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 November 29, 2016 

 
 
 
The Honorable Paul Ryan 
1233 Longworth House Office Building 
Washington, DC 20515 

The Honorable Nancy Pelosi 
235 Cannon House Office Building 
Washington, DC 20515 
 

Re: 21st Century Cures Act, Section 3037 – Health Care Economic Information 
 
Dear Speaker Ryan and Leader Pelosi: 
 
The Academy of Managed Care Pharmacy (AMCP) appreciates the opportunity to submit comments for the 
record on the 21st Century Cures Act as revised in November 2016. AMCP supports the need for timelier and 
more proactive communications between biopharmaceutical manufacturers and population health decision 
makers. The need for this proactive communication is especially important now as the United States health care 
system evolves from a fee-for-service payment system to a modernized system rewarding quality, improved 
patient outcomes, and value. Therefore, AMCP is very supportive of the inclusion of Section 3037 – Health 
Care Economic Information that would modernize Section 114 of the Food and Drug Administration 
Modernization Act (FDAMA) of 1997. AMCP further applauds Chairman Upton, Ranking Member Pallone, 
and the members of the Energy & Commerce Committee for their leadership and recognition of the importance 
in modernizing FDAMA Section 114.  
 
AMCP is the nation’s leading professional association dedicated to increasing patient access to affordable 
medicines, improving health outcomes and ensuring the wise use of health care dollars. Through evidence- and 
value-based strategies and practices, the Academy’s 8,000 pharmacists, physicians, nurses and other 
practitioners manage medication therapies for the 270 million Americans served by health plans, pharmacy 
benefit management firms, emerging care models and government. 
 
Health care economic information (HCEI) has long been valued by population health decision makers (payers, 
provider sponsored health plans, pharmacy benefit managers, accountable care organizations, integrated 
delivery networks, etc) that are responsible for formulary decision making for its assistance in evaluating the 
benefits and costs of drugs and health technologies. Nearly twenty years ago, FDAMA Section 114 was enacted 
to authorize the communication of HCEI between biopharmaceutical companies and formulary committees or 
similar entities. However, the Food and Drug Administration (FDA) has yet to release guidance or regulations 
to provide clarification on this topic; therefore, confusion remains regarding what is permissible under Section 
114, leaving interpretation of the statutory language unclear to individual companies and enforcement bodies.  
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In March 2016, AMCP held a partnership forum with a diverse group of stakeholders representing population 
health decision makers, biopharmaceutical manufacturers, providers, patients, health economists, academia, and 
others to develop recommendations on how Section 114 should be clarified and responsibly expanded to 
provide the level of clarity necessary to truly operationalize it. The multi-stakeholder group represented the key 
professionals and entities affected by the provisions of Section 114 and present the collective credibility 
necessary for Congress and the FDA to modernize and operationalize the safe harbor by using the consensus 
recommendations developed during the forum. The formal recommendations from the forum were published in 
the July 2016 issue of the Journal of Managed Care and Specialty Pharmacy1, and are also included in their 
entirety in Attachment A.  
 
AMCP is pleased by the provisions in Section 3037 – Health Care Economic Information that would modernize 
FDAMA Section 114 by:  
 

• Adding “clinical assumptions” to HCEI 
• Clarifying that audience includes “payers” 
• Adding disclosure requirements 
• Changing “directly relates” to “relates” 

 
The proposed changes in Section 3037 align with the recommendations developed during the AMCP 
partnership forum and AMCP is appreciative of their inclusion. However, AMCP and its stakeholders are 
concerned that even with the proposed changes and modernization; FDA guidance would still be needed to 
provide the level of clarity needed to truly operationalize Section 114. Therefore, AMCP urges Congress to 
work with FDA to encourage the FDA to expeditiously, and without further delay, provide guidance to clarify 
FDAMA Section 114 and provide the level of clarity necessary for biopharmaceutical manufacturers and 
population health decision makers to truly operationalize these proactive communications. Furthermore, 
encourage the FDA to carefully consider the consensus recommendations developed during the AMCP 
partnership forum as a starting point for guidance development as they represent the current thinking of 
stakeholders.  
 
