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Learning Objectives

1.

2.

Explain the current state of outcome measurement and reporting
In specialty pharmacy.

Describe the process and lessons learned from designing and
executing the modified Delphi methodology to determine
consensus on meaningful measures to be used in specialty
pharmacy practice.

Review case studies of how the modified Delphi methodology
has been used to reach consensus by a national
multistakeholder panel including results in rheumatoid arthritis,
ongoing efforts in inflammatory bowel diseases, and future plans
across specialty areas.
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Continuing Pharmacy Education Credit

4 The Academy of Managed Care Pharmacy (AMCP) is\
accredited by the Accreditation Council for Pharmacy
Education as a provider of continuing pharmacy
education. This activity is accredited to provide 1.25
contact hours of continuing pharmacy education
\_ (CPE) credit. .

v’ Instructions to claim credit can be found in the app
v" Obtain the session access code
v Login to amcplearn.org
v' Submit by Monday, April 28, 2025

\_
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AMCP Antitrust Guidelines

* AMCP’s policy is to comply fully and strictly with all federal
and state antitrust laws

* Nothing in this presentation should be interpreted as
encouraging or suggesting collective action

* This session will be monitored for any antitrust violations
and will be stopped by the session monitor if any such
violation occurs

* Please refer to the final program or
www.amcp.org/antitrust for more information
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Polling Question

LQ1: Which of the following best describes the current state of
outcome measurement and reporting in specialty pharmacy?

a) Primarily focuses on operational metrics
b) Efficiently performed structured data from one source

c) Measures are rarely measured or reported, and there is little
emphasis on improving this area

d) Limited to accreditation measures only
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Polling Question

LQ2: Which of the following is a key lesson learned from using
the modified Delphi methodology to determine consensus on
meaningful measures in specialty pharmacy practice?

a) ltis ineffective in achieving consensus among experts
b) There are clear guidelines for how to determine consensus

c) Engaging a diverse panel of experts makes consensus easier to
achieve.

d) Itis helpful to determine the specificity of planned measures prior
to engaging experts.
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Polling Question

LQ3: Which of the following measures were excluded as a result
of the first survey round in the modified Delphi study to identify
outcome measures for specialty pharmacists in rheumatoid
arthritis?

a) Adherence

b

) Medication outcomes
c) Unplanned healthcare utilization
)

d) Safety screening
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= Specialty Medications

A specialty drug is more complex than most prescription
medications and can be a biologic or traditional drug.

The disease Payer
or condition it Access authorization
is used to restrictions or benefit
treat requirements

Patient
financial
hardship

Management
of its side
effect profile

Administration
technique

Drug itself

What is Specialty Pharmacy? NASP. Available at: https://naspnet.org/wp-content/uploads/2019/08/What-Is-Specialty-Pharmacy-090718.pdf
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Specialty Medications Need a Different

Pharmacy Model

: ?

Medication Treatment

< ¢ monitoring ((
access and .

Hi affordabilit , and
I%/ \_ g .‘} : kOptimization %@i
Care
Pre- Medication coordination
treatment delivery oordinatio
assessment

P \_ ) _ reduction
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Specialty Pharmacy Models

SHARE OF PHARMACY LOCATIONS WITH SPECIALTY PHARMACY
ACCREDITATION, BY CORPORATE OWNERSHIP, 2021

* Diversity in pharmacy

n=1,570 models
PoNHealth-\ Wholesaler - Specialty medication
Other distribution channels
. determination:
ndenendent  PBM network restrictions
* Manufacturer distribution
restrictions
R - Patient choice

Retail /LTC
Chain

Adapted from: Fein, Adam J. "The Top 15 Specialty Pharmacies of 2023: Market Shares and Revenues at the Biggest PBMs, Health Plans, and Independents."
Drug Channels, 16 Apr. 2024. Available at: https://www.drugchannels.net/2024/04/the-top-15-specialty-pharmacies-of-2023.html. Permission received.
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Specialty Pharmacy Models

Prescription Revenues and Market Share from Specialty Pharmaceuticals, 2023
50%

40%

30%

30%

20%

10%

0%
CVS Specialty Accredo Optum Walgreens Centerwell Onco360 All others
Specialty

Fein, Adam J. "The Top 15 Specialty Pharmacies of 2023: Market Shares and Revenues at the Biggest PBMs, Health Plans, and Independents."
Drug Channels, 16 Apr. 2024. Available at: https://www.drugchannels.net/2024/04/the-top-15-specialty-pharmacies-of-2023.html.
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Measures are Used to Set a Standard
In Specialty Pharmacy

* Accreditation Measures
- URAC
« ACHC

* PQA Quality Specialty Measures set
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Specialty Pharmacy Impact on Outcomes

Specialty
Medication

. Treatment
outcome

Patient
care

delivery Satisfaction
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Current State of Measure Reporting In
Specialty Pharmacy

Disease-
specific clinical
outcomes
Operational
efficiency
Medication
outcomes
Current Operational
Measures accuracy Current Needs Patient/provider
satisfaction/ease
of use
Adherence
Cost

containment
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Specialty Pharmacies Report a Lot of Data

Internal Reporting
Productivity Metrics

Quality
Rx Volumes
L .

Mandatory Measures
Hepatitis C Completion Rate
Rx Turnaround Time
Adherence Rates

Contractual Reporting
Payor Measures Reports
Manufacturer Distribution Reports

Q
Research

Slide courtesy of Thom Platt, PharmD (University of Kentucky Health System)
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Varying Data Sources and Structure
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How COULD measures be used?




Interactive Question 7% AMCP

Agreement Likert Scale

Standardized measures for specialty pharmacies to collect
and report are needed.

