
 
 
 

 
 

November 17, 2017  

The Honorable Scott Gottlieb, MD 

Commissioner 

Food and Drug Administration 

10903 New Hampshire Ave, NW 

Silver Spring, MD 20903 

 

Re:  Administering the Hatch-Waxman Amendments: Ensuring a 

Balance between Innovation and Access; Public Meeting; Request for 

Comments (FDA-2017-N-3615) 

 

Dear Commissioner Gottlieb: 

The National Health Council (NHC) appreciates the opportunity to provide 

comments on the administration of the Hatch-Waxman Amendments to the 

Federal Food, Drