned by
use of this measure)

Of the estimated 3.5 million people living in the United States with the hepatitis C virus infection (HCV), only
50% have been tested for HCV and are aware of their status. Reported cases of HCV have increased
(approximately 20% per year) between 2010-2016, which is only partially due to improved case detection and
more likely due to rising rates of injection drug use (1,2). Additionally, only one third have been referred for
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HCV care and only 5.6% receive recommended treatment (3). Studies indicate that even among high-risk
patients for whom screening is recommended, only 49-75% are aware of their infection status (4,5,6). Ina
recent analysis of data from a national health survey, 67.9 % of persons ever infected with HCV reported an
exposure risk, (eg, injection drug use, having sexual contact with suspected/confirmed hepatitis C patient), 2
weeks to 6 months prior to symptom onset, and the remaining 32.1% reported no known exposure risk (1).
Data from the CDC shows that of the 2016 case reports that had information about drug use, 68.6% reported
the use of injection drugs (1). According to one study, 72% of persons with a history of injection-drug use who
are infected with HCV remain unaware of their infection status (6). Current risk-based testing strategies have
had limited success, as evidenced by the substantial number of HCV-infected persons who remain unaware of
their infection. As a result, many do not receive needed care (e.g., education, counseling, and medical
monitoring), and are not evaluated for treatment (8). HCV causes acute infection, which can be characterized
by mild to severe illness but is usually asymptomatic. In approximately 75%-85% of persons, HCV persists as a
chronic infection, placing infected persons at risk for liver cirrhosis, hepatocellular carcinoma (HCC), and
extrahepatic complications that develop over the decades following onset of infection (7).

Since 1998, routine HCV testing has been recommended by CDC for persons most likely to be infected with
HCV. These recommendations were made on the basis of a known epidemiologic association between a risk
factor and acquiring HCV infection, including injection drug use (8). It is estimated that most new cases of HCV
infections are among young persons who are white, live in non-urban areas and have a history of previously
reported injection drug use (1,9). An epidemic has arisen that is a national priority for federal and state public
health agencies (1). HCV testing is the first step toward improving health outcomes for persons who report
injection drug use and are infected with HCV.

Citations

1. Centers for Disease Control and Prevention. Surveillance for viral hepatitis the United States, 2016. Available
at:

https://www.cdc.gov/hepatitis/statistics/2016surveillance/index.htm

2. Zibbell JE, Asher AK, Patel RC, Kupronis B, Igbal K, Ward JW, Holtzman D. Increases in acute hepatitis C
related infection related to a growing opioid epidemic and associated injection drug use, 2004-2014. AmerJ
Pub Health. 2018 Feb; 108(2):175-81.

3. Holmberg SD, Spradling PR, Moorman AC, Denniston MM. Hepatitis C in the United States. N Engl J Med.
2013; 368:1859-1861. doi: 10.1056/NEJMp1302973

4. Colvin HM, Mitchell AE. Hepatitis and Liver Cancer: A National Strategy for Prevention and Control of
Hepatitis B and C. 2010. Available at: http://www.nap.edu/catalog/12793.html

5. Coffin PO, Reynolds A. Ending hepatitis C in the United States: the role of screening. Hepat Med. 2014:6 79—
87.

6. Hagan H, Campbell J, Thiede H, et al. Self-reported hepatitis C virus antibody status and risk behavior in
young injectors. Public Health Rep 2006;121:710-9.

7. Alter MJ, Margolis HS, Krawczynski K, Judson, FN, Mares A, Alexander WJ, et al. The natural history of
community-acquired hepatitis C in the United States. N Engl ) Med 1992;327:1899-1905.

8. Centers for Disease Control and Prevention. Recommendations for prevention and control of hepatitis C
virus (HCV) infection and HCV-related chronic disease. MMWR 1998; 47(No. RR-19).

9. Suryaprasad AG, White JZ, Fujie X, et al. Emerging epidemic of hepatitis c virus infections among young
nonurban persons who inject drugs in the United States, 2006-2012. Clin Infect Dis. 2014;59(10):1411-1419

1b.2. Provide performance scores on the measure as specified (current and over time) at the specified level
of analysis. (This is required for endorsement maintenance. Include mean, std dev, min, max, interquartile
range, scores by decile. Describe the data source including number of measured entities; number of patients;
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dates of data; if a sample, characteristics of the entities included). This information also will be used to address
the subcriterion on improvement (4b.1) under Usability and Use.

Although not a requirement for initial endorsement, we have provided the following performance results from
EHR measure 3060e to illustrate the current state of performance. There is no historical EHR data available at
this time.

Data 1

The data source is Cerner EHR data from a large non-profit health system with 23 hospitals, over 185 clinics,
and over 2,000 providers with more than 130,000 admissions and 400,000 outpatient community care visits
annually. The data are for the time period January 2017 through December 2017. There were 30 patients
included in this reliability testing and analysis. These were the patients that were associated with providers
who had 1 or more patients eligible for this measure. Based on the sample of 27 included providers, the mean
performance rate is 0.46, the median performance rate is 0.00 and the mode is 0.00. The standard deviation is
0.51. The range of the performance rate is 1.00, with a minimum rate of 0.00 and a maximum rate of 1.0. The
interquartile range is 1.00 (1.00-0.00). Decile, Performance (1,0; 2,0; 3,0; 4,0; 5,0; 6,1; 7,1; 8,1; 9,1; 10,1).

Data 2
Dataset Pending Site Completion

1b.3. If no or limited performance data on the measure as specified is reported in 1b2, then provide a
summary of data from the literature that indicates opportunity for improvement or overall less than optimal
performance on the specific focus of measurement.

Data from the National Health and Nutrition Examination Survey (NHANES) indicates that less than 50% of
individuals living with HCV are currently aware of their status (1). In addition, data from the CDC shows that a
majority of patients (67.5%), reported an exposure risk at least 2 weeks to 6 months prior to symptom onset
(2). Estimates from the NHANES indicate that approximately 45%-85% of individuals with chronic HCV
infection are undiagnosed (3). A study at a large integrated health system found that among 444,594 patients
that were seen between January 1, 2003 to August 1, 2012, 15.8% were screened for HCV (4). Of note in this
study, higher risk groups were found to be screened more frequently, however rates are still suboptimal (4). A
more recent study that focused on HCV screening at community health centers found that out of 60,772
eligible patients seen January 1, 2010, to December 31, 2013 8.3% had an HCV infection screen, as determined
by presence of the HCV screen coded in the EHR (5). An evaluation of commercially insured patients between
2005-2014 showed that while rates of screening increased over time, rates remain overall low. Specifically, for
those born between 1945-1965 screening rates increased from 1.71% in 2011 to 3.26% in 2014 (6).
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The American Journal of Medicine. 2014. 127(5):398-405.
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1b.4. Provide disparities data from the measure as specified (current and over time) by population group,
e.g., by race/ethnicity, gender, age, insurance status, socioeconomic status, and/or disability. (This is required
for endorsement maintenance. Describe the data source including number of measured entities; number of
patients; dates of data; if a sample, characteristics of the entities include.) This information also will be used to
address the subcriterion on improvement (4b.1) under Usability and Use.

No disparities data is available for the measure, at this time.

1b.5. If no or limited data on disparities from the measure as specified is reported in 1b4, then provide a
summary of data from the literature that addresses disparities in care on the specific focus of measurement.
Include citations.