Thank you for the opportunity to provide feedback and for your consideration of our comments. AMCP looks 
forward to continuing work on enabling better and timelier communications between biopharmaceutical 
manufacturers and population health decision makers with Congress and the FDA. If you have any questions 
regarding AMCP’s comments or would like further information, please contact me at 703-683-8416 or 
scantrell@amcp.org.  
 
Sincerely, 
 

 
Susan A. Cantrell. RPh, CAE 
Chief Executive Officer 
 
Attachment A: AMCP Partnership Forum: FDAMA Section 114—Improving the Exchange of Health Care 
Economic Data  
                                                 
1 Proceedings from AMCP’s Partnership Forum: Improving the exchange of health care economic information. J Manag Care Spec 
Pharm. 2016 Jul;22(7): 826-31. 
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Health care economic information (HCEI) has long 
been valued by managed care organizations, payers, 
pharmacy benefit managers, and other entities that 

are responsible for drug formulary decision making for its 
assistance in evaluating the benefits and costs of drugs and 
health technologies.1 Nearly 20 years ago, Section 114 of the 
Food and Drug Administration Modernization Act (FDAMA) 
of 1997 was instituted to authorize the communication of 
HCEI between biopharmaceutical companies and formulary 
committees or similar entities.2 However, the U.S. Food and 
Drug Administration (FDA) has yet to release guidance or 
regulations to provide clarification on this topic; therefore, 
confusion remains regarding what is permissible under Section 
114, leaving interpretation of the statutory language unclear to 
individual companies and enforcement bodies. 

Despite enactment of the law in 1997, proactive distribu-
tion of HCEI remains underutilized in large part because of 
biopharmaceutical companies’ concerns that, given the absence 
of FDA regulations or guidance to clarify the boundaries of 
the safe harbor, providing economic analysis could result in 
FDA sanctions for off-label dissemination of information.1 As 
biopharmaceuticals become increasingly complex and person-
alized, and the U.S. health care system becomes increasingly 
focused on value and quality versus quantity, health care 
decision makers’ evaluation of HCEI for these products is now 
more important than ever. For these reasons and others dis-
cussed in these proceedings, clarification and modernization 
of Section 114 and/or other laws regarding medical, scientific, 
and pharmacoeconomic information sharing is necessary to 
facilitate the communication of evidence for drugs and other 
health technologies. 

■■  Purpose and Discussion Points
To address the clarification and modernization of Section 114, 
the Academy of Managed Care Pharmacy (AMCP) held a part-
nership forum on March 1-2, 2016, with a diverse group of 
health care stakeholders to provide the FDA with considerations 
for disseminating a guidance document on current thinking for 
the sharing of HCEI with health care decision makers.

AMCP Partnership Forum: FDAMA Section 114—Improving 
the Exchange of Health Care Economic Data

SUMMARY

The Food and Drug Administration Modernization Act (FDAMA) of 1997 
included Section 114 as a regulatory safe harbor with the goal of increasing 
the dissemination of health care economic information (HCEI) to those 
responsible for formulary decision making. HCEI is typically not included 
within FDA-approved labeling. Although it has been nearly 20 years since 
passage and enactment of Section 114, proactive distribution of HCEI has 
been underutilized by biopharmaceutical companies partly because of (a) 
vague wording in the statute and (b) the absence of FDA-implementing 
regulations. Consequently, companies and health care decisions makers 
have had to speculate about the scope of the provisions. As a result, the 
biopharmaceutical industry has significant concerns about stepping over 
the line when using the safe harbor. Also, payers and other “payer-like” 
decision makers (e.g., self-funded corporate insurers) who are trying to make 
appropriate coverage and utilization decisions are demanding this information 
but are not receiving it because of the uncertainties in the statute. 

Considering this renewed interest by multiple stakeholders regard-
ing the need for revisions and/or guidance pertaining to Section 114, the 
Academy of Managed Care Pharmacy held a partnership forum on March 
1-2, 2016, with a diverse group of health care stakeholders to provide the 
FDA with considerations for disseminating a guidance document on current 
thinking for the sharing of HCEI with health care decision makers. Forum 
participants represented the managed care industry, biopharmaceutical 
industry, health care providers, pharmacoeconomic experts, policy experts, 
and patient advocacy groups with specific expertise in the development, 
use, and dissemination of HCEI. The multistakeholder group represented 
the key professionals and entities affected by the provisions of Section 114 
and present the collective credibility necessary for Congress and the FDA 
to modernize and operationalize the safe harbor by using the consensus 
recommendations developed during the forum. 