Strongly Disagree Neutral Agree Strongly
Disagree Agree




Interactive Question 7% AMCP

Word Cloud

What is needed to enable standardized measure
development?
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Reaching Consensus

- Stakeholder consensus is key to implementation
* Aim: reach an agreement or a convergence of opinion

» Methods for reaching consensus
 [Modified] Delphi method
* Nominal Group Technique

O

Sarah Drumm, Catriona Bradley, Frank Moriarty, ‘More of an art than a science’? The development, design and mechanics of the Delphi Technique, Research in Social and Administrative Pharmacy,
Volume 18, Issue 1, 2022, Pages 2230-2236, ISSN 1551-7411, https://doi.org/10.1016/j.sapharm.2021.06.027.
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Modified Delphi Method

* |terative process of completing questionnaires over several rounds

* Typically uses a Likert scale for respondents to indicate
agreement/scoring

» Respondent feedback is circulated anonymously prior to each
round

=
Contents lists available at ScienceDirect

JESEANTA [N S0l b
LIIGTRATIVE RARACH
Research in Social and Administrative Pharmacy

| RSAP
journal homepage: www.elsevier.com/locate/rsap

‘More of an art than a science’? The development, design and mechanics of &&=
the Delphi Technique

Sarah Drumm ™ , Catriona Bradley “, Frank Moriarty -

* Irish Institute of Pharmacy, Royal College of Surgeons in Ireland, Ireland
" School of Pharmacy and Biomolecular Sciences, Royal Collese of Surgeons in Ireland, Ireland

Sarah Drumm, Catriona Bradley, Frank Moriarty, ‘More of an art than a science’? The development, design and mechanics of the Delphi Technique, Research in Social and Administrative Pharmacy
Volume 18, Issue 1, 2022, Pages 2230-2236, ISSN 1551-7411, https://doi.org/10.1016/j.sapharm.2021.06.027.
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Elements of the Modified Delphi

* Literature reviews » Evaluation criteria » Definition

* Environmental scan _ / , * Likert scale . * Number of rounds
* Experience/expertise * Provision - Scoring and analysis

in the field (selection * Incorporation « Special aspects

criteria)
» Size to meet need

* |dentification and
recruitment

Niederberger M, Schifano J, Deckert S, et al. Delphi studies in social and health sciences—Recommendations for an interdisciplinary standardized reporting (DELPHISTAR). Results of a Delphi study. PLOS ONE.

2024;19(8):e0304651. doi:10.1371/journal.pone.0304651
Sarah Drumm, Catriona Bradley, Frank Moriarty, ‘More of an art than a science’? The development, design and mechanics of the Delphi Technique, Research in Social and Administrative Pharmacy,

Volume 18, Issue 1, 2022, Pages 2230-2236, ISSN 1551-7411, https://doi.org/10.1016/j.sapharm.2021.06.027.
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Project Development

» Vanderbilt Health System Specialty Pharmacy (HSSP) Outcomes
Research Consortium (n=70 sites)

» Purpose: Identify important and actionable measures to be used In
specialty pharmacy practice

» Study group engagement- listserv used to recruit interested sites
within the Consortium

Vanderbilt HSSP Outcomes

i : / Research Consortium
. nriammato
Vanderbilt HSSP Outcomes Rher‘tlrr]n.?.to'd Bowel +
Research Consortium 62205'4'? Disease
(2025) IBD Pharmacy Practice

Network




Study Procedures

SP = specialty pharmacy

Round 1

Round 2

Round 3

Environmental

Litersture review

teria:

Importance [1-9),

Actionable (1-3),

Feasibility® (1-5),

Comments

Criteria:

Important {1-9),

teria:

Important [ 1-5),

Actionable [

and clinical
trials

Discuss and refine draft list
of outcomes measures

!

List of outcomes
measures

.

Score measures

—»

List of outcomes
MEeasures

v

Re-score measures

List of outcomes
MEasUres

.

Final measure scoring

SP Providers
dedicated to

Accreditor some |BD
interaction

Expert Panel
Recruitment

Categorized as incduded, uncertain,

us feedback sent to expert
pane

Categorized a= induded, uncertain,

or eliminated bas

Refined list of pricritized measures

with feasibility score

.