Overall, HCV risk-based screening strategies have at limited success as evidenced by the anywhere from 45-
85% of people living with HCV being unaware of their infection. There are not only barriers to patients
recalling risk behaviors, but also barriers with providers not being aware of the guidelines that support these
screening strategies (7). Although the continued prevalence of HCV is problematic in communities across
America, inequalities in disease prevalence, treatment, and outcomes make it a particularly important minority
health issue. According to the CDC, American Indians and Alaska natives have the highest incidence of acute
HCV cases and in 2016 had the highest rate of mortality from HCV when compared to other populations (1).
While African Americans make up 12% of the U.S. population, they account for over 22% of chronic HCV cases
(2). Additionally, African Americans diagnosed with HCV infection often have less desirable outcomes
compared to white patients (3). In addition, chronic liver disease, often related to HCV infection, is a leading
cause of death among African Americans aged 45-64 (2). A recent study in a large integrated healthcare system
found that out of 40,561 patients eligible to be screened for HCV, 8657 patients (21.3%) were screened the
using HCV antibody test and of these 109 (1.3%) tested positive (8). This study also found that African
Americans were more likely to be screened than Caucasians and men were more likely to be screened than
women (8).The “baby boomer” generation, or those born between 1945-1965, are six times more likely to have
HCV infection than any other adult age group with an HCV prevalence of 3.25% (4). Other disparate groups
include injection drug users. The most recent national surveys of injection drug users found that approximately
one third of young drug users (aged 18-30 years) are HCV infected. Additionally, older and former injection
drug users have a more common prevalence of HCV infection (70%-90%), primarily because of needle sharing
during the 1970s and 1980s (5). Recent statewide surveillance data shows that HCV infections have increased
to an epidemic level in the central Appalachian region (Kentucky, Tennessee, Virginia and West Virginia), in
individuals under the age of 30 primarily due to injection opioid use (6).
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1c. High Priority (previously referred to as High Impact)
The measure addresses:

e aspecific national health goal/priority identified by DHHS or the National Priorities Partnership
convened by NQF;
OR

e ademonstrated high-priority (high-impact) aspect of healthcare (e.g., affects large numbers of
patients and/or has a substantial impact for a smaller population; leading cause of
morbidity/mortality; high resource use (current and/or future); severity of illness; and severity of
patient/societal consequences of poor quality).

1c.1. Demonstrated high priority aspect of healthcare

Patient/societal consequences of poor quality, Severity of illness
1c.2. If Other:

1c.3. Provide epidemiologic or resource use data that demonstrates the measure addresses a high priority
aspect of healthcare. List citations in 1c.4.

HCV is the most common chronic bloodborne infection in the United States (1). In the United States, an
estimated 2.7 -3.6 million (1.0%-1.5%) persons in the general, non-institutionalized population are living with
hepatitis C virus (HCV) infection (2). Approximately 800,000 incarcerated, institutionalized, and homeless
people are also infected with HCV (3). An estimated 41,200 persons were newly infected in 2016 (2). It is
estimated that the average screening test for HCV costs between $45-S80 for uninsured individuals and less for
those who are covered by insurance (4). Several analyses suggest that HCV testing is cost-effective and a
reasonable strategy to identify asymptomatic cases, particularly in populations with a high prevalence of HCV.
Eckman and colleagues examined the cost-effectiveness of HCV screening and found that when used in
populations with a prevalence of over .84%, it is cost-effective, particularly in populations with a higher
prevalence of the infection (5). Additional studies have confirmed the cost-effectiveness of HCV testing linked
to care and treatment (6). Given the current treatments available, it should be noted that 90% of cases can be
cured, if identified (1).

1c.4. Citations for data demonstrating high priority provided in 1a.3

1. Centers for Disease Control and Prevention. Surveillance for viral hepatitis the United States, 2016. Available
at:

https://www.cdc.gov/hepatitis/statistics/2016surveillance/index.htm

2. Centers for Disease Control and Prevention. Viral hepatitis surveillance and statistics, 2014. Available at
http://www.cdc.gov/hepatitis/statistics/index.htm Accessed June 8, 2016

3. Edlin BR, Eckhardt BJ, Shu MA, et al. Toward a more accurate estimate of the prevalence of hepatitis C in the
United States. Hepatology. 2015;62(5):1353-63.

4. Joshi SN. Hepatitis C screening. Ochsner J. 2014;14:664-668.

5. Eckman MH, Talal AH, Gordon SC, et al. Cost-effectiveness of screening for chronic hepatitis C infection in the
United States. Clin Infect Dis. 2013;56:1382-1393.

6. Rein DB, Wittenborn JS, Smith BD, Liffmann DK, Ward JW. The cost-effectiveness, health benefits, and
financial costs of new antiviral treatments for hepatitis C virus. Clin Infect Dis. Clin Infect Dis. 201;61(2):157-68.
doi: 10.1093/cid/civ220.
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1c.5. If a PRO-PM (e.g. HRQoL/functional status, symptom/burden, experience with care, health-related
behaviors), provide evidence that the target population values the measured PRO and finds it meaningful.
(Describe how and from whom their input was obtained.)

Not applicable. Not a PRO-PM

2. Reliability and Validity—Scientific Acceptability of Measure Properties

Extent to which the measure, as specified, produces consistent (reliable) and credible (valid) results about the
quality of care when implemented. Measures must be judged to meet the subcriteria for both reliability and
validity to pass this criterion and be evaluated against the remaining criteria.

2a.1. Specifications The measure is well defined and precisely specified so it can be implemented consistently
within and across organizations and allows for comparability. eMeasures should be specified in the Health
Quality Measures Format (HQMF) and the Quality Data Model (QDM).

De.5. Subject/Topic Area (check all the areas that apply):
Infectious Diseases (ID), Liver : Viral Hepatitis

De.6. Non-Condition Specific (check all the areas that apply):
Disparities Sensitive, Screening

S.1. Measure-specific Web Page (Provide a URL link to a web page specific for this measure that contains
current detailed specifications including code lists, risk model details, and supplemental materials. Do not enter
a URL linking to a home page or to general information.)

The measure specifications are included with this form. Additional measure details may be found at
http://www.thepcpi.org/?page=PCPIMeasures

S.2a. If this is an eMeasure, HQMF specifications must be attached. Attach the zipped output from the
eMeasure authoring tool (MAT) - if the MAT was not used, contact staff. (Use the specification fields in this
online form for the plain-language description of the specifications)

This is an eMeasure Attachment: HCVAnnualScreenDrugUser_v5_6_Artifacts.zip

S.2b. Data Dictionary, Code Table, or Value Sets (and risk model codes and coefficients when applicable) must
be attached. (Excel or csv file in the suggested format preferred - if not, contact staff)

Attachment Attachment: HCVAnnualScreenDrugUser_12182018-636876598046038710.xIsx

S.3. For endorsement maintenance, please briefly describe any changes to the measure specifications since
last endorsement date and explain the reasons.

Supporting guidelines and coding value sets included in the measure are reviewed on an annual basis. This
annual review has resulted in minor changes to the value sets, to account for updates to the coding
terminologies for existing data elements. Measure specifications are annually updated to align with any
changes to the standards or tools used to support electronic measurement.

S.4. Numerator Statement (Brief, narrative description of the measure focus or what is being measured about
the target population, i.e., cases from the target population with the target process, condition, event, or
outcome)

IF an OUTCOME MEASURE, state the outcome being measured. Calculation of the risk-adjusted outcome
should be described in the calculation algorithm.

Patients who received screening for HCV infection within the 12-month reporting period

S.5. Time Period for Data (What is the time period in which data will be aggregated for the measure, e.g., 12
mo, 3 years, look back to August for flu vaccination? Note if there are different time periods for the numerator
and denominator.)
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Time Period for Data Collection: At least once during the measurement period

S.6. Numerator Details (All information required to identify and calculate the cases from the target population
with the target process, condition, event, or outcome such as definitions, specific data collection
items/responses, code/value sets — Note: lists of individual codes with descriptors that exceed 1 page should be
provided in an Excel or csv file in required format at S.2b)

IF an OUTCOME MEASURE, describe how the observed outcome is identified/counted. Calculation of the risk-
adjusted outcome should be described in the calculation algorithm.

NUMERATOR DEFINITIONS
Screening for HCV infection - includes HCV antibody test or HCV RNA test
NUMERATOR GUIDANCE

This measure evaluates the proportion of patients who are active injection drug users, who receive screening
for Hepatitis C Virus (HCV). In order to meet the measure, the reporting provider must have the laboratory test
result present in the patient’s medical record. On occasion, providers will view HCV screening results that were
performed elsewhere and therefore the results are not present in the EHR in a structured format. To allow
such tests to be applied to this measure, they should be entered into the EHR as a laboratory test in a manner
consistent with the EHR in use. If the specific LOINC code of the test is not known, the entry should use the
more generic LOINC code which is present in the HCV test value sets as outlined below:

If the provider does not know the exact HCV RNA test performed elsewhere, report the generic LOINC HCV
RNA Panel Code, 75888-8, found in the value set titled, "HCV RNA Test".

If the provider does not know the exact HCV Antibody test performed elsewhere, report the generic LOINC
HCV Ab Panel code, 75886-2, found in the value set title, "HCV Antibody Test".

