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Learning Objectives

• Describe ongoing REMS standardization efforts

• Understand the importance of REMS 
standardization and integration 

• Discuss opportunities and challenges in 
integrating REMS in to the healthcare system
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A Complex System
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REMS Programs

Spread knowledge

Risk 
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Integrate interventions 
to ensure safe use of 

the drug

Risk Mitigation
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Efforts to Standardize & Integrate REMS

2011: REMS 
Integration 

Initiative

July 2013: 
Standardization 

and Evaluation of 
REMS

October 2015: 
Understanding and 

Evaluating REMS 
impact on the 
Health Care 

Delivery System 
and Patient Access

October 
2016: REMS 

SPL Pilot 
Program

June 2016: 
Duke –

Margolis 
meeting 

REMS 
Platform 

Standards

September 
2017: Draft 
Guidance 

on Content 
of REMS 

Using SPL

October 
2017: REMS 

Platform 
Standards 
Initiative: 

Needs 
Assessment

October 
2017: 
Draft 

Guidance 
on Format 

and 
Content 

of a REMS 
Document

December 
2019: 
REMS 
Web 

Portal RFI 

https://www.fda.gov/industry/prescription-drug-user-fee-amendments/rems-integration-initiative
https://www.fda.gov/media/86199/download
https://www.federalregister.gov/documents/2015/07/24/2015-18149/risk-evaluation-and-mitigation-strategies-understanding-and-evaluating-their-impact-on-the-health
https://www.federalregister.gov/documents/2015/10/06/2015-25349/electronic-submission-of-final-approved-risk-evaluation-and-mitigation-strategies-and-summary
https://healthpolicy.duke.edu/events/building-common-risk-evaluation-and-mitigation-strategies-rems-platform-expert-workshop
https://www.fda.gov/media/107302/download
https://www.fda.gov/media/106442/download
https://www.fda.gov/media/77846/download
https://beta.sam.gov/opp/3c27376564bf4dc88e05e01f00aab5b8/view
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REMS Standardization

Risk 
Communication 

REMS document

Structured Product Labeling (SPL)

REMS@FDA
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REMS Document

• Communicates REMS 
requirements

• Standardizes the format 

• Standardizes the way 
the requirements are 
being conveyed to 
stakeholders
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Standardized Format

Who

When

What

With 

What
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REMS Documents in New Format

Currently 57 
approved REMS

31 (61%) REMS 
documents are in 
the new format

4 are in the process 
of being converted 

into the new format

22 (39%) REMS 
documents are in 

the old formatOver the past 2 years 
more than 50% of REMS 

are in the new format 
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What is SPL?
• SPL (“Structured Product Labeling”) is a data 

standard for capturing information about drug 
products

• SPL is developed and maintained by a Standards 
Development Organization called Health Level 
Seven International (HL7)

• SPL enables the uptake of drug product information 
by drug information and health IT vendors
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REMS & Structured Product Labeling
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REMS SPL starts with the official
“REMS Document”

REMS SPL follows the format of the 

new REMS document template

What happens if my REMS is not in 

the new format?

➢ You will need to create “REMS 

summary” tables
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REMS SPL Guidance
• This draft guidance and the 

“SPL implementation guide” 
describe the requirements for 
the electronic submission of 
the content of a REMS

• FDA is now finalizing the draft 
guidance 

• Electronic submission 
requirements take effect 2 
years from the publishing of a 
final guidance
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REMS in SPL Format

Of the 57 currently 
approved REMS

Less than 1% 
submitted in SPL
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REMS@FDA 

New website launched in 2015 
(updated 2017) to provide a 
standardized, user-friendly, 
and up-to-date repository of 
REMS information

Improve communication about 
REMS and meet needs of 
various users



www.fda.gov 16

Challenge Question #1

To submit your REMS in SPL to the FDA, it is 
necessary to:
A. Have your REMS document in the new format

B. Create a REMS “summary” if your REMS document 
is in the old format 

C. The format of your REMS document does not 
matter

D. A & B
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Challenge Question #2

Sponsors will be required to submit their REMS 
document in SPL within:

A. 1 year from publication of the final guidance

B. 2 years from publication of the final guidance 

C. It is already in effect

D. Never
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REMS Integration: Healthcare Systems

Risk 
Mitigation 
Interventions

Health IT data standards

NCPDP Standards

REMS Web Portal Initiative
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REMS requirements for stakeholders

• REMS with ETASU often requires:

- Prescribers and pharmacist to 

be certified and trained 

- Patients be counseled and 

monitored

- Certain safe-use conditions to 

be verified or documented 

before drug is dispensed

Source: REMS@FDA 

Accessed March 2019
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Integration into Workflow is Key

These Photos by Unknown Author are licensed under CC BY-SA

https://en.wikipedia.org/wiki/Clinical_engineering
https://creativecommons.org/licenses/by-sa/3.0/
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Considerations for REMS Integration

• Should be part of the clinical workflow 

• Should be compatible with existing health 
Information technology (HIT)

• Should be flexible to adapt to changes in the 
healthcare system and new technologies

• Should allow for equal access
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Health Data Standards
• Are a common way of (electronically) communicating health 

information

• Allow healthcare providers to work together in a large, complex, and 
increasingly electronic healthcare system

• Have a couple of distinctive features: 

– Not developed by FDA or government, but rather by Standards 
Development Organizations (SDOs) like NCPDP1 and HL72