Study group review,
discussion, and final voting
on measures

1B
ambulatory

care
pharmacist

Managed IBD
care industry
stakeholder = stakeholder

5P 1BD clinic-
technician, f
lizison

Data Analysis

Calculate score and
conduct consensus
assessment

Calculate score and
conduct consensus
assessment

Caleulate score and
conduct consensus
assessment

7% AMCP
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Environmental Scan

\ )
I
o




Year(s) Data

Year Published Population Tested/ Population of Interest coll

CE CED 2011 iractices and beliefs of medication adhers 335 Gastroenterolog ating 16D Survey no na na
CE (=" 2008 pefine quality of health care na nE-commentary Review articke/Delphi method no na na ] na na
| CE EQ 2004 ts of communication for health care profe na nE-commentary Review artide no na na na na
CED I 20247z in 1BD [STRIDE-I) - establishing these in 55 __:,3:5 HEEE, anonymous survey, lit review, |BD expert no 2024 e :_u' = of disabi ity, mucosal healing, Qol scores (no specific units)
CED 1N 2023r interactions with pharmacists, value on | pe =_“__1’ " Patients with chronic di s [CVD/ 1BD] Survey) group sessions - quantitative and no Oct-21 Not RCT, gualitative Patient perceptions on X
mennoned, but Harvey Eragshaw index [HEI), . e
. o . L - L Harvey Bradshaw index {HBI), simp
PR . . _ . . . mentions . sC infliximab simiple clinical colitis activity Lo N -
1 CT-P13 (biosimilar] - looking at persister 178 Fatients with 1BD Multicenter cohort study no . Basaline e . . . . tvity index (SCCAI), C reactive pro
coviD (bigsimilar) index (SCCAI), C reactive protein . .
CED 15 2022 - . . e calprotectin (FC)
. . = disruntins the 1rRel recal ralnmtertin (R
- I . N N 10 = U @I i - GUUI 48 dl U, Wi - . X oUW L LY W
CED KR 2021 atic lit review {5LR) on nursing outcomes  Variable Systematic Literaturs Review es 2000-2020 {SLR] x x X i ot v
CED MO 2020ients refractory to biclogical treatments. = Ohbservational, retrospective no reported, Baseling Wesks 18, 24, 32,48 HEBI Harvey Bra
patients wers indudes SIBDQ, HEI, UCAI {IBD/GI sscondary: short Inflammatory B
32z {188 . disproportionally interventions such as i3] g [ zzion) T i - dshzw Im
| designed for individuals with 18D, 1t st crohm's ED/LC, 16-80 years, member of Retrospective znalysis yes | une 201Uy ep— redled into ' medhcation changes, | s fameraties sesgery | i, ruten ety i
gne guals L1t a " | University of Pittsburgh Medical center =P e SIS ¥es 2016 @ imo ‘ EES,  GAD-7 (Generalized Anxiety Index, Patient Health Guestonnai
124 u¢) ) Bl program, mzaking behavioral care Disorder] Anxiety Disorder
CED D Clin Gastroenteral H 201 [UPRAC) Flan non-enrolled integration,
! CED Ds Eur ] Gastroentarcl He; 2017: of introducing special IBD nurse position (72% €D, o s - Prospective observational study no 0/2014-8 outcomes of integration into 3 e L - N X
: CED AS World J G nterol. 2016 ntify/ manages medication non-adherence X [review) Review/ synthesis ne X X QuoL, including 5F 36 s “:’t:* o
CED AZ Obstet Gynecol. 2015 Aug; 126(; 2015 sical guidance on managementof 8D dur ,_ .y Synthesis of data/ clinical guidance o X b X b
I ceo o - - e - e - e e - E S r— E U E ST S IDUmsEELIL yuai s X
CED ia] x
oM 15 1-year rate of sustained |
om « | Revised Metric .1 Revised Category [~ | Clarifications needed srmary
[=Y] Mo MfA

cu co . ACR20 Disease activity nane o
ACR20, 50 Disease activity naone
ACRS50, ACR70O, Eular Response Disease activity what is the eular response?

activity limitation via FFI ?Functional status need more detail
anti-CCP Disease activity (lab) need more detail
Beck Depression Inventory QoL need more detail

BRAF-MNRS unk need more detail
CDaAl Disease activity nane
CDAl Disease activity nane
CDaAl Disease activity naone
CDAl Disease activity none
CDAIl, DAS2E8, SDAI, RAPIDZ, PAS-I Disease activity nane
CDAl, DAS28, CRP, 5DAL, RAPIDS, PAS-II; PROMIS PF10a, HAC-II, MD HAC Disease activity, functional status none
Cervical X Ray Changed to disease activity need more detail
Consider how your rheumatic disease has affected you during the last week. If you remain in th ecomin QOL need more detail
COR-19 unk

need more detail




Setting Measure Specifications

Measure 1st level 2nd level 3rd level
A measure (collect, trock) of patient disease activity (a measure that  Yes/No/Unsure  Yes What should be captured related to 1. Documentation that disease activity has been assessed
informs treat to target or achievement of remission, e.g., morning disease activity? 2. Outcomes of disease activity assessment
joint stiffness, disease burden, fatigue, pain) 3. Actions taken by the pharmacy to address disease activity
Yes What methods should specialty Validated clinical assessment requiring clinical assessment (CDAI,  What is your prefered clinical assessment tool?
pharmacies use to assess disease DAS, DAS28-ESR/CRP, SDAI, MBDA, RADAI, RADAI-5)
activity?

Validated clinical assessment using patient-reportad outcome
(RAPID3, RAPIDS, PAS-II, RADAI, RADAI-5)

A single question posed to the patient evaluating their own disease Do you have a recommended question?
activity (patient-reported outcome question)?
Laboratory Indicators
Other
Yes How soon should patient disease ~ Within 3 months
activity be measured by specialty
pharmacies after treatment

Within 6 months

e Within 1 year
initiation Other
Yes How often should patient disease  Monthly

activity be measured by specialty
pharmacies once the patient is

Every 3 months
Every 6 months
Annually
Other

considered stabilized on therapy
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Environmental Scan Lessons Learned

» Determine the specificity of planned measures and build review
procedures around that

* Err on the side of inclusion

- |t takes a village!
* 2 reviewers for each item
» Timing and deadlines are important 4
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Stakeholder Selection

» Goal: Incorporate all stakeholders involved in specialty medication
management and reporting

Prescribing
Provider

Specialty pharmacy

Clinic-based

Accreditor ‘ nurse

Specialty
Pharmacy
Specialty S
; pecialty
‘ ’ pharmacist pharmacist Pharmacy Pharmacy Pharmacy

with some : .
Managed ‘ Ambulatory el dedicated to technician analyst leader

care . lini
care pharmacist involvement CHRIC




Stakeholder Selection

* Define selection criteria
» Consider weighting

with some RA
involvement

Prescribing prov 1der (MD,

Advanced Practice
Provider [NP/PA])

Ambulatory care
pharmacis

Managed care stakeholder

Pharmaceutical industry
stakeholder

Accreditor

Clinic-based nurse

Pharmacy :

Specialty pharmacy staff member (PharmD or RIN) who assists with
educating, managing, and monitoring patients with theumatologic
conditions, but it is not their primary or sole pract;

Certified pharmacy technician whose primary role 1s to assist patients
with rtheumatologic conditions including assisting with medication access
(prior authorizations, insurance appeals and denials), and completing and
scheduling refill calls.

Provider who routinely treats and prescribes the-ra[. r for theumatoid
arthritis. This does not include pharmacists prac
collaborative practice agreement.