HQMF eCQM developed and is attached to this submission in fields S.2a and S. 2b.
S.7. Denominator Statement (Brief, narrative description of the target population being measured)

All patients, regardless of age, who are seen twice for any visit or who had at least one preventive care visit
within the 12-month reporting period who are active injection drug users

S.8. Target Population Category (Check all the populations for which the measure is specified and tested if
any):

S.9. Denominator Details (All information required to identify and calculate the target
population/denominator such as definitions, specific data collection items/responses , code/value sets — Note:
lists of individual codes with descriptors that exceed 1 page should be provided in an Excel or csv file in required
format at S.2b)

Time Period for Data Collection: 12 consecutive months

DENOMINATOR DEFINITION:

Active injection drug users — Those who have injected any drug(s) within the 12-month reporting period
HQMF eCQM developed and is attached to this submission in fields S.2a and S. 2b.

S.10. Denominator Exclusions (Brief narrative description of exclusions from the target population)
Denominator Exclusions:

Patients with a diagnosis of chronic hepatitis C

Denominator Exceptions:

Documentation of medical reason(s) for not receiving annual screening for HCV infection (eg, decompensated
cirrhosis indicating advanced disease [ie, ascites, esophageal variceal bleeding, hepatic encephalopathy],
hepatocellular carcinoma, waitlist for organ transplant, limited life expectancy, other medical reasons)
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Documentation of patient reason(s) for not receiving annual screening for HCV infection (eg, patient declined,
other patient reasons)

S.11. Denominator Exclusion Details (All information required to identify and calculate exclusions from the
denominator such as definitions, specific data collection items/responses, code/value sets — Note: lists of
individual codes with descriptors that exceed 1 page should be provided in an Excel or csv file in required
format at S.2b)

Time Period for Data Collection: During the measurement period

The PCPI distinguishes between measure exceptions and measure exclusions. Exclusions arise when the
intervention required by the numerator is not appropriate for a group of patients who are otherwise included
in the initial patient or eligible population of a measure (ie, the denominator). Exclusions are absolute and are
to be removed from the denominator of a measure and therefore clinical judgment does not enter the
decision. For measure Annual Hepatitis C Virus (HCV) Screening for Patients who are Active Injection Drug
Users, exclusions include patients with a diagnosis of chronic hepatitis C. Exclusions, including applicable value
sets, are included in the measure specifications.

Measure Exceptions

Exceptions are used to remove a patient from the denominator of a performance measure when the patient
does not receive a therapy or service AND that therapy or service would not be appropriate due to patient-
specific reasons. The patient would otherwise meet the denominator criteria. Exceptions are not absolute, and
are based on clinical judgment, individual patient characteristics, or patient preferences. The PCPI exception
methodology uses three categories of exception reasons for which a patient may be removed from the
denominator of an individual measure. These measure exception categories are not uniformly relevant across
all measures; for each measure, there must be a clear rationale to permit an exception for a medical, patient,
or system reason. Examples are provided in the measure exception language of instances that may constitute
an exception and are intended to serve as a guide to clinicians. For measure Annual Hepatitis C Virus (HCV)
Screening for Patients who are Active Injection Drug Users, exceptions may include documentation of medical
reason(s) for not receiving annual screening for HCV infection, (eg, decompensated cirrhosis indicating
advanced disease [ie, ascites, esophageal variceal bleeding, hepatic encephalopathy], hepatocellular
carcinoma, waitlist for organ transplant, limited life expectancy, other medical reasons), or patient reason(s)
(eg, patient declined, other patient reasons). Where examples of exceptions are included in the measure
language, value sets for these examples are developed and are included in the eCQM. Although this
methodology does not require the external reporting of more detailed exception data, the PCPl recommends
that physicians document the specific reasons for exception in patients” medical records for purposes of
optimal patient management and audit-readiness. The PCPI also advocates the systematic review and analysis
of each physician’s exceptions data to identify practice patterns and opportunities for quality improvement.

HQMF eCQM developed and is attached to this submission in fields S.2a and S. 2b.
S.12. Stratification Details/Variables (All information required to stratify the measure results including the
stratification variables, definitions, specific data collection items/responses, code/value sets — Note: lists of

individual codes with descriptors that exceed 1 page should be provided in an Excel or csv file in required
format with at S.2b)

Consistent with CMS’ Measures Management System Blueprint and recent national recommendations put
forth by the IOM and NQF to standardize the collection of race and ethnicity data, we encourage the results of
this measure to be stratified by race, ethnicity, administrative sex, and payer and have included these variables
as recommended data elements to be collected.

S.13. Risk Adjustment Type (Select type. Provide specifications for risk stratification in S.12 and for statistical
model in 5.14-15)

No risk adjustment or risk stratification

If other:
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S.14. Identify the statistical risk model method and variables (Name the statistical method - e.g., logistic
regression and list all the risk factor variables. Note - risk model development and testing should be addressed
with measure testing under Scientific Acceptability)

No risk adjustment or risk stratification

S.15. Detailed risk model specifications (must be in attached data dictionary/code list Excel or csv file. Also
indicate if available at measure-specific URL identified in S.1.)

Note: Risk model details (including coefficients, equations, codes with descriptors, definitions), should be
provided on a separate worksheet in the suggested format in the Excel or csv file with data dictionary/code lists
at S.2b.

S.15a. Detailed risk model specifications (if not provided in excel or csv file at S.2b)
S.16. Type of score:

Rate/proportion

If other:

S.17. Interpretation of Score (Classifies interpretation of score according to whether better quality is
associated with a higher score, a lower score, a score falling within a defined interval, or a passing score)

Better quality = Higher score

S.18. Calculation Algorithm/Measure Logic (Describe the calculation of the measure score as an ordered
sequence of steps including identifying the target population; exclusions; cases meeting the target process,
condition, event, or outcome; aggregating data; risk adjustment; etc.)

To calculate performance rates:

1. Find the patients who meet the initial population (ie, the general group of patients that a set of
performance measures is designed to address).

2. From the patients within the initial population criteria, find the patients who qualify for the denominator
(ie, the specific group of patients for inclusion in a specific performance measure based on defined
criteria). Note: in some cases the initial population and denominator are identical.

3. Find the patients who qualify for denominator exclusions and subtract from the denominator.

4. From the patients within the denominator (after denominator exclusions have been subtracted from the
denominator), find the patients who meet the numerator criteria (ie, the group of patients in the
denominator for whom a process or outcome of care occurs). Validate that the number of patients in the
numerator is less than or equal to the number of patients in the denominator.

5. 5. From the patients who did not meet the numerator criteria, determine if the provider has documented
that the patient meets any criteria for exception when denominator exceptions have been specified [for
this measure: medical reason(s) (eg, decompensated cirrhosis indicating advanced disease [ie, ascites,
esophageal variceal bleeding, hepatic encephalopathy], hepatocellular carcinoma, waitlist for organ
transplant, limited life expectancy, other medical reasons) or patient reason(s) (eg, patient declined, other
patient reasons) for the patient not receiving annual screening for HCV infection)]. If the patient meets any
exception criteria, they should be removed from the denominator for performance calculation. --
Although the exception cases are removed from the denominator population for the performance
calculation, the exception rate (ie, percentage of patients with valid exceptions) should be calculated and
reported along with performance rates to track variations in care and highlight possible areas of focus for
al.

If the patient does not meet the numerator and a valid exception is not present, this case represents a quality
failure.
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S.19. Calculation Algorithm/Measure Logic Diagram URL or Attachment (You also may provide a diagram of
the Calculation Algorithm/Measure Logic described above at measure-specific Web page URL identified in S.1
OR in attached appendix at A.1)

No diagram provided

S.20. Sampling (If measure is based on a sample, provide instructions for obtaining the sample and guidance on
minimum sample size.)

IF a PRO-PM, identify whether (and how) proxy responses are allowed.
Not applicable. The measure is not based on a sample.

S.21. Survey/Patient-reported data (If measure is based on a survey, provide instructions for conducting the
survey and guidance on minimum response rate.)

IF a PRO-PM, specify calculation of response rates to be reported with performance measure results.
Not applicable. The measure is not based on a survey.
S.22. Missing data (specify how missing data are handled, e.g., imputation, delete case.)

Required for Composites and PRO-PMs.

Patient eligibility is determined by a set of defined criteria relevant to a particular measure. If data required to
determine patient eligibility are missing, those patients/cases would be ineligible for inclusion in the
denominator and therefore the patient/case would be deleted.

If data required to determine if a denominator eligible patient qualifies for the numerator (or has a valid
exclusion/exception) are missing, this case would represent a quality failure.

S.23. Data Source (Check ONLY the sources for which the measure is SPECIFIED AND TESTED).
If other, please describe in S.24.
Electronic Health Records

S.24. Data Source or Collection Instrument (/dentify the specific data source/data collection instrument e.g.
name of database, clinical registry, collection instrument, etc.)

