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. . . the following Titanium and Platinum Corporate 
Sponsors for their ongoing support of the Society:

ISMPP Would Like to Thank…
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• This webinar has been approved for 
1.0 ISMPP CMPPTM Recertification Credits 
Please capture a screenshot to submit for credit

• Reminder to enter CMPPTM credits earned 
at the 2021 EU Meeting

• Registration for the 17th Annual Meeting closes 
March 31!

– Plenaries/On-demand: April 12 – 14, 2021 
– Workshops: April 19 – 23, 2021

ISMPP announcements
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How to ask questions
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Feel free to ask a question at any time, however all questions will be held 
until the end the of the presentation.

To ask a question, open the Q&A window, type your question into the 
Q&A box. Click Send

Note: Check Send Anonymously if you do not want your name attached 
to your question in the Q&A

We will make every effort to respond to all questions live (out loud)



Faculty
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Brian Scheckner, PharmD, ISMPP CMPPTM

Senior Director, Medical Communications, 
Neuroscience Franchise, Global Scientific Affairs, 

Global Medical Affairs, Jazz Pharmaceuticals

Evelyn Sarnes, PharmD, MPH
Vice President, Value & Access 

Communications, Xcenda

Laura Happe, PharmD, MPH
Editor-in-Chief, Journal of Managed Care 

and Specialty Pharmacy;                                        
Associate Professor and Director of Online 

Masters, University of Florida



• Information presented reflects the personal knowledge and 
opinion of the presenters and does not necessarily represent 
the position of their current or past employers

Disclaimer
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Objectives
• Explain skills needed to produce effective 

communications for payers

• Identify common managed care pharmacy 
communication tools (Hint: PIE is not just something 
you eat at Thanksgiving)

• Describe publication strategies to make your 
manuscript resonate with payers

7



Managed care pharmacy

QUALITY

ACCESS

COST

SUSTAINABLE 
BUSINESS



Top pharmacy 
benefit managers
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The top 6 PBMs 
process 95% of 
all prescription 
claims.



Data in formulary monographs
10

Clinical 
trials

Product 
labeling

Consensus 
statements

Systematic 
reviews

RWE

Other

Hurwitz JT, Brown M, Graff JS, Peters L, Malone DC. Is real-world evidence used in P&T 
monographs and therapeutic class reviews? J Manag Care Spec Pharm. 2017;23(6):613-620.



Real-world evidence ► RWE
RWE is the clinical evidence regarding the usage and 

potential benefits or risks of a medical product derived from 
analysis of data collected in the routine delivery of healthcare.

11

Lee W, Dayer V, Jiao B, Carlson JJ, Devine B, Veenstra DL. Use of real-world evidence in economic 
assessments of pharmaceuticals in the United States. J Manag Care Spec Pharm. 2021;27(1):5-4.



Growth in RWE publications
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Search query: ((((("Health claims"[Title/Abstract]) or ("real-world evidence"[Title/Abstract])) OR ("registry"[Title/Abstract])) OR ("electronic medical records"[Title/Abstract])) OR ("cost-effectiveness 
analysis"[Title/Abstract])) AND ("clinical study"[Publication Type] OR "observational study"[Publication Type])
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Examples of RWE used by payers
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Value of publications for payers
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97%

94%
71%

69%

63%

63%

49%

91%
94%

64%

54%

41%

68%

24%

Peer-reviewed publications (eg, clinical trials, real-world studies)

Clinical practice guidelines

Formulary kit or components

Approved product dossiers

ICER reports

Slide decks with clinical study information

Slide decks with HEOR studies

Used Most

Highly Valued

Most Used Sources of Information and Corresponding Value for Medical 
Policy/Formulary Decision-Making

Survey of Xcenda’s Managed Care Network, Sept 2020 (N=35 US pharmacy/medical directors)
Q2a. Which of the following sources of information does your organization use to support medical policy and/or formulary decision-making?
Q2b. How useful are each of the following sources of information for medical policy and/or formulary decision-making within your organization? (Showing % 
Extremely/Very Useful)