Speakers, panelists, and attendees focused on 4 terms in Section 114 
that remain open to interpretation by companies and enforcement bodies: 
(1) the scope of HCEI, (2) the scope of “formulary committee or similar 
entity,” (3) the definition of “competent and reliable scientific evidence 
(CRSE),” and (4) the parameters of how information “directly relates to an 
approved indication.” Based on the forum results, it was recommended 
that the safe harbor for companies’ proactive dissemination of informa-
tion under Section 114 should include health care decision makers beyond 
health plan formulary committees, including organizations, or individuals 
in their role in an organization, who make health care decisions for patient 
populations. Recommendations also suggested expansion to organizations 
that evaluate HCEI or develop value frameworks and compendia and indi-
viduals in such organizations. Forum participants also recommended that 
HCEI be truthful, and not misleading, and be based on the expertise of pro-
fessionals in the relevant area. HCEI must also be developed and disclosed 
in a transparent, reproducible, and accurate manner. 

Forum participants also discussed and agreed on the types of informa-
tion, format, and processes by which managed care pharmacy and other 
health care decision makers seek to receive HCEI from biopharmaceutical 
companies. Finally, participants encouraged the FDA, Congress, and other 

PROCEEDINGS

stakeholders to find ways to ensure that patients or their representative 
organizations have appropriate access to a full range of information about 
their medications and that information related to the medication pipeline is 
communicated to appropriate stakeholders in a timely manner.

J Manag Care Spec Pharm. 2016;22(7):826-31
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comparative effectiveness research continues to increase, the 
need for clarity is now more important than ever.3 Many of the 
terms in Section 114 are not clearly defined in statute or regu-
lations, including the scope of HCEI, the scope of “formulary 
committee or similar entity,” the definition of “competent and 
reliable scientific evidence,” and information included in the 
term “directly relates to an approved indication.” Neumann 
and Saret (2015) developed hypothetical case studies of 10 
categories of HCEI promotions to explore the potential legal 
and policy implications. These 10 categories included “(1) cost-
ing out on-label clinical end points; (2) promotion of a costing 
exercise to physicians working in an ACO setting; (3) burden-
of-illness claims; (4) economic analysis of a formulary restric-
tion policy; (5) extrapolations to doses, populations, or settings 
not covered in trials; (6) adherence claims; (7) ‘utilization of 
care’ as a secondary end point in randomized clinical trials; 
(8) costing out a competitor drug’s adverse event; (9) economic 
analysis of comparative effectiveness claims using an indirect 
treatment comparison; and (10) extrapolating from surrogate 
to long-term outcomes in an economic model,” all of which are 
prime examples of communications sought in the real world.4

Moving forward, managed care organizations, biophar-
maceutical companies, and other entities are still seeking 
guidance documents or regulations from the FDA on Section 
114. There is a high demand for broader interpretations of 
Section 114, formal guidance, and regulations, since multiple 
entities have the need for HCEI in formulary decision mak-
ing. Additionally, the 21st Century Cures Act (H.R. 6),5 a bill 
intended to encourage medical innovation that passed the U.S. 
House of Representatives in July 2015, contains language that 
would expand Section 114. A few of these provisions include 
the following: (1) defining “health care economic information” 
to acknowledge that all HCEI contains clinical information 
and allowing companies flexibility around clinical and eco-
nomic endpoints; (2) disclosure to allow for more transpar-
ency of health economic methodology including the analysis 
and inputs; (3) broadened language to specifically include 
payers, to suggest that HCEI is not only useful for formulary 
committees; and (4) “directly relates” was changed to “relates” 
to suggest that such extrapolations mentioned previously are 
allowed. Although the 21st Century Cures Act provides more 
clarity on HCEI, as the U.S. Senate considers similar legisla-
tion, it is not certain whether it will contain the language from 
the House bill. Further, forum participants agreed that while 
the 21st Century Cures Act was a step in the right direction, it 
did not provide the level of clarity needed to truly operational-
ize Section 114, absent guidance or regulations from the FDA. 
Therefore, it is essential that the FDA avoid any further delays 
in providing guidance on Section 114.