IF a PRO-PM, identify the specific PROM(s); and standard methods, modes, and languages of administration.
Not applicable.

S.25. Data Source or Collection Instrument (available at measure-specific Web page URL identified in S.1 OR in
attached appendix at A.1)

No data collection instrument provided

S.26. Level of Analysis (Check ONLY the levels of analysis for which the measure is SPECIFIED AND TESTED)
Clinician : Individual

S.27. Care Setting (Check ONLY the settings for which the measure is SPECIFIED AND TESTED)

Home Care, Inpatient/Hospital, Other, Outpatient Services

If other: Domiciliary

S.28. COMPOSITE Performance Measure - Additional Specifications (Use this section as needed for
aggregation and weighting rules, or calculation of individual performance measures if not individually
endorsed.)

Not applicable. The measure is not a composite.

2a. Reliability — See attached Measure Testing Submission Form

2b. Validity — See attached Measure Testing Submission Form
3060e_nqf_testing-attachment_7.1 - Final _04162019-636918013428423131.docx
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Measure Testing (subcriteria 2a2, 2b1-2b6)

Measure Number (if previously endorsed): 3060e
Measure Title: Annual Hepatitis C Virus (HCV) Screening for Patients who are Active Injection Drug Users
Date of Submission: 4/16/2019

Type of Measure:
L] Outcome (including PRO-PM) [] Composite — STOP — use composite
testing form
] Intermediate Clinical Outcome ] Cost/resource
Process (including Appropriate Use) L] Efficiency
] Structure

1. DATA/SAMPLE USED FOR ALL TESTING OF THIS MEASURE

Often the same data are used for all aspects of measure testing. In an effort to eliminate duplication, the first
five questions apply to all measure testing. If there are differences by aspect of testing,(e.g., reliability vs.
validity) be sure to indicate the specific differences in question 1.7.

1.1. What type of data was used for testing? (Check all the sources of data identified in the measure
specifications and data used for testing the measure. Testing must be provided for all the sources of data
specified and intended for measure implementation. If different data sources are used for the numerator and
denominator, indicate N [numerator] or D [denominator] after the checkbox.)

Measure Specified to Use Data From: Measure Tested with Data From:

(must be consistent with data sources entered in S.17)

[ abstracted from paper record [ abstracted from paper record

L1 claims L1 claims

L] registry L] registry

[ abstracted from electronic health record [ abstracted from electronic health record
eMeasure (HQMF) implemented in EHRs eMeasure (HQMF) implemented in EHRs
(1 other: (1 other:

1.2. If an existing dataset was used, identify the specific dataset (the dataset used for testing must be
consistent with the measure specifications for target population and healthcare entities being measured; e.g.,
Medicare Part A claims, Medicaid claims, other commercial insurance, nursing home MDS, home health OASIS,
clinical registry).

Current testing data

Datal

The data source is Cerner EHR data from a large non-profit health system with 23 hospitals, over 185 clinics,
and over 2,000 providers with more than 130,000 admissions and 400,000 outpatient community care visits
annually.

Data 2

The data source is EHR data from GE Centricity and Epic EHRs from the Chicago Area Patient Centered
Outcomes Research Network (CAPriCORN), a clinical data research network. The data received is from 3
Chicago area health systems representing 5 hospitals, 889 ambulatory/outpatient primary care clinic sites and
over 900 ambulatory/outpatient specialty or surgical clinic sites, reaching over 4.8 million patients.
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1.3. What are the dates of the data used in testing?
Current testing data

Datal

The data are for the time period January 2017 through December 2017. Given the required conversion to ICD-
10 in late 2015, the testing was completed on the ICD-10 specified measure.

Data 2

The data are for the time period January 2018 through December 2018. Given the required conversion to ICD-
10 in late 2015, the testing was completed on the ICD-10 specified measure.

1.4. What levels of analysis were tested? (testing must be provided for all the levels specified and intended for
measure implementation, e.g., individual clinician, hospital, health plan)

Measure Specified to Measure Performance of: Measure Tested at Level of:
(must be consistent with levels entered in item S.20)

individual clinician individual clinician
group/practice ] group/practice

U] hospital/facility/agency [ hospital/facility/agency
[ health plan [ health plan

L1 other: L1 other:

1.5. How many and which measured entities were included in the testing and analysis (by level of analysis
and data source)? (identify the number and descriptive characteristics of measured entities included in the
analysis (e.q., size, location, type); if a sample was used, describe how entities were selected for inclusion in the
sample)

Current testing data
Data 1l

We received data from 27 providers reporting on this measure through the EHR in 2017. This dataset reflects
data from individual providers and our analysis of the data is at the individual physician level. Of those, 27
providers had all the required data elements and reported at least 1 quality reporting event for a total of 30
quality events. For this measure, 100 percent of providers are included in the analysis, and the average
number of quality reporting events is 1.1. The range of quality reporting events for 27 providers included is
from 1to 2.

Data 2

We received data from 950 providers reporting on this measure through the EHR in 2018. This data set
reflects individual provider data and our analysis was conducted at the individual physician level. The site
providing “data 2” was concerned about re-identification of providers and patients and thus supplied data only
for providers with quality events at the 10+ level. Of those, 159 providers had all the required data elements
and reported at least 10 quality reporting events for a total of 22,852 quality events. For this measure, 17
percent of providers are included in the analysis, and the average number of quality reporting events is 143.
The range of quality reporting events for 159 providers included is from 10 to 9,306.

1.6. How many and which patients were included in the testing and analysis (by level of analysis and data
source)? (identify the number and descriptive characteristics of patients included in the analysis (e.g., age, sex,
race, diagnosis); if a sample was used, describe how patients were selected for inclusion in the sample)

Current testing data

Datal
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There were 30 quality reporting events included in this reliability testing and analysis. These were the events
that were associated with providers who had 1 or more eligible quality events for this measure.

Data 2

There were 22,852 quality reporting events included in this reliability testing and analysis. These were the
events that were associated with providers who had 10 or more eligible quality events for this measure.

1.7. If there are differences in the data or sample used for different aspects of testing (e.g., reliability,
validity, exclusions, risk adjustment), identify how the data or sample are different for each aspect of testing
reported below.

Current testing Data 1 and Data 2

The same data samples were used for reliability testing and exceptions analysis.

1.8 What were the social risk factors that were available and analyzed? For example, patient-reported data
(e.g., income, education, language), proxy variables when social risk data are not collected from each patient
(e.g. census tract), or patient community characteristics (e.g. percent vacant housing, crime

rate) which do not have to be a proxy for patient-level data.

Current testing Data 1 and Data 2

Patient-level socio-demographic (SDS) variables were not captured as part of the testing.

2a2. RELIABILITY TESTING

Note: If accuracy/correctness (validity) of data elements was empirically tested, separate reliability testing of
data elements is not required — in 2a2.1 check critical data elements; in 2a2.2 enter “see section 2b2 for validity
testing of data elements”; and skip 2a2.3 and 2a2.4.

2a2.1. What level of reliability testing was conducted? (may be one or both levels)

[ Critical data elements used in the measure (e.g., inter-abstractor reliability; data element reliability must
address ALL critical data elements)

Performance measure score (e.g., signal-to-noise analysis)

2a2.2. For each level checked above, describe the method of reliability testing and what it tests (describe the
steps—do not just name a method; what type of error does it test; what statistical analysis was used)

Data from both the 2017 and 2018 samples were tested using the same reliability testing method.

Reliability of the computed measure score was measured as the ratio of signal to noise. The signal in this case
is the proportion of the variability in measured performance that can be explained by real differences in
provider performance and the noise is the total variability in measured performance.

Reliability at the level of the specific provider is given by:

Reliability = Variance (provider-to-provider) / [Variance (provider-to-provider) + Variance (provider-specific-
error]

Reliability is the ratio of the provider-to-provider variance divided by the sum of the provider-to-provider
variance plus the error variance specific to a provider.

Reliability testing was performed by using a beta-binomial model. The beta-binomial model assumes the
provider performance score is a binomial random variable conditional on the provider’s true value that comes
from the beta distribution. The beta distribution is usually defined by two parameters, alpha and beta. Alpha
and beta can be thought of as intermediate calculations to get to the needed variance estimates.