J g pem: in patumt care
cond ompletes follow-up a e.:!:ﬂltfﬂts_
rheumatologic c.onditions
ices in a managed care role involving

51 populatlon he:llth management, of reporting/analytics for

a health pl:m Experts may be cmplm,'cd by an insurer, pharmacy benefits
 or population health departmen The key criterion for this

stakeholder is that they are aware of or involved in designing metrics o
interest to the managed care organization when evaluating a population
of patients with rheumatologic conditions.

pharmaceutical manufacturer
which manufactures and distributes pecialty medications for RA. The
stakeholder should be involved in designing metrics that will be used in
contract reporting or whose primary role s in health economics and
research (HEOR) at the pharmaceutical manufacturer company.

Healthcare professional employed by an accrediting body for specialty
pharmacy that routinely designs or reviews accreditation measures for
patients with theumatologic conditions.

Nurse whose primary practice sit ours per week) is spent in
patient care (education, care coordination, etc.) for patients with
rheumatologic conditions. Not affiliated with the specialty pharmacy.

Healthcare professional (most often a pharmacist or pharmacy
technician) who manage: 1on, aggregation, and reporting of
data in patients with theumatologic conditions to external stakeholders
(e reditors, manufacturers, payers).

7% AMCP



Stakeholder Recruitment

» Study group submitted at

least 1 contact per
stakeholder type

* VVanderbilt team reached out

to each contact

» Stakeholders consented to

participate

* Provided acknowledgement

opportunity

Identifying Outcome Measures for Specialty Pharmacists in Rheumatoid
Arthritis (RA) Using the Delphi Method

The purpose of this modified Delphi Establishing standardized outcomes metric raluate patient

method study is to identify important disease activity could accomplish the follo

and usaful cij outcomes to be + Enable standardized reporting for accreditation,
used by specialty pharmacies for contracting, and research.
patien jith RA. Provide gui Ity pharmacies who do not
The Delphi method is a process for currently collect a diseas ecific outcome.
expert panel consensus building Enable benchmarking across the specialty pharmacy
through confidential surveys. industry.

Improve patient care and DMARD management to help

eve therapy targets.

/ One round of
ranking
measures and
feasibility
sCOrng

Two rounds of
Study voting to

Procedures:

specialty pharmacy
leadership/pharmacy analyst

# Expert panelists will be asked to complete three rounds of surveys of the medified Delphi
proce
* Each surv minutes to complete.

FOR MORE INFORMATION, PLEASE CONTACT US:
B vspoutcomesi@ivumc.org

7% AMCP
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Stakeholder Selection and Recruitment
Lessons Learned

* Definitions are important (and
debated)

- Some stakeholders need lengthy
approval times for participation

* Likely beneficial to expand beyond
study group contacts
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Stakeholder Communication
Timeline

Consent to
participate

Round 1 Analysis/feedback Round 2 Analysis/feedback Round 3 Analysis/feedback

Welcome email email/survey provided email/survey provided email/survey provided

3 Weeks 3 WeekS
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Survey Design

Measures for Identifying Outcome Measures for Specialty © 50
Pharmacists in Rheumatoid Arthritis Using the Delphi Method

- REDCap
.
/ \nonyl I lous Purpose of this survey:

The purpose of this modified Delphi method study is to identify important and usable measures to be used in specialty
pharmacy practice for patients with rheumatoid arthritis. The final measures that expert panelists agree are important

o E asy to u Se and usable will be published and recommended for use in specialty pharmacy practice, particularly among health-
system specialty pharmacies who are integrated into health system specialty clinics.

L] L] ]
® C | ea r d efl n Itl O n S a n d Survey instructions Survey Definitions (Click here to open definitions in a new tab)

+ You will rank each of the 10 measures on importance and usabi

I I I « Thi i ici d ke 10- i lete.
d I re Ctl O n S p rOVI d ed ':u'lz::.rvey is anticipated to take 10-20 minutes to complete. Yc Pefmition ]

Verb: Objective evaluation that can be monitored and
reported at a population level e.g., specialty pharmacies
Submission of this survey indicates consent to participate in the modifiec measure)
- . | . s e . N : Variable of interest to be evaluated -e.g., ¢
Measures for Specialty Pharmacists in Rheumatoid Arthritis Using the De oun: Variable of interest (o be evaluated (noun-e.g., 3
measure of disease activity)

Vanderbilt University Medical Center Institutional Review Board (#23187¢ [pisease activity Extent to which the patient is experiencing inflammation or
other signs or symptoms of immune system activity
Functional status Impact of RA on the patient’s ability to perform daily activities
Please select your expert panel type based on the below . and tasks : _ _
.. Adherence Extent to which a patient follows the prescribed instructions
descriptions. . o .
or their medication regimen

Medication persistence A measure of how long a patient has been on a specific
medication or what proportion of patients has remained on a
given therapy at a certain time point after starting, e
of patien vere still on the same medication X 12 months
after initiating therapy. Medication persistence does NOT
ake into acco

herapeutic persistence

remained on any therapy at a certain time point after
starting, e.g. 89% of patients were still on therapy X 12
months after initiating therapy. Therapeutic persistence DOES,
ake into account switching between medications used for

he same indication.

Medication switch A measure of the number or frequency of patients changing
rom one medication to another.
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Survey Feedback/Lessons Learned

1.82 e
» Difficulty to complete: ﬁl-- Difficult

* Definitions are useful, but potentially add complexity
 No difficulty, just needed to pay close attention to the wording....
* | felt there were a lot of nuances within the survey with the wording.