The purpose of the forum was as follows:
1. Provide recommendations to the FDA (to the extent that the 

forum recommends expansion or change to the statutory 
safe harbor, then recommendations would be shared with 
the relevant congressional authorizing committees) for the 
promulgation of regulations or guidance to provide clarifica-
tion and consistency of Section 114 requirements:
• Create definitions for the following terms referenced in 

Section 114 to clarify what is considered relevant HCEI:
a. Competent and reliable scientific evidence (CRSE).
b. Formulary committee or other similar entity. 
c. HCEI.
d. Directly relates to an approved indication.

• Articulate the type of information, format, and process by 
which health care decision makers would like to receive 
HCEI from biopharmaceutical companies.

2. Consider whether Section 114, or other areas of existing 
laws and regulations, should be expanded to provide HCEI 
to additional entities and articulate the value that would be 
gained. Audiences for consideration include payers, health 
care providers, accountable care organizations (ACOs), inte-
grated delivery networks (IDNs), patient advocacy groups 
(PAGs), organizations that develop value frameworks (e.g., 
American Society of Clinical Oncology [ASCO], National 
Comprehensive Cancer Network [NCCN], and Institute for 
Clinical and Economic Review [ICER]), and research societ-
ies (e.g., International Society for Pharmacoeconomics and 
Outcomes Research [ISPOR] and National Pharmaceutical 
Council [NPC]).

■■  Past, Present, and Future of FDAMA Section 114
Speaker Peter Neumann, director of the Center for the 
Evaluation of Value and Risk in Health at Tufts Medical Center, 
opened the forum by providing an overview of the past, pres-
ent, and future of Section 114. Government regulatory dis-
cussions of pharmaceutical promotion and health economic 
analyses by biopharmaceutical companies began in 1995. This 
time period also marked the rise of the field of pharmacoeco-
nomics and outcomes research. Organizations that provide and 
house these types of analyses did not exist at this time. ISPOR, 
the organization now recognized for advancing the methods of 
pharmacoeconomics and outcomes research, was just coming 
into existence. Biopharmaceutical companies began examining 
what types of drug and health technology information could 
be actively promoted and in what manner. FDAMA included 
Section 114 to specify the conditions under which biopharma-
ceutical companies could promote HCEI.

Although it has been rumored for several years that the FDA 
would release guidance on Section 114, it has yet to do so.1 As 
the interest of managed care organizations, biopharmaceuti-
cal companies, and other entities in determining the value of 
health care interventions by using real-world evidence and 
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■■  Current Challenges and Barriers
Currently, significant uncertainties regarding many of the terms 
stated in Section 114 exist. Challenges and barriers outlined by 
forum panelists and participants include the following:
• What is the scope of HCEI that can be communicated? One 

main issue that arises with this statement is that health care 
economic analyses often contain clinical content, at least at the 
foundation; therefore, HCEI is not purely an economic claim. 

• To whom does “formulary committee or similar entity” 
refer? Today, health care decision makers include enti-
ties that did not exist in 1997, including ACOs and IDNs. 
“Similar entity” seems to suggest all organizations involved 
in population health decisions, but this was never specified. 
Where is the line drawn?

• What constitutes CRSE and how does it differ from the 
traditional FDA evidentiary “substantial evidence” stan-
dard? Section 114 did not specifically define the evidentiary 
requirements for CRSE, although it is clear that this is a 
different standard than the “adequate and well-controlled” 
standard for inclusion of clinical trial information in the 
FDA-approved labeling. These requirements may include 
transparency of methodology through “good research prac-
tices” (defined by professional societies’ guidelines for 
conducting research) and disclaimers about research and 
methods, among others. Although professional societies 
have developed research guideline reports that provide con-
sensus on good research practices, there are many guideline 
reports from several different professional societies (e.g., 
ISPOR and AMCP) with guidelines that are not always con-
sistent across reports. 

• Does “directly relates” include modeling and extrapolating 
from intermediate to long-term endpoints or to other sub-
groups and doses? “Directly relates” seems to suggest that 
FDAMA 114 is not a vehicle to make HCEI claims beyond 
the approved indication and the populations or doses in 
clinical trials. 