34%

35%

50%

63%

80%

41%

45%

43%

34%

15%

24%

20%

7%

2%

5%

Medscape

Health policy and regulatory journals (eg, Health Affairs)

Therapeutic-specific clinical journals (eg, J Clin
Gastroenterol)

Professional society journals (eg, JMCP)

Medical journals (eg, NEJM)

Extremely helpful Somewhat helpful Not very helpful / Not at all helpful

What type of journals do payers read? 
15

Assessment of “Helpfulness” of Journal/Media Types

Survey of Xcenda’s Managed Care Network, June 2019 (N=41 US pharmacy/medical directors)
Q408. How helpful to your role are each of the following sources? 



Timing of information relative to 
product approval 
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Preference for Receipt of Information  Pre vs. Post FDA Product Approval
(Showing Timing for Most Used Information Only)

Survey of Xcenda’s Managed Care Network, Sept 2020 (N=35 US pharmacy/medical directors)
Q2a. Which of the following sources of information does your organization use to support medical policy and/or formulary decision-making?
Q3. How useful are each of the following sources of information for medical policy and/or formulary decision-making within your organization? Before vs. After Product 
Approval (Choose One)

24%

15%

16%

41%

27%

76%

85%

84%

59%

73%

Peer-reviewed publications (eg, clinical trials, real-world studies)

Clinical practice guidelines

Formulary kit or components

Approved product dossiers

ICER reports

Slide decks with clinical study information

Slide decks with HEOR studies

Pre-FDA Approval

Post-FDA Approval
(Not rated)

(Not rated)



Pre-approval Information Exchange
17

Key: FDA – Food and Drug Administration; FDAMA – Food and Drug Administration Modernization Act; HCEI – healthcare economic information; PIE – pre-approval information exchange.
Source: Food and Drug Administration. Drug and device manufacturer communications with payors, formulary committees, and similar entities – questions and answers. Guidance for 
industry and review staff. https://www.fda.gov/media/102683/download. June 2018. Accessed December 12, 2019.

FDA Guidance on 
HCEI and PIE
June 2018

“Drug and Device 
Manufacturer 

Communications With 
Payers, Formulary 

Committees, and Similar 
Entities — Questions 

and Answers
Guidance for Industry 

and Review Staff”

Provides a pathway to start communicating with payers earlier in the 
product’s lifecycle, as well as post-approval HCEI
 Clarifies how biopharmaceutical manufacturers can 

communicate truthful and non-misleading information to 
payers across a product’s lifecycle

 Allows manufacturers to share certain HCEI on approved 
products or devices with payers 

 Allows manufacturers to share information with payers on 
unapproved products or unapproved uses of cleared 
products, as long as certain conditions are met (“PIE”)

 Note that recommendations from the FDA guidance are 
non-binding



Strategies to make your 
communication tools 
resonate with payers
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Know your audience
19

Data-driven

Value clinical + economic data

Make population-level decisions

Detail-oriented

Not swayed by traditional marketing

Not absent of emotion

Busy
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Speak their language
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Speak their language



Speak their language 
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Publishing for payers
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2020 most-read paper
• Pharma-funded
• Rare disease
• High-cost therapeutic area
• RWE → EMR data
• Small sample size, N=120
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Publishing for payers (cont’d)



ISMPP – University of 
Florida Partnership
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University of Florida 
Online Graduate Program

26

Master’s or certificate ● Focused on Outcomes and Policy ●
Designed for working professionals ● 5 concentrations

ISMPP members 
receive 50% off 

the first and 
last courses

www.onlinepop.pharmacy.ufl.edu



Q&A

27

To ask a question, open the Q&A window, type your 
question into the Q&A box. Click Send



Upcoming ISMPP U webinars
28

May 26th: Tackling simultaneous publications: Real-world strategies for 
success 

This spring…

• Real world evidence/ISPOR

• Medical Devices



We hope you enjoyed today's presentation. 

After closing out of Zoom, please click the CONTINUE button 
on your screen to take our short survey. Thank you!

Thank you for attending!
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