Easy 197 Difficult

- Difficulty to Understand: -----

* Ensure clear flow and explain context of questions
« May have been good to understand the flow of questions eatrlier.
* Better context and perspective could have been helpful.
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Expert Panelist Feedback

Identifying Outcome Measures for Specialty Pharmacists in Rheumatoid Arthritis
Using the Delphi Method- Round 1 Results & Feedback

* Provided at least 1
week prior to most
recent round

* Encouraged panelists
to review prior to
scoring in the
subsequent round

» Usefulness of feedback
sent to panel : 4.28/5

Round 1 measure scoring

Measure

Mean Importance

Mean Usability Outcome Feedback

Page

[Adherence 009|882 | Metoonsensusforinclusion | 5
[Medication oufcomes | 818|781 | Merconsensusforinclusion |6 |

Unplanned healthcare
utilization

Planned healthcare utilization

Productivity

How to use this document

Review this document before and during y«
the 3 measures that did not meet consens

Part 1 of the survey will ask you to again sc
meet consensus (patient functional status
peers on pages 2-4 before re-scoring thes

T Ao Mat ~aneanenie farinalucinn 7

CONSENSUS NOT MET- WILL BE RE-SCORED IN ROUND 2

Disease Activity

Round 1 Mean Importance score: 7.4
Round 1 Mean Usability score: 7.3

Importance Comments Usability Comments

Low/Medium ( Low/Medium (=6)

Only usable if it triggers some kind of action.
Provider input varies, variability on the ability to
use this data to direct patient care

May require additional staff time and training, new
workflows, and modifications to software.
Dependent on the consistency of patients’
participation.

prescriber/physician team primarily driving
changes to therapy based on markers of disease

SPs well positioned to capture and monitor Data from marker of ptd ctivity is not always

Can be used for research to improve RA care
Important if a threshold or change or in absolute
scoring that triggers some kind of action
Increasingly important for Prior-Authorizations and
Accreditation Requirements.

Essential to assess treatment efficacy.

More freguent touches with SP make the 5P
measurement much better from a timing standpoint.

Need to be able to measure response systematically.

helpful for pharmacist tx plan/rec. EX: itis a known
progressive disease.

Ideally, measures of disease activity are succinct.
Patients not able to distinguish between RA and other
comorbidities

Well-positioned to measure this, but not always in
clinic or able to order labs if needed

edback from several providers that RAPID3 is less
indicative of disease activity than other measures.



Measure Evaluation

* Likert scale- 3, 5, 9, 10

» Scoring is typically based
on “agreement”

* Chose to rank measures on
two factors:
* Important/meaningful

» Defined as how meaningful the expert panel
deems the measure to be for patient care

« Usable/actionable

+ Defined by the National Quality Forum as the
“extent to which potential audiences 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”

7% AMCP

1. Specialty pharmacies measuring a marker of patient disease activity (a marker that informs
treat to target or achievement of remission, e.g., markers of inflammation, RAPID3,CDAI) is:

Important 5-

0- Not Somewhat

must provide value important ; ;
important

10- Very
important

Change the slider above to set a response

Please provide any notes regarding the reasoning for your
importance rating

Usable 5.
0 - Not usable Somewhat

* must provide value
usable

Change the slider &

Please provide any notes regarding the reasoning for your
usable rating

10- Very usable
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Feasibility...

» Key aspect for implementation/uptake
» Considerations for contributing to consensus

RA Expert Panelist Feedback

20
18 ——
16 ——
14 ——
12 —
10 ——
8 —
6 ——
4 —
2 ——
0
Feasibility should be assessed within each Feasibility should be assessed within each  Feasibility should be assessed after measures
round and score should be used when round, but the feasibility score should NOT be have met consensus using other criteria
determining consensus on a measure used when determining consensus on a
measure

Strongly Agree  m Agree Disagree m Strongly disagree
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Feasibility...

* |IBD Study Group Voting

When/How should feasibility be scored?
Unsure

Feasibility should be scored at the end as a separate
assessment after consensus has been met on the measures

Feasibility should be scored within each round, but scores
should NOT be used to meet consensus (only other criteria
such as importance and usability

Feasibility should be scored within each round and scores used
to meet consensus

Respondents
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Identifying Outcome Measures for
Specialty Pharmacists in
Rheumatoid Arthritis Using the

’ Delphi Method
, 2024 - Results
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Pre-Delphi

Literature
review via

National
pharmacy/
medical
association
measures

Environmental

Criteria:
Importance
(1-10),

Usability d=

(1-10),
Comments

Criteria:
Importance
(1-10),
Usability
(1-10),
Comments

Select panelists*
score feasibility
(1-10), Provide
data availability
assessment,
Comments

*Select expert panelists
scoring feasibility: specialty
pharmacy providers, leaders,

Accreditation
PubMed measures

Guidelines and
clinical trials

\

\s
Score measures

(" Discuss
and refine
draft list of
outcome
measures

_(Table1) )

Expert Panel
Recruitment

Draft outcomes
measures

Draft outcomes
measures

Draft outcome
MEESES

Score feasibility for
measures that met
consensus

Refined list of consensus
measures with feasibility
assessment

Pharmaceutical industry

Prescribing provider (MD,

Ambulatory care
pharmacist

Specialty pharmacy
technician/liaison
Managed care
stakeholder

stakeholder

Advanced Practice
Provider [NP/PA])

Remove measures scoring in the bottom
quartile. Measures scoring = 0.7 on
importance and usability are advanced.

Share anonymous feedback to expert panel
via Delphireports.

Remove measures scoring in the bottom
quartile. Measures scoring = 0.7 on
importance and usability are advanced.

Share anonymous feedback to expert panel
via Delphireports.