Reliability is evaluated by averaging over provider specific reliabilities for all providers that submitted quality
reporting events for the measure.
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A reliability equal to zero implies that all the variability in a measure is attributable to measurement error. A
reliability equal to one implies that all the variability is attributable to real differences in provider
performance. A reliability of 0.70 — 0.80 is generally considered the acceptable threshold for reliability, 0.80 —
0.90 is considered high reliability, and 0.90 — 1.0 is considered very high. !

1. Adams JL, Mehrotra A, McGlynn EA, Estimating Reliability and Misclassification in Physician Profiling, Santa
Monica, CA: RAND Corporation, 2010. www.rand.org/pubs/technical_reports/TR863. (Accessed on February
24,2012.)

2a2.3. For each level of testing checked above, what were the statistical results from reliability testing?
(e.g., percent agreement and kappa for the critical data elements; distribution of reliability statistics from a
signal-to-noise analysis)

Current testing data

Data 1

The reliability including all providers in this sample is 1.00.
Data 2

The reliability including all providers in this sample is 1.00.
Table 1: EHR Reliability Results

2017 Data 1 2018 Data 2
Reliability (Events > 1) Reliability (Events > 10)
1.00 1.00

2a2.4 What is your interpretation of the results in terms of demonstrating reliability? (i.e., what do the
results mean and what are the norms for the test conducted?)

Current testing data
Data 1l

This measure has very high reliability when including providers with 1 or more events.
Data 2

This measure has very high reliability when including providers with 10 or more events.

2b1. VALIDITY TESTING
2b1.1. What level of validity testing was conducted? (may be one or both levels)
L] Critical data elements (data element validity must address ALL critical data elements)
Performance measure score
1 Empirical validity testing

Systematic assessment of face validity of performance measure score as an indicator of quality or
resource use (i.e., is an accurate reflection of performance on quality or resource use and can distinguish
good from poor performance) NOTE: Empirical validity testing is expected at time of maintenance review;
if not possible, justification is required.

2b1.2. For each level of testing checked above, describe the method of validity testing and what it tests
(describe the steps—do not just name a method; what was tested, e.g., accuracy of data elements compared to
authoritative source, relationship to another measure as expected; what statistical analysis was used)

This measure is being submitted as a new measure for endorsement consideration. As such, the measure is
not in widespread use and implementation has been limited, which make certain methods of validity testing
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(such as correlation analyses) challenging. As a result, the plans for validity testing this measure (which began
in 2017) focused on face validity testing, based on previous communication with NQF staff that face validity
testing is sufficient for new measures. We understood this to be inclusive of submissions for new measures in
the Spring 2019 cycle.

Current testing Data 1 and Data 2

Face Validity:

Input on the content validity of draft measures is obtained through soliciting comments from a panel of
experts who were not involved in the development of the measure.

Face validity of the measure score as an indicator of quality was systematically assessed as follows:

After the measure was fully specified, the expert panel was asked to rate their agreement with the following
statement: “The scores obtained from the measure as specified will accurately differentiate quality across
providers”.

Scale 1-5, where 1= Strongly Disagree; 3=Neither Agree nor Disagree; 5=Strongly Agree

The expert panel included 23 members from the following specialty areas: community health, emergency
medicine, gastroenterology, gerontology, hepatology, infectious disease,

internal medicine, nursing, primary care, psychiatry, family medicine, medicine, and medical informatics.

1. Robert Wong, M.D. Alameda Health System Division of Gastroenterology and Hepatology, Alameda,
CA (outpatient primary care) (Internal Medicine)

Marlene Moranino, RN, BSN, Community Health Center Association of Connecticut, Cheshire, CT (CHC)
(Community Health)

3. Douglas White, M.D. Highland General Hospital Emergency Dept., Oakland, CA (Emergency Medicine)
4. Kristine Gonnella, MPH, National Nurse Led Care Consortium, Philadelphia, PA (Community Health)
5. Michelle Rose, MBA, Norton Healthcare, Louisville, KY (Outpatient, Inpatient, ED)

6. Lynn E. M. Taylor, M.D. Lifespan Health Care, Providence, RI (Primary Care, Infectious diseases)

7

8

9

N

Aaron Harris, M.D, CDC Atlanta, GA (Internal Medicine)
Andrew Hamilton RN, MS, Alliance Chicago, Chicago, IL (Community Health, Informatics, Nursing)
. Barbara Resnick, PhD, RN, CRNP, FAAN, FAANP, University of Maryland, Baltimore, MD (Gerontology)
10. Andrew Saxon, M.D. VA Puget Sound Health Care System, Seattle, WA (Psychiatry)
11. Raymond Chung, M.D. Mass. General Hospital, Boston, MA (Gastroenterology)
12. Jason Wilson, M.D. USF, Tampa, FL (Internal Medicine)
13. Nancy Reau, M.D. Rush University Medical Center, Chicago, IL (Transplant Hepatology)
14. Grant Phillips, M.D. Maricopa County Correctional Health Services, Phoenix, AZ (Family Medicine)
15. Nancy Glick, M.D. ACCESS, Chicago, IL (Infectious Diseases)
16. Sarah Schillie, M.D. CDC, Atlanta, GA (Division of Viral Hepatitis)
17. Lance Stein, M.D. Piedmont, Atlanta, GA (Gastroenterology, Transplant Hepatology)
18. Brian Svazas, M.D. ACOEM, Elk Grove Village, IL (Occupational Medicine)
19. Scott MacDonald, M.D. UC Davis Health, Sacramento, CA (Internal Medicine)
20. David Thomas, M.D. Johns Hopkins University, Baltimore, MD (Infectious Diseases)
21. Susanna Naggie, M.D. Duke School of Medicine, Durham, NC (Internal Medicine)
22. Richard Gilroy, M.D. Intermountain Healthcare, Ogden, UT (Gastroenterology)
23. Lesley Miller, M.D. Emory University, Atlanta, GA (Internal Medicine)
2b1.3. What were the statistical results from validity testing? (e.g., correlation; t-test)

Current testing Data 1 and Data 2

The aforementioned expert panel was used to systematically assess face validity of the
measure. They were asked to rate their agreement with the following statement:

“The scores obtained from the measure as specified will accurately differentiate quality across
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providers.”

Scale 1-5, where 1=Strongly Disagree; 3=Neither Disagree nor Agree; 5=Strongly Agree
The results of the expert panel rating of the validity statement for Measure 3060e were as
follows:

N = 23; Mean rating = 4.74 and 100.0% of respondents either agree or strongly agree that this measure can
accurately distinguish good and poor quality.

Frequency Distribution of Ratings
1 -0 (Strongly Disagree)

2-0

3 -0 (Neither Agree nor Disagree)
4-6

5-17 (Strongly Agree)

(a) Of 23 persons with either an ‘agree’ or ‘strongly agree’ response, 9 provided comments.

Several respondents noted that injection drug use may be difficult to capture due to patients not wanting
to disclose the status of their drug use. Another commented that this measure is good, but a Hep. C
provider may prioritize the patient’s health addiction treatment prior to testing for HCV.

2b1.4. What is your interpretation of the results in terms of demonstrating validity? (i.e., what do the results
mean and what are the norms for the test conducted?)

Current testing Data 1 and Data 2

The results of the expert panel rating of the validity statement for Measure 3060e were as
follows: N = 23; Mean rating = 4.74 and 100.0% of respondents either agree or strongly agree

that this measure can accurately distinguish good and poor quality. These results demonstrate that Measure
3060e is valid as specified.

2b2. EXCLUSIONS ANALYSIS
NA I no exclusions — skip to section 2b3

2b2.1. Describe the method of testing exclusions and what it tests (describe the steps—do not just name a
method; what was tested, e.g., whether exclusions affect overall performance scores; what statistical analysis
was used)

Current testing Data

Exceptions include:

e Documentation of medical reason(s) for not receiving annual screening for HCV infection (e.g.,
decompensated cirrhosis indicating advanced disease [i.e., ascites, esophageal variceal bleeding,
hepatic encephalopathy], hepatocellular carcinoma, waitlist for organ transplant, limited life
expectancy, other medical reasons)

e Documentation of patient reason(s) for not receiving annual screening for HCV infection (e.g., patient
declined, other patient reasons)

Exceptions were analyzed for frequency across providers.

2b2.2. What were the statistical results from testing exclusions? (include overall number and percentage of
individuals excluded, frequency distribution of exclusions across measured entities, and impact on performance
measure scores)

Current testing data:

Datal
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Amongst the 27 providers with at least one quality reporting event, there were a total of 0 exceptions
reported. The average number of exceptions per provider in this sample is 0.00. The proportion of exceptions
to quality events is 0.00.