Given the significant gray areas in Section 114, the evolution 
of health care since 1997, and the growing need for HCEI by 
decision makers, clarifying guidance from the FDA is necessary.

■■  HCEI Under FDAMA Section 114
In considering HCEI under Section 114, speakers and panel-
ists discussed how evidence needs have changed since 1997, 
what constitutes HCEI, how it should be evaluated, and how it 
is used today. Since 1997, a greater variety of drug and health 
technologies, at a wider range of prices, have become available. 
Participants agreed to the following:
• Evidence should be used and shared to provide clarity 

regarding the value of drugs and other health technologies.
• HCEI includes much more than costs and refers to a broad 

set of information well beyond the classic randomized con-
trolled trial with limited endpoints and small sample sizes. 

HCEI includes health care utilization (e.g., hospitalizations 
and emergency department visits), patient benefits, adher-
ence, endpoint extrapolations, quality of life, and adverse 
events, in addition to their associated costs. 

• Methodology, inputs, and limitations should be transpar-
ent. When data are not available and modeling techniques 
are used, it should be communicated that these models may 
be used when data are not available but may be updated as 
information becomes available. 

• Evaluation and review are necessary to ensure that scien-
tific evidence is “competent and reliable.” Some panelists 
and speakers suggested that an independent objective body 
should be responsible for developing consensus recom-
mendations regarding what is considered “good research 
practice” for CRSE and updating those recommendations 
on a regular basis as new types of methods and analyses 
become available. Also mentioned was that HCEI should be 
evaluated and be made available for formulary decisions.

■■  Suggested Definitions and Rationale for FDA Guidance 
and Regulation on Terms Used in the Existing Statutory 
Language of FDAMA Section 114
“Competent and Reliable Scientific Evidence” 
Forum participants defined CRSE as “truthful and non-mislead-
ing tests, analyses, research, studies, models, or other evidence. 
Such evidence would be based on the expertise of profession-
als in the relevant area and be derived using methods that are 
transparent, disclosed, reproducible, accurate, and valid.” 
Rationale:
• The Federal Trade Commission’s definition was used as a 

basis for the Section 114 definition,9 although there was 
considerable debate around removing “generally accepted” 
because it may inhibit the development and use of new 
studies or data collection methods. As long as innovative 
methods are transparent, disclosed, reproducible, accurate, 
and valid, some forum participants noted that CRSE would 
not need to be “generally accepted.” 

• “Truthful and non-misleading” was included to reiterate that 
evidence must be transparent. Although scientific evidence 
may be competent and reliable, there is still potential for it 
not to be truthful and to be misleading. In addition, given 
the constitutional protection for “truthful and non-mislead-
ing” communication, this standard should form the basis for 
permissible information sharing. 

• Transparency and disclosure would be met by presenting a 
full report of the evidence, including the methods, popula-
tion, and analytic plans, that would be available to decision 
makers. Additionally, some participants noted that decision 
makers sometimes request that models be left with them to 
download, audit, and test, to the extent that this is possible 
given existing federal fraud and abuse laws.
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• The term “reproducible” was a highly debated topic. Panelists 
and participants noted that a model’s results may not be 
reproducible and including this term may inhibit the use of 
models. Others debated that the methods should be repro-
ducible, but the results would not be because different data 
sources (inputs) likely produce different results.

• It was recommended by forum participants that an indepen-
dent objective entity would be responsible for developing 
consensus recommendations regarding “good research prac-
tices,” but this entity would not necessarily be responsible 
for vetting all HCEI to determine if it is CRSE. However, 
this independent objective body could be made available 
to vet HCEI as CRSE should manufacturers need guidance 
on whether their HCEI meet the standard for CRSE. This 
entity would consist of a multistakeholder collaborative of 
representatives from organizations such as AMCP, ISPOR, 
and NPC, which would conform to requirements under the 
Federal Advisory Committee Act (FACA).10

“Formulary or Other Similar Entity”
Panelists and participants defined “other similar entity” as 
“health care decision makers beyond health plan formulary 
committees, including organizations, or individuals in their 
role in an organization, who make health care decisions for 
patient populations and organizations that evaluate HCEI or 
develop value frameworks and compendia, including individu-
als in such organizations.”
Rationale:
• Examples of “other similar entity” include payers, ACOs, 

IDNs, and actuaries; pharmacy and therapeutic committees; 
physician practices involved in risk-sharing arrangements; 
and organizations that develop compendia, pathways, and/
or value frameworks. Flexibility should exist to identify 
additional entities in the future as the health care environ-
ment continues to evolve and as new test models are devel-
oped and implemented, such as by the Centers for Medicare 
and Medicaid Innovation (CMMI). 