Accreditor

Pharmacy analyst/
Specialty pharmacy
leadership

Clinic-based nurse  Spegcialty pharmacy

providers
(PharmD/RN) with
some RA
involvement

Specialty pharmacy
providers
(PharmD/RN)
dedicated to RA

Data Analysis

Calculate median
scores (importance +
usability) and
develop feedback
themes

Calculate median
scores (importance +
usability) and
develop feedback
themes

Provide
feasibility
assessment
findings

7% AMCP

| HSSP Consortium review and
| vote measures as reach, core,
1 neither

and pharmacy analysts
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METHODOLOGICAL APPROACH

Ambulatory care Clinic-based nurse Speci;rl(t);;ipét;ar‘;macy
pharmacist Accreditor (PharmD/RN) with

: some RA
Al F Spema_lty phgr_macy involvement
Pharmaceutical industry technician/liaison

Literature Accreditati .
review via fncgzs'uia'g” /" Discuss
PubMed and refine

draft list of

National outcome stakeholder Managed care
pharmacy/ measures

Guidelines and stakeholder Specialty pharmacy
medical . : . (Table 1) / o ; providers
association clinical trials — Prescribing provider (MD, Pharmacy analyst/

: : PharmD/RN)
Advanced Practice Specialty pharmacy (Pt
measures Provider [NP/PA]) leadership fztlipeied 1o R

Pre-Delphi

Environmental
Expert Panel
Recruitment

Draft outcomes

Criteria: measures
Importance

(1-10),
Usability dw
(1-10), S

\ )
Comments *' Calculate median

scores (importance +
usability) and
develop feedback
themes

Data Analysis
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Remove measures scoring in the bottom

quartile. Measures scoring =z 0.7 on

Draft Outcom es importance and usability are advanced.
Criteria: measures

I mpor’[ance Share anony‘r;;:lgetzﬁidrt:;knt; expert panel
(1-10),
Usability

(1-10),

Comments

Data Analysis

Calculate median
scores (importance +

usability) and
e develop feedback
Draft OUtCOm e importance and usability are advanced. them es

Select panelists* measures

score feaS|b|I|ty Share anony‘r;ri'l:lé)seflzﬁidrl;;%g:. expert panel

(1-10), Provide

Round 3 data availability

assessment, Score feasibility for
Comments measures that met

Provide
Sl feasibility
assessment
*Select expert panelists Refined list of consensus flndlngs
scoring feasibility: specialty measu;c:zevsv:;;i?abuhty
pharmacy providers, leaders,
and pharmacy analysts

i1 HSSP Consortium review and
I vote measures as reach, core,
| neither

\

-— e -



Stakeholder Survey Responses

28
25

® Round 1 Round 2 Round 3
24

19

16
1213 13
1110 11
9 9
7
S
3 , 3 4 4
11 I I
o

Accreditor Ambulatory Managed Pharmacy Prescriber Pharmacy RPh or RN RPh or RN Technician Analyst

Care Rph Care Industry (MD/APP) ] Leader -allRA -some RA J

Specialty Pharmacy




7% AMCP

Round 1 - Importance & Usability

Measures

Adherence

Disease activity

Medication outcomes

Patient functional status

Patient quality of life

Patient response to therapy

Planned healthcare utilization

Productivity

Safety screening

Unplanned healthcare utilization

Survey to evaluate Included
consensus Adherence

Medication outcomes
Patient response to therapy
Safety screening

Remove measures scoring in Uncertain
the bottom quartile. Patient functional status
Disease activity
Measures scoring =2 0.7 on Patient quality of life
importance and usability are
advanced.

Unplanned healthcare utilization

Planned healthcare utilization
Productivity
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Round 2 - Importance & Usability

Uncertain Survey to evaluate Included

Patient functional status consensus Patient functional status
Disease activity Disease activity
Patient quality of life

Remove measures scorngin L IR

the bottom quartile. atient quality of life

Measures scoring =2 0.7 on
importance and usability are
advanced.
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Overall Importance & Usability

Measures

Adherence

Disease activity

Medication outcomes

Patient functional status

Patient quality of life

Patient response to therapy

Planned healthcare utilization

Productivity

Safety screening

Unplanned healthcare utilization

Included

Adherence

Medication outcomes
Patient response to therapy
Safety screening

Patient functional status
Disease activity

Unplanned healthcare utilization
lanned healthcare utilization
roductivity
atient quality of life
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Importance & Usability

Important
Adherencel Included

Medication outcomes| Included

w
O
]
=
0]

Patient response to therapy] Included

o

Safety screening| Included

—

Patient functional status

Disease activity

Patient quality of life

Unplanned healthcare utilization =@

Planned healthcare utilization J=2¢lLES)

Productivity =t

O 00 ~N oo g b w N

Y
o

Disease activity] Included

Patient functional status| Included

Patient quality of life JESIES]

0% 25% 50% 75% 100% 0% 25% 50% 75% 100%
Percent of respondents




Round 2 — Measure Specifications

3. Patient response to therapy measures

What should be captured related to patient response to

Documentation that patient response has been
therapy? (select all that apply)

assessed

* must provide value )
Outcomes of patient response assessment
HOW SOON should response to therapy be measured by (

Actions taken by the pharmacy to address specialty pharmacies after treatment initiation (baseline)?
patient response * must provide value

Within 1 month

Within 3 months

Within 6 months

O OO0 O

N/A- should not be measured by specialty

pharmacies Within 1 year
) Other
O Unsure
? . - - ~
Hhow shululd response to therapy be assessed? (select all (J Disease activity measure (e.g., clinical O N/A- should not be measured by speciatty
that apply) assessment [RAPID3], patient-reported pharmacies
* must provide value guestion) reset
O Functional status measure (e.g., PGA, visual How often should response to therapy be measured by O Monthly
analog scale, patient reperted question) specialty pharmacies? i
. . . . ) _ O Quarterly
() single patient question evaluating disease * must provide value ~
status (e.g., stable, better, worse) () Every 6 months
(] Treat to target progression based on patient - Annually
goals (e.g., stable, better, worse) ) Other
[J Persistence to medication/stopping or +/ Unsure
changing treatment O N/A- should not be measured by specialty
pharmacies
L] Flare occurrence/frequency
() Unsure
() Other
() N/A- should not be measured by specialty

pharmacies



Round 2 — Measure Specifications

7% AMCP

Specification

Documentation

Methods

Adherence

Preference
Actions taken by the pharmacy to address adherence (90%)
Adherence scores (87%)