– Once they’re developed, they need to be adopted by stakeholders (i.e., 
healthcare providers, EHR vendors, drug information vendors, REMS 
programs)

1National Council for Prescription Drug Programs
2Health Level 7 International
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Leveraging Health Data Standards

Source: 2018 Surescripts National Progress Report. Retrieved from

https://surescripts.com/news-center/national-progress-report-2018/

First REMS was approved in 
2008 when less than 10% of 
prescribers were e-prescribing

Most REMS have not leveraged 
health data standards

https://surescripts.com/news-center/national-progress-report-2018/
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NCPDP Telecommunication Standard 

• NCPDP Telecommunication Standard (“Switch System”)

• Originally used as communication between pharmacies 
and payers

• Six REMS programs currently leverage the “switch 
system” to transmit relevant REMS information

• Used in outpatient  pharmacy settings
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REMS and Pharmacy Systems

Pharmacy Practice 
Management System

Pharmacy Practice 
Management System

SwitchSwitch

1 REMS AdministratorREMS Administrator

InsurerInsurer

2

Claims and 
REMS Data

Rx information 
submitted to the 

“switch”

Pharmacist enters 
claim information 
into the computer

If safe use 
conditions are met-
the claim moves to 

the insurer
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Adoption of “Switch”

Benefits:

• “Switch” evaluates:

• Prescriber, pharmacy, and patient 
enrollment

• Verification of safe-use conditions 
are met (e.g., lab tests)

• Minimizes disruption of existing 
workflows

• Integrated with billing process (i.e. 
Hard Stop) at point of dispense

Challenges:

• Each submission to the switch “ping”  
has an associated cost

• May not be a cost-effective or viable 
option for other pharmacy settings

• Does not address prescriber workflow
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NCPDP Script Standard

• NCPDP SCRIPT Standard  (e-Prescribing)

• Transmits prescription & medication 
information between prescribers, pharmacies, 
payers, and other entities

• NCPDP SCRIPT Standard Implementation Guide 
(version 2017071)
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REMS and e-Prescribing

• New NCPDP SCRIPT Standard 
includes REMS transactions:

• REMS initiation 
request/response

• REMS request/response

• The system allows REMS 
administrators to present 
prescribers with a “question set” 
similar to those used in prior 
authorization
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Source: Adapted from NCPDP SCRIPT Standard

Implementation Guide Version 2017071
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New Version NCPDP Script Standard 

• Required for Medicare Part D e-prescribing 

• REMS is one transaction named by CMS for use to:

– promote patient safety 

– enable REMS requirements to be completed within existing healthcare 
workflow

• Implementation date went into effect January 1, 2020
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Adoption of “SCRIPT”

Benefits:

• Allows for real-time verification 
of safe-use conditions (e.g., lab 
tests)

• Can be integrated in EHR 
systems

• Verification of safe-use 
conditions can be completed 
upstream

Challenges:

• Is only required for Medicare 
Part D e-prescribing 

• There are different EHR systems

• Primarily used to facilitate 
messages related to 
ambulatory prescriptions.
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What else is FDA doing to further REMS 
standardization and integration?

• Working with standards development organizations 
to support further standardization and integration 
initiatives

• Support adoption of REMS standards by REMS 
administrators, EHRs, third-party payers, and 
software vendors

• Evaluate feasibility of REMS Web Portal
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REMS Web Portal (REMS-WP)

https://beta.sam.gov/opp/3c27376564bf4dc88e05e01f00aab5b8/view

• Broaden FDA’s understanding of 
the market’s capability to 
provide a REMS-WP 

• Participation and completion of 
REMS tasks by healthcare 
providers and patients through 
the REMS-WP by Single Sign-On 
(SSO) mechanism

• Allows for data sharing across 
existing REMS program 
websites and databases via the 
REMS-WP platform

Request for information (RFI)

https://beta.sam.gov/opp/3c27376564bf4dc88e05e01f00aab5b8/view
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REMS-WP Conceptual Model

https://beta.sam.gov/opp/3c27376564bf4dc88e05e01f00aab5b8/view
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Challenge Question #3
When designing a REMS, sponsors should consider 
all of the following, except:
A. Design REMS to be compatible with clinical 

workflows

B. Seek input from REMS stakeholders

C. Design a REMS that does not leverage Health IT

D. Work with standards development organizations
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Next Steps

• FDA has received feedback on the REMS-WP RFI 
and is currently considering next steps

• FDA is considering future public meeting to 
prioritize additional REMS standardization projects 

• FDA is interested in hearing from sponsors that are 
interested in implementing REMS standards, such 
as the NCPDP SCRIPT standard 
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Summary

• Submit your REMS in SPL to enable integration

• Seek stakeholder input as part of the REMS 
design and development

• Design your REMS to be compatible with 
existing health data standards

• FDA is interested to hear from you
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Resources

• REMS@FDA 

• Format and Content of a REMS Document 

• Providing Regulatory Submissions in Electronic 
Format – Content of the REMS Document Using 
Structured Product Labeling 

• SPL Resources Page

• REMS WP RFI

https://www.accessdata.fda.gov/scripts/cder/rems/index.cfm
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/format-and-content-rems-document-guidance-industry
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/providing-regulatory-submissions-electronic-format-content-risk-evaluation-and-mitigation-strategies
https://www.fda.gov/industry/fda-resources-data-standards/structured-product-labeling-resources
https://beta.sam.gov/opp/3c27376564bf4dc88e05e01f00aab5b8/view
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