• Participants debated the option of allowing “no limitations” 
on the definition of “similar entities” under Section 114, other 
than that this particular provision would exclude dissemina-
tion directly to consumers. Many participants and speakers 
emphasized that Section 114 is designed to affect decisions 
related to health care decision making for entities involved 
in population health and not in direct patient care; therefore, 
discussion on clarifications should be similarly limited.

• Participants debated whether PAGs should be included as 
an “other similar entity.” Participants in favor of this option 
suggested that extremely sophisticated PAGs exist and can 
understand and interpret these data, as well as break the 
data down to a “patient level.” Those not in favor defended 
the position that there is a potential for abuse as a promo-
tional activity to consumers, and again, that this part of the 
statute describes the delivery of information designed to 
affect decisions on population health. Including PAGs as an 
“other similar entity” is discussed in greater detail later in 
this report (see the “Recommendations to Congress” section).

“Health Care Economic Information”
Panelists and participants defined HCEI as “any analysis that 
identifies, measures, or compares the economic, clinical, or 
quality of life consequences for any treatment. This includes 
the costs and resource utilization of a drug or health technology 
relative to another drug, health technology, or no intervention.”
Rationale:
• Examples of HCEI include comparative effectiveness 

research and real-world evidence data. Evidence is pre-
sented as a resource used to inform a decision but is not 
necessarily limited to economic information and includes 
health care utilization and/or costs.

• Comparative studies should be included under Section 114 
as long as the comparator is the standard of care, which may 
or may not be on-label.

• Unbranded evidence, such as burden of illness claims, 
needs to be addressed, but perhaps in other laws/regula-
tions, since real-world drug utilization consists of on- and 
off-label treatments. 

“Directly Relates to an Indication Approved”
Panelists and participants defined “directly relates to an indica-
tion approved” as “information about a product that may vary 
from the parameters utilized in a randomized control trial, 
such as dosage forms, settings, or populations studied,” as long 
as it is still used within the approved disease indication.
Rationale:
• Participants stated that “directly relates” refers to the indica-

tion section of the label but does not limit to expanding the 
population, dosage, or settings within the indication. 

• Participants debated the interpretation of “directly” in 
“directly relates” within Section 114. Some argued that 
“directly” limits the inclusion of several key attributes of 
any economic analysis, such as long-term consequences and 
benefits. Others suggested that Section 114 should be used 
as a vehicle to describe the real-world use of drugs or thera-
peutic technologies in individuals only within an approved 
indication. 

• Payers indicated the need for HCEI on pipeline products 
prior to FDA approval in order to build this information into 
forecasting and premiums. 

■■  Format and Process by Which Managed Care Pharmacy 
Should Receive HCEI from Biopharmaceutical Companies
Format
Forum participants discussed a format and process by 
which HCEI could be communicated between managed care  
organizations and biopharmaceutical companies. Participants 
discussed using AMCP as a means for housing HCEI. Some 
participants found AMCP’s current dossiers to be an organized 
and comprehensive resource; however, other participants had 
little experience with the AMCP dossier process. Therefore, it 
was noted that this was one approach and one format, but other 
options exist. As mentioned previously, participants discussed 
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the possibility of “leave-behind models” that would allow the 
health care decision maker or entity to download, audit, and 
test the models. This could also allow for decision makers to 
modify the assumptions of the model based on their perspec-
tives and their covered populations. Health economic analyses 
would also be fully disclosed, meaning that bibliography, sup-
porting documents, limitations, and potential biases would be 
fully detailed. Participants also suggested that leave-behind 
models might require a safe harbor to provide protection from 
allegations under the federal anti-kickback statutes associated 
with the potential that the leave-behind models are of value 
and could be viewed as potentially inappropriate inducements 
or incentives to the entity receiving the model.8 

Process
Taking into consideration all definitions and the format out-
lined previously, many forum participants encouraged the 
institution of an objective independent body that would be 
responsible for developing “good research practice” guidelines 
for CRSE. Furthermore, participants suggested that a central 
repository could be implemented once HCEI became available. 
An alert system could notify covered parties when information 
is available in the repository to allow people to find promo-
tional material of interest.