Data 2

Amongst the 950 providers with quality reporting events, there were a total of 7,946 exclusions and 114
exceptions reported. The average number of exclusions and exceptions per provider in this sample is 8.36 and
0.12 respectively. The proportion of exclusions and exceptions to quality events is 0.26 and 0.003 respectively.

2b2.3. What is your interpretation of the results in terms of demonstrating that exclusions are needed to
prevent unfair distortion of performance results? (i.e., the value outweighs the burden of increased data
collection and analysis. Note: If patient preference is an exclusion, the measure must be specified so that the
effect on the performance score is transparent, e.g., scores with and without exclusion)

Exceptions are necessary to account for those situations when it is not medically appropriate to perform
annual screening for HCV infection. Exceptions are discretionary and the methodology used for measure
exception categories are not uniformly relevant across all measures; for this measure, there is a clear rationale
to permit an exception for a medical or patient reason. Rather than specifying an exhaustive list of explicit
reasons for exception for each measure, the measure developer relies on clinicians to link the exception with a
specific reason for the decision not to perform annual screening for HCV infection required by the measure.

Some have indicated concerns with exception reporting including the potential for providers to inappropriately
exclude patients to enhance their performance statistics. Research has indicated that levels of exception
reporting occur infrequently and are generally valid (Doran et al., 2008), (Kmetik et al., 2011). Furthermore,
exception reporting has been found to have substantial benefits: "it is precise, it increases acceptance of [pay
for performance] programs by providers, and it ameliorates perverse incentives to refuse care to "difficult"
patients." (Doran et al., 2008).

Although this methodology does not require the external reporting of more detailed exception data, the
measure developer recommends that providers document the specific reasons for exception in patients’
medical records for purposes of optimal patient management and audit-readiness. We also advocate for the
systematic review and analysis of each provider’s exceptions data to identify practice patterns and
opportunities for quality improvement.

Without exceptions, the performance rate would not accurately reflect the true performance of that provider.
This would result in an increase in performance failures and false negatives. The additional value of increased
data collection of capturing an exception greatly outweighs the reporting burden.

References:

Doran T, Fullwood C, Reeves D, Gravelle H, Roland M. Exclusion of pay for performance targets by English
Physicians. New Engl J Med. 2008; 359: 274-84.

Kmetik KS, Otoole MF, Bossley H et al. Exceptions to Outpatient Quality Measures for Coronary Artery Disease
in Electronic Health Records. Ann Intern Med. 2011;154:227-234.

2b3. RISK ADJUSTMENT/STRATIFICATION FOR OUTCOME OR RESOURCE USE MEASURES

If not an intermediate or health outcome, or PRO-PM, or resource use measure, skip to section 2b4.
2b3.1. What method of controlling for differences in case mix is used?

No risk adjustment or stratification

[ Statistical risk model with risk factors

[ Stratification by risk categories

O Other,

2b3.1.1 If using a statistical risk model, provide detailed risk model specifications, including the risk model
method, risk factors, coefficients, equations, codes with descriptors, and definitions.
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Current testing Data 1 and Data 2

Not applicable

2b3.2. If an outcome or resource use component measure is not risk adjusted or stratified, provide rationale
and analyses to demonstrate that controlling for differences in patient characteristics (case mix) is not
needed to achieve fair comparisons across measured entities.

Current testing Data 1 and Data 2

Not applicable

2b3.3a. Describe the conceptual/clinical and statistical methods and criteria used to select patient factors
(clinical factors or social risk factors) used in the statistical risk model or for stratification by risk (e.g.,
potential factors identified in the literature and/or expert panel; regression analysis; statistical significance of
p<0.10; correlation of x or higher; patient factors should be present at the start of care) Also discuss any
“ordering” of risk factor inclusion; for example, are social risk factors added after all clinical factors?

Current testing Data 1 and Data 2

Not applicable

2b3.3b. How was the conceptual model of how social risk impacts this outcome developed? Please check all
that apply:

L] Published literature
(1 Internal data analysis
(1 Other (please describe)
2b3.4a. What were the statistical results of the analyses used to select risk factors?

Current testing Data 1 and Data 2

Not applicable

2b3.4b. Describe the analyses and interpretation resulting in the decision to select social risk factors (e.g.
prevalence of the factor across measured entities, empirical association with the outcome, contribution of
unique variation in the outcome, assessment of between-unit effects and within-unit effects.) Also describe
the impact of adjusting for social risk (or not) on providers at high or low extremes of risk.

Current testing Data 1 and Data 2

Not applicable

2b3.5. Describe the method of testing/analysis used to develop and validate the adequacy of the statistical
model or stratification approach (describe the steps—do not just name a method; what statistical analysis was
used)

Current testing Data 1 and Data 2

Not applicable

Provide the statistical results from testing the approach to controlling for differences in patient characteristics
(case mix) below.

If stratified, skip to 2b3.9
2b3.6. Statistical Risk Model Discrimination Statistics (e.g., c-statistic, R-squared):
Current testing Data 1 and Data 2

Not applicable
2b3.7. Statistical Risk Model Calibration Statistics (e.g., Hosmer-Lemeshow statistic):

Current testing Data 1 and Data 2

Not applicable
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2b3.8. Statistical Risk Model Calibration — Risk decile plots or calibration curves:

Current testing Data 1 and Data 2

Not applicable
2b3.9. Results of Risk Stratification Analysis:
Current testing Data 1 and Data 2

Not applicable

2b3.10. What is your interpretation of the results in terms of demonstrating adequacy of controlling for
differences in patient characteristics (case mix)? (i.e., what do the results mean and what are the norms for
the test conducted)

Current testing Data 1 and Data 2

Not applicable

2b3.11. Optional Additional Testing for Risk Adjustment (not required, but would provide additional support
of adequacy of risk model, e.q., testing of risk model in another data set; sensitivity analysis for missing data;
other methods that were assessed)

Current testing Data 1 and Data 2

Not applicable

2b4. IDENTIFICATION OF STATISTICALLY SIGNIFICANT & MEANINGFUL DIFFERENCES IN PERFORMANCE

2b4.1. Describe the method for determining if statistically significant and clinically/practically meaningful
differences in performance measure scores among the measured entities can be identified (describe the
steps—do not just name a method; what statistical analysis was used? Do not just repeat the information
provided related to performance gap in 1b)

Current testing Data
Data 1l

Measures of central tendency, variability, and dispersion were calculated.
Data 2
Measures of central tendency, variability, and dispersion were calculated.

2b4.2. What were the statistical results from testing the ability to identify statistically significant and/or
clinically/practically meaningful differences in performance measure scores across measured entities? (e.g.,
number and percentage of entities with scores that were statistically significantly different from mean or some
benchmark, different from expected; how was meaningful difference defined)

Current testing data

Data 1l

Based on the sample of 27 included providers, the mean performance rate is 0.46, the median performance
rate is 0.00 and the mode is 0.00. The standard deviation is 0.51. The range of the performance rate is 1.00,
with a minimum rate of 0.00 and a maximum rate of 1.0. The interquartile range is 1.00 (1.00—0.00).

Data 2

Based on the sample of 159 included providers, the mean performance rate is 0.35, the median performance
rate is 0.00 and the mode is 0.00. The standard deviation is 0.48. The range of the performance rate is 1.00,
with a minimum rate of 0.00 and a maximum rate of 1.0. The interquartile range is 1.00 (1.00—0.00).

2b4.3. What is your interpretation of the results in terms of demonstrating the ability to identify statistically
significant and/or clinically/practically meaningful differences in performance across measured entities?
(i.e., what do the results mean in terms of statistical and meaningful differences?)
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Current testing data

Datal

The range of performance from 0.00 to 1.00 suggests there’s clinically meaningful variation across providers’
performance.

Data 2

The range of performance from 0.00 to 1.00 suggests there’s clinically meaningful variation across providers’
performance.

2b5. COMPARABILITY OF PERFORMANCE SCORES WHEN MORE THAN ONE SET OF SPECIFICATIONS
If only one set of specifications, this section can be skipped.

Note: This item is directed to measures that are risk-adjusted (with or without social risk factors) OR to
measures with more than one set of specifications/instructions (e.g., one set of specifications for how to
identify and compute the measure from medical record abstraction and a different set of specifications for
claims or eMeasures). It does not apply to measures that use more than one source of data in one set of
specifications/instructions (e.g., claims data to identify the denominator and medical record abstraction for the
numerator). Comparability is not required when comparing performance scores with and without social risk
factors in the risk adjustment model. However, if comparability is not demonstrated for measures with
more than one set of specifications/instructions, the different specifications (e.g., for medical records vs.
claims) should be submitted as separate measures.