Documentation that adherence has been assessed (71%)
Patient-reported missed doses (83%) captured monthly (60%)
PDC (77%) captured quarterly (51%)

Specification

Elements to capture /
monitoring frequency

Medication outcomes

Preference

Serious adverse events (90%) measured/aggregated monthly (43%)

Medication discontinuation (82%) measured/aggregated quarterly (35%)

Medication switching (75%) measured/aggregated quarterly (28%)

Common Adverse Events (66%) measured/aggregated monthly (44%)

Specific medication persistence (64%) measured/aggregated either quarterly (32%) or every 6
months (30%)

Specification

Elements to capture

Screening to be
captured / monitoring
frequency

Safety screening measures

Preference

Documentation that safety screening has been assessed (87%-96% for all elements)
TB screening (83%) prior to initiation only (33%) or based on Pl (35%)

Drug-specific lab monitoring (77%) based on package insert (57%)
HBYV screening (76%) prior to initiation only (39%) or based on package insert (35%)
Immunization screening (76%) annually (49%)




Round 3 - Feasibility
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Measure

Feasibility of COLLECTION

% Moderate/very feasible

Adherence

Medication
outcomes

Safety screening

Patient-reported: 98%
Any measure: 88%
PDC: 82%

Discontinuations: 92%
Serious AEs: 86%
Switching: 82%

Common AEs: 71%
Medication Persistence: 71%

TB screening: 90%

HBV screening: 88%
Drug-specific labs: 80%
Immunization screening: 78%

% Moderate/very feasible

Any measure: 92%
Patient-reported: 88%
PDC: 86%
Discontinuations: 84%
Serious AEs: 78%
Switching: 75%

Medication Persistence: 65%
Common AEs: 63%

TB screening: 82%

HBV screening: 78%
Drug-specific labs: 67%
Immunization screening: 65%

Feasibility of REPORTING

Current Elements Collected
and/or Reported

Patient-reported: 86%
PDC: 77%

Serious AEs: 86%
Discontinuations: 73%
Switching: 63%

Common adverse events: 63%
Medication persistence: 39%
TB screening: 88%

HBV screening: 80%
Drug-specific labs: 67%
Pregnancy: 55%

Infection risk assessment: 51%
Immunization screening: 49%
HCV screening: 47%
Cardiovascular risk: 31%




Final Measures

Adherence (any measure)

Medication outcomes
Discontinuations
Serious adverse events

Common adverse events

Medication switches

Medication persistence
Patient response to therapy

Safety screening
TB screening
HBYV screening
Immunization screening
Drug-specific lab screening
Patient functional status
Disease activity

7% AMCP



7% AMCP

Determining Consensus

« Scoring measures
* Importance score
° Usablllty Score 10-point|Likert Ii::r?;{r?a:]:cclew :r?g m);ozr?aﬁé:y :r?g . R%l_ll!‘ld 3: G:S:é';li(t:o catgng%ar?:a"gon:
* Feasibility score o25romoved  <removed Y U® eakdown  Reachcore
» Composite score

» Consider use

* Optimal number of
rounds 2-3"

Round 3: Median
composite values Measure categorization:
visualized to determine Reach, core
consensus

Rounds 1 and 2:
9-point Likert scale Composite score +
feasibility score

1. Sarah Drumm, Catriona Bradley, Frank Moriarty, ‘More of an art than a science’? The development, design and mechanics of the Delphi Technique, Research in Social and Administrative Pharmacy,
Volume 18, Issue 1, 2022, Pages 2230-2236, ISSN 1551-7411, https://doi.org/10.1016/j.sapharm.2021.06.027.



More of an Art

[

]
<
=
F=

e

5

o=

2

Adherence

Disease activity

Medication outcomes

Patient functional status
Patient quality of life

Patient response o therapy
Planned healthcare utilization
Productivity

Safely screening

Unplanned healthcare utilization

result
*  JAdvance to round 2
4  Excluded

Included

0.50

% 3 or lower

% ¥ or higher

Adnherence

Disease activity
Medication outcomes
Patient functional status

Patient quality of life

Patient response fo therapy
Planned healthcare utilization
Productivity

Safely screening

Unplanned healthcare utilization

result
*  Advance to round 2
&  FExcluded

" |ncluded

% 3 or lower
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Determining Consensus- Planned IBD
Analysis

Composite score Feasibility
(lowest of importance ‘ . ‘
and usabilit

Included- no further Median score =7 At least 90% score 24

scoring

Uncertain- included Median score 4-6 At least 50% score 24

for voting in Round 2

S EICE AR -1 Median score 1-3 More than 50% score <4

scoring

After scoring from round 3, median
composite values will be visualized
Composite score Feasibility to determine an appropriate level of

(lowest of importance
consensus based on results.

and usabilit
Included- no further Median score 26.5 At least 80% score =4 Measures must have at least a
scoring : median feasibility score of 5 to be
iNn=1i I - > . - -
Uncert_aln _mcluded Median score 4-6.5 At least 50% score 24 considered for inclusion.
for voting in Round 3
SMNIGEICE G CRiTa 1@ Median score 1-3 More than 50% score <4

scoring



7% AMCP

Final Determination

Final Outcome Measure Voting by Consortium Study Group
Members

Introduction:

» Study group voting | |

¢ Core | t am g e -,___ . __ Core Reach Neither
 Defined as measures that

measure, reach measure, or nel

should be collected and

those medication outcomes that were most commonly scored as fe.

reported by all specialty e et e e
pharmaCieS Without Purpose of this survey:

The purpose of tf selected elements should be catege

exception based on their nce and in patient care.