■■  Recommendations to Congress to Amend, Provide 
Clarification, and/or Incorporate Possible Expansion of 
FDAMA Section 114 or Other Areas of Existing Laws
In addition to the definitions previously outlined, forum par-
ticipants agreed that “directly relates” should be amended to 
“relates” under Section 114. “Relates” can also mean a drug or 
other health technology indication that is not specifically stated 
in the label. Claims regarding intended indications versus 
approved indications would have to be specifically addressed 
by the FDA to provide clarity on what is permissible under 
this part of Section 114. Furthermore, participants agreed that 
other amendments to Section 114 would include disclosures 
of transparency, expansion of additional entities under “other 
similar entity,” and the agreed-upon format and process previ-
ously mentioned. 

Furthermore, throughout the forum discussion it was dis-
cussed that there is need for the FDA and Congress to work 
together in finding a solution for possibly providing HCEI in 2 
additional circumstances. First, because patients increasingly 
have an economic interest in the value of treatment decisions, 
there is a need for patients to be able to learn about HCEI in 
order to be an advocate for their own health care decisions. 
However, forum participants were cautious to recommend that 
this type of information be disseminated directly to consum-
ers and debated the appropriate mechanism of making this 
information available to consumers, such as providing only 
to PAGs with a certain level of scientific expertise. While no 
consensus was reached, it was agreed that this area needs to 
be explored further and that appropriate patient protections 

would need to be addressed. Second, payers and other entities 
seek HCEI related to drugs and health care technologies in the 
pipeline 12-18 months before drug or technology approval. 
Early dissemination of HCEI would allow payers to build this 
information into forecasting and premiums, since waiting until 
approval is often too late. It was agreed that these are important 
areas of possible expansion for safe harbor, but it may not be 
within the spirit or original intent of Section 114. Therefore, 
further discussions in this area as to how other laws or regula-
tions, such as expanding scientific exchange provisions, could 
be amended to provide this type of access to HCEI for PAGs 
and pipeline medications are warranted.

■■  Value of Expanding FDAMA Section 114
Revisions or guidance to Section 114 are now more important 
than ever. Value is increasingly a critical element outlined by 
private payers and health and human services alike. As bio-
pharmaceuticals become increasingly complex and personal-
ized, and the U.S. health care system becomes increasingly 
focused on value, it is essential that product value is accurately 
measured through health economic analyses. Expanding 
Section 114 would also modernize the statute to align with 
today’s health care system, which now includes a variety of 
entities, data sources, innovative models, and analytics that 
did not exist in 1997. Furthermore, expanding Section 114 as 
previously outlined would allow for better decision making in 
a collaborative spirit between patients, providers, payers, and 
other entities.

Information exchange across channels would facilitate a 
dialogue on the value of a product and further engage more in-
depth scientific exchange to address more accurate pharmaco-
economic evaluations. Furthermore, improved dissemination 
of HCEI to decision makers would drive higher value health 
care. In its current state, FDAMA Section 114 is too limiting 
and does not have these intended effects.

■■  Conclusions
Guidance has long been sought by managed care organiza-
tions, payers, and drug formulary decision-making entities on 
FDAMA Section 114. The communication of HCEI is now more 
important than ever because the products available to treat 
conditions; available information sources; analytic processes; 
and the organization, delivery, and reimbursement of health 
care have vastly evolved in the past few decades. Therefore, 
now is the time for laws and regulations, even outside of 
Section 114, to evolve in parallel. The recommendations from 
this forum’s participants to the FDA and Congress to amend, 
provide clarification to, or expand Section 114 will allow for 
better decision making in a collaborative environment and 
ensure appropriate regulatory governance of truthful and non-
misleading HCEI, without interfering with drug and health 
technology innovation. 
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