2b5.1. Describe the method of testing conducted to compare performance scores for the same entities
across the different data sources/specifications (describe the steps—do not just name a method; what
statistical analysis was used)

Current testing Data 1 and Data 2

This test was not performed for this measure.
2b5.2. What were the statistical results from testing comparability of performance scores for the same
entities when using different data sources/specifications? (e.g., correlation, rank order)

Current testing Data 1 and Data 2

This test was not performed for this measure.

2b5.3. What is your interpretation of the results in terms of the differences in performance measure scores
for the same entities across the different data sources/specifications? (i.e., what do the results mean and
what are the norms for the test conducted)

Current testing Data 1 and Data 2

This test was not performed for this measure.

2b6. MISSING DATA ANALYSIS AND MINIMIZING BIAS

2b6.1. Describe the method of testing conducted to identify the extent and distribution of missing data (or
nonresponse) and demonstrate that performance results are not biased due to systematic missing data (or
differences between responders and nonresponders) and how the specified handling of missing data
minimizes bias (describe the steps—do not just name a method; what statistical analysis was used

Current testing Data 1 and Data 2

The EHR datasets provided to us did not contain missing data so this test was not performed. Nevertheless,
missing data may have been rejected when compiled in which case those values would not be counted
towards measure performance. There is no indication that this missing data was systematic, thus their
omission would lead to unbiased performance results.

46



2b6.2. What is the overall frequency of missing data, the distribution of missing data across providers, and
the results from testing related to missing data? (e.g., results of sensitivity analysis of the effect of various
rules for missing data/nonresponse; if no empirical sensitivity analysis, identify the approaches for handling
missing data that were considered and pros and cons of each)

Current testing Data 1 and Data 2

This test was not performed for this measure. There was no missing data.

2b6.3. What is your interpretation of the results in terms of demonstrating that performance results are not
biased due to systematic missing data (or differences between responders and nonresponders) and how the
specified handling of missing data minimizes bias? (i.e., what do the results mean in terms of supporting the
selected approach for missing data and what are the norms for the test conducted; if no empirical analysis,
provide rationale for the selected approach for missing data)

Current testing Data 1 and Data 2

The EHR datasets provided to us did not contain missing data so this test was not performed. Nevertheless,
missing data may have been rejected when compiled in which case those values would not be counted
towards measure performance. There is no indication that this missing data was systematic, thus their
omission would lead to unbiased performance results.

3. Feasibility

Extent to which the specifications including measure logic, require data that are readily available or could be
captured without undue burden and can be implemented for performance measurement.

3a. Byproduct of Care Processes

For clinical measures, the required data elements are routinely generated and used during care delivery
(e.g., blood pressure, lab test, diagnosis, medication order).

3a.1. Data Elements Generated as Byproduct of Care Processes.

Generated or collected by and used by healthcare personnel during the provision of care (e.g., blood pressure,
lab value, diagnosis, depression score)

If other:
3b. Electronic Sources

The required data elements are available in electronic health records or other electronic sources. If the
required data are not in electronic health records or existing electronic sources, a credible, near-term path
to electronic collection is specified.

3b.1. To what extent are the specified data elements available electronically in defined fields? (i.e., data
elements that are needed to compute the performance measure score are in defined, computer-readable fields)

ALL data elements are in defined fields in a combination of electronic sources

3b.2. If ALL the data elements needed to compute the performance measure score are not from electronic
sources, specify a credible, near-term path to electronic capture, OR provide a rationale for using other than
electronic sources.

3b.3. If this is an eMeasure, provide a summary of the feasibility assessment in an attached file or make
available at a measure-specific URL.

Attachment Attachment: Feasibility_Attachment_-_Annual_HCV_Screening.pdf
3c. Data Collection Strategy

Demonstration that the data collection strategy (e.g., source, timing, frequency, sampling, patient
confidentiality, costs associated with fees/licensing of proprietary measures) can be implemented (e.g.,
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already in operational use, or testing demonstrates that it is ready to put into operational use). For
eMeasures, a feasibility assessment addresses the data elements and measure logic and demonstrates the
eMeasure can be implemented or feasibility concerns can be adequately addressed.

3c.1. Describe what you have learned/modified as a result of testing and/or operational use of the measure
regarding data collection, availability of data, missing data, timing and frequency of data collection,
sampling, patient confidentiality, time and cost of data collection, other feasibility/implementation issues.

IF a PRO-PM, consider implications for both individuals providing PROM data (patients, service recipients,
respondents) and those whose performance is being measured.

We have not identified any areas of concern or made any modifications as a result of testing of the measure in
relation to data collection, availability of data, missing data, timing and frequency of data collection, sampling,
patient confidentiality, time and cost  of data collection, and other feasibility issues unless otherwise noted.

3c.2. Describe any fees, licensing, or other requirements to use any aspect of the measure as specified (e.g.,
value/code set, risk model, programming code, algorithm).

The Measures, while copyrighted, can be reproduced and distributed, without modification, for
noncommercial purposes, eg, use by health care providers in connection with their practices. Commercial use
is defined as the sale, license, or distribution of the Measures for commercial gain, or incorporation of the
Measures into a product or service that is sold, licensed or distributed for commercial gain.

Commercial uses of the Measures require a license agreement between the user and the PCPI® Foundation
(PCPI®) or the American Medical Association (AMA). Neither the American Medical Association (AMA), nor the
former AMA-convened Physician Consortium for Performance Improvement® (AMA-PCPI), nor PCPI, nor their
members shall be responsible for any use of the Measures.

4. Usability and Use

Extent to which potential audiences (e.g., consumers, purchasers, providers, policy makers) are using or could
use performance results for both accountability and performance improvement to achieve the goal of high-
quality, efficient healthcare for individuals or populations.

4a. Accountability and Transparency
Performance results are used in at least one accountability application within three years after initial
endorsement and are publicly reported within six years after initial endorsement (or the data on
performance results are available). If not in use at the time of initial endorsement, then a credible plan for
implementation within the specified timeframes is provided.

4.1. Current and Planned Use

NQF-endorsed measures are expected to be used in at least one accountability application within 3 years and

publicly reported within 6 years of initial endorsement in addition to performance improvement.

Planned Current Use (for current use provide URL)
Public Reporting

4a.1. For each CURRENT use, checked above, provide:

e Name of program and sponsor

e Purpose

e Geographic area and number and percentage of accountable entities and patients included
4a.2. If not currently publicly reported OR used in at least one other accountability application (e.g.,
payment program, certification, licensing) what are the reasons? (e.g., Do policies or actions of the
developer/steward or accountable entities restrict access to performance results or impede implementation?)
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The measure was included on the Measures Under Consideration (MUC) list as an eMeasure. While the
measure was chosen by CMS for inclusion in PQRS 2016 and then rolled into the MIPS program, CMS chose to
implement it as a registry measure. PCPI plans to resubmit this measure to the MUC list as an eMeasure with
the hopes of it being implemented as such.

The PCPI strongly encourages the use of its measures in quality improvement and accountability initiatives and
promotes their use in public reporting programs. Measures developed by the PCPI, while copyrighted, can be
reproduced and distributed, without modification, for noncommercial purposes, e.g., use by health care
providers in connection with their practices. As a measure developer, we work with measure implementers as
opportunities arise to encourage and facilitate the integration of PCPl measures in their programs.

4a.3. If not currently publicly reported OR used in at least one other accountability application, provide a
credible plan for implementation within the expected timeframes -- any accountability application within 3
years and publicly reported within 6 years of initial endorsement. (Credible plan includes the specific
program, purpose, intended audience, and timeline for implementing the measure within the specified
timeframes. A plan for accountability applications addresses mechanisms for data aggregation and reporting.)

The measure was included on the Measures Under Consideration (MUC) list as an eMeasure. While the
measure was chosen by CMS for inclusion in PQRS 2016 and then rolled into the MIPS program, CMS chose to
implement it as a registry measure. PCPI plans to resubmit this measure to the MUC list as an eMeasure with
the hopes of it being implemented as such.

4b. Improvement
Progress toward achieving the goal of high-quality, efficient healthcare for individuals or populations is
demonstrated. If not in use for performance improvement at the time of initial endorsement, then a
credible rationale describes how the performance results could be used to further the goal of high-quality,
efficient healthcare for individuals or populations.

4b.1. Progress on Improvement. (Not required for initial endorsement unless available.)

Performance results on this measure (current and over time) should be provided in 1b.2 and 1b.4. Discuss:

e Progress (trends in performance results, number and percentage of people receiving high-quality
healthcare)

e Geographic area and number and percentage of accountable entities and patients included
No data regarding progress on improvement is available at this time.

4b.2. If no improvement was demonstrated, what are the reasons? If not in use for performance
improvement at the time of initial endorsement, provide a credible rationale that describes how the
performance results could be used to further the goal of high-quality, efficient healthcare for individuals or
populations.

It is anticipated that if this measure is implemented, more persons who inject drugs, (PWID), will be aware of
their infection status and can seek appropriate treatment. PWID have the highest incidence of HCV in the
United States, yet a majority have not been screened for HCV. By implementing this measure, health care
professionals can “move the needle” on encouraging HCV testing for PWID and help to increase the HCV
screening rate across the United States.

4c. Unintended Consequences
The benefits of the performance measure in facilitating progress toward achieving high-quality, efficient
healthcare for individuals or populations outweigh evidence of unintended negative consequences to
individuals or populations (if such evidence exists).
4c.1. Were any unintended negative consequences to individuals or populations identified during testing; OR
has evidence of unintended negative consequences to individuals or populations been reported since
implementation? If so, identify the negative unintended consequences and describe how benefits outweigh
them or actions taken to mitigate them.
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We are not aware of any unintended consequences at this time, but we take unintended consequences very
seriously and therefore continuously monitor to identify actions that can be taken to mitigate them.

5. Comparison to Related or Competing Measures

If a measure meets the above criteria and there are endorsed or new related measures (either the same
measure focus or the same target population) or competing measures (both the same measure focus and the
same target population), the measures are compared to address harmonization and/or selection of the best
measure.

5. Relation to Other NQF-endorsed Measures

Are there related measures (conceptually, either same measure focus or target population) or competing
measures (conceptually both the same measure focus and same target population)? If yes, list the NQF # and
title of all related and/or competing measures.

No
5.1a. List of related or competing measures (selected from NQF-endorsed measures)
5.1b. If related or competing measures are not NQF endorsed please indicate measure title and steward.

5a. Harmonization

The measure specifications are harmonized with related measures;

OR

The differences in specifications are justified
5a.1. If this measure conceptually addresses EITHER the same measure focus OR the same target population
as NQF-endorsed measure(s):
Are the measure specifications completely harmonized?
5a.2. If the measure specifications are not completely harmonized, identify the differences, rationale, and
impact on interpretability and data collection burden.
5b. Competing Measures

The measure is superior to competing measures (e.g., is a more valid or efficient way to measure);

OR

Multiple measures are justified.
5b.1. If this measure conceptually addresses both the same measure focus and the same target population
as NQF-endorsed measure(s):
Describe why this measure is superior to competing measures (e.g., a more valid or efficient way to measure
quality); OR provide a rationale for the additive value of endorsing an additional measure. (Provide analyses
when possible.)

Appendix

A.1 Supplemental materials may be provided in an appendix. All supplemental materials (such as data
collection instrument or methodology reports) should be organized in one file with a table of contents or
bookmarks. If material pertains to a specific submission form number, that should be indicated. Requested
information should be provided in the submission form and required attachments. There is no guarantee that
supplemental materials will be reviewed.

No appendix Attachment:
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Contact Information

Co.1 Measure Steward (Intellectual Property Owner): PCPI

Co.2 Point of Contact: PCPI, Measures, PCPIMeasures@ama-assn.org, 312-224-6070-
Co.3 Measure Developer if different from Measure Steward: PCPI

Co.4 Point of Contact: Kerri, Fei, kerri.fei@thepcpi.org, 312-224-6070-

Additional Information

Ad.1 Workgroup/Expert Panel involved in measure development

Provide a list of sponsoring organizations and workgroup/panel members’ names and organizations.
Describe the members’ role in measure development.

PCPI measures are developed through cross-specialty, multi-disciplinary work groups. All medical specialties
and other health care professional disciplines participating in patient care for the clinical condition or topic
under study are invited to participate as equal contributors to the measure development process. In addition,
the PCPI strives to include on its work groups individuals representing the perspectives of patients, consumers,
private health plans, and employers. This broad-based approach to measure development ensures buy-in on
the measures from all stakeholders and minimizes bias toward any individual specialty or stakeholder group. All
work groups have at least two co-chairs who have relevant clinical and/or measure development expertise and
who are responsible for ensuring that consensus is achieved and that all perspectives are voiced.

Work Group members:

John W. Ward, MD (Co-chair) (internal medicine)

John B. Wong, MD (Co-chair) (gastroenterology, hepatology, methodology)
Joel V. Brill, MD, AGAF, CHCQM (gastroenterology)

Roger Chou, MD (internal medicine, guideline experience)

Richard H. Davis, Jr., PA-C (physician assistant)

Yngve Falck-Ytter, MD, AGAF (gastroenterology/liver/hepatology)

Troy Fiesinger, MD, FAAFP (family medicine)

Marc G. Ghany, MD, MHSc (guideline experience/hepatology)

Marwan Haddad MD, MPH, AAHIVS (HIV/HCV, community health center)
Arthur Yu-shin Kim, MD (Infectious Diseases, HIV/HCV co-infection)
Pritha Kuchaculla (American Liver Foundation, patient advocacy)

Daniel B. Raymond (consumer/patient advocacy group)

Paola Ricci, MD (hepatology/gastroenterology)

Martha Shea, BSN, RN (American Liver Foundation, patient advocacy)
Jessica A. Shepherd, MD, MBA (OB/GYN)

Margaret C. Shuhart, MD, MS (hepatology/gastroenterology)

Amy Hirsch Shumaker, PharmD, BCPS (pharmacy, hepatology, infectious diseases)
Aynsley D. Smith, CNP, MPH (hepatology nurse practitioner)

Chris Taylor (patient advocacy/public health)

Glenn Treisman, MD, PhD (HIV and HCV psychiatrist)
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Weifeng Weng, PhD (health services researcher/ABIM PIM development)
John Yao, MD, MPH, MBA, MPA, FACP (health plan representative)
Measure Developer/Steward Updates and Ongoing Maintenance

Ad.2 Year the measure was first released: 2013

Ad.3 Month and Year of most recent revision: 2018

Ad.4 What is your frequency for review/update of this measure? Supporting guidelines, specifications and
coding for this measure are reviewed annually.

Ad.5 When is the next scheduled review/update for this measure? 2019
Ad.6 Copyright statement: Copyright 2019 PCPI(R) Foundation. All Rights Reserved.

The Measure is not a clinical guideline, does not establish a standard of medical care, and has not been tested
for all potential applications.

The Measure, while copyrighted, can be reproduced and distributed, without modification, for noncommercial
purposes, e.g., use by health care providers in connection with their practices. Commercial use is defined as
the sale, license, or distribution of the Measure for commercial gain, or incorporation of the Measure into a
product or service that is sold, licensed or distributed for commercial gain.

Commercial uses of the Measure require a license agreement between the user and the PCPI(R) Foundation
(PCPI[R]) or the American Medical Association (AMA). Neither the AMA, nor the former AMA-convened
Physician Consortium for Performance Improvement(R) (AMA-PCPI), nor PCPI, nor their members shall be
responsible for any use of the Measure.

AMA and PCPI encourage use of the Measure by other health care professionals, where appropriate.
THE MEASURE AND SPECIFICATIONS ARE PROVIDED “AS IS” WITHOUT WARRANTY OF ANY KIND.

Limited proprietary coding is contained in the Measure specifications for convenience. Users of the proprietary
code sets should obtain all necessary licenses from the owners of these code sets. The AMA, the PCPI and its
members and former members of the AMA-PCPI disclaim all liability for use or accuracy of any Current
Procedural Terminology (CPT[R]) or other coding contained in the specifications.

CPT(R) contained in the Measure specifications is copyright 2004-2018 American Medical Association. LOINC(R)
is copyright 2004-2018 Regenstrief Institute, Inc. This material contains SNOMED Clinical Terms(R) (SNOMED
CT[R]) copyright 2004-2018 International Health Terminology Standards Development Organisation. ICD-10 is
copyright 2018 World Health Organization. All Rights Reserved.

Ad.7 Disclaimers: Please see the copyright statement above in AD.6 for disclaimer information.

Ad.8 Additional Information/Comments:
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