Core: corem et that shou a orted by all specialty pharmac

They are considered mental to providing y pha y services for patients with R Patient response to therapy (any

measure)
() es are thos ntia * must provide value
to collec { The benefits of these me. r

TB screening
p members do not believe should be collected or reported * must pr

- Deemed important and

de value

actionable but not yet
essential for specialty e e oy e
pharmacies to collect and |

report

ecific lab screening
da value

Patient functional status (any
measure)

Patient disease activity (any
measure)

Please provide any notes regarding the reasoning of
your measure categorization.




Core or Reach Measures

e
c
@
£

@

L

Adherence (any measure)

Serious adverse events (AEs)

Patient response to therapy (any measure)

Discontinuations

TE screening

HBV screening

Medication switches

Immunization screening

Crug-specific lab screening

Common AEs

Patient functional status (any measure)
Patient disease activity {any measure)

Medication persistence

14

14

Reach
Categorization

0

0

Meither

7% AMCP
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Stakeholder Feedback

General agreement on importance / usability of metrics

» Exception: prescribers commenting on elements that are less
traditionally roles of pharmacists

* “Not the pharmacy’s role”
* “This seems intrusive”

36 comments about elements being useful or important
for prior authorizations or insurance coverage

* None from managed care stakeholders
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Determining Consensus Lessons
Learned

» Guidelines for determining consensus are vague \/
* Modeling can help
» Consider study purpose

* Feasibility is essential (for this work)
* If scoring expands beyond agreement, fewer variables are easier

 Additional specifications should be based on expert panelist role
(potentially)

» Stakeholder feedback themes are useful
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Implementation Challenges

Adherence

Serious AEs

Patient response to therapy
Medication discontinuations
TB screening

HBV screening

Medication switches
Medication persistence
Common AEs

Drug-specific lab screening
Immunization screening
Patient functional status
Patient disease activity

O w s~ N -

0
0
0
1
1
1
11 2
6
1
3
1
4
3

A N OO WO W
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Implementation Challenges

Capability
Opportunity Need/Motivation
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Implementation Challenges

Optional Opportunities:
Required

* Partnerships
* Meaningful data
contracts
» Elevate practice and
patient care

Pharmacies prioritize required
reporting elements over
optional elements



What’s next?

\

RA Study

* Sharing Results

* Encourage
Implementation

—

\

IBD Study

* Environmental
scan Is
underway

* Surveys later
this year

e

7% AMCP
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Key Takeaways

» Specialty pharmacies are capable and willing to report measures
that are important and meaningful to manage specialty
pharmacies, but implementation barriers exist.

* The modified Delphi method can be used to reach consensus
about what measures should be collected and reported by
specialty pharmacies and can help steer the field of specialty
pharmacy.

* Managed care stakeholders should participate in developing
consensus on meaningful measures in specialty pharmacies and
use these measures to evaluate specialty pharmacy performance
and selection.
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Open Discussion

* Feedback on use cases presented?
» Stakeholders
* Measure evaluation
* Rounds

» Delphi Method- use cases and ideas for future use?



Post-Test
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Polling Question

LQ1: Which of the following best describes the current state of
outcome measurement and reporting in specialty pharmacy?

a) Primarily focuses on operational metrics
b) Efficiently performed structured data from one source

c) Measures are rarely measured or reported, and there is little
emphasis on improving this area

d) Limited to accreditation measures only
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Polling Question

LQ1: Which of the following best describes the current state of
outcome measurement and reporting in specialty pharmacy?

a) Primarily focuses on operational metrics
b) Efficiently performed structured data from one source

c) Measures are rarely measured or reported, and there is little
emphasis on improving this area

d) Limited to accreditation measures only

CORRECT RESPONSE: A

BRIEF EXPLANATION: B- data is often structured and unstructured and from multiple sources;
C- Specialty pharmacies have a large amount of outcomes reporting and want to improve; D-
Measures are reported to multiple stakeholders
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Polling Question

LQ2: Which of the following is a key lesson learned from using
the modified Delphi methodology to determine consensus on
meaningful measures in specialty pharmacy practice?

a) ltis ineffective in achieving consensus among experts
b) There are clear guidelines for how to determine consensus

c) Engaging a diverse panel of experts makes consensus easier to
achieve.

d) Itis helpful to determine the specificity of planned measures prior
to engaging experts.
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Polling Question

LQ2: Which of the following is a key lesson learned from using
the modified Delphi methodology to determine consensus on
meaningful measures in specialty pharmacy practice?

a) lItis ineffective in achieving consensus among experts
b) There are clear guidelines for how to determine consensus

c) Engaging a diverse panel of experts makes consensus easier to
achieve.

d) Itis helpful to determine the specificity of planned measures
prior to engaging experts.

CORRECT RESPONSE: D
BRIEF EXPLANATION: A- this method can successfully lead to consensus; B- clear guidelines
are not available and approaches should be based on purpose; C- consensus may be harder

with a more diverse panel
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Polling Question

LQ3: Which of the following measures were excluded as a result
of the first survey round in the modified Delphi study to identify
outcome measures for specialty pharmacists in rheumatoid
arthritis?

a) Adherence

b

) Medication outcomes
c) Unplanned healthcare utilization
)

d) Safety screening
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Polling Question

LQ3: Which of the following measures were excluded as a result
of the first survey round in the modified Delphi study to identify

outcome measures for specialty pharmacists in rheumatoid
arthritis?

a) Adherence
b) Medication outcomes
c) Unplanned healthcare utilization

d) Safety screening

CORRECT RESPONSE: C

BRIEF EXPLANATION: Adherence, medication outcomes, and safety screening were identified
for inclusion after the first round of surveys. Unplanned healthcare utilization, planned
healthcare utilization, and productivity met consensus for exclusion during the first round.
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Questions

AMCP Nexus 2025
Continuing Pharmacy Education Sessions
Call for Proposals is open!
Please visit amcpnexus.org for more information.

&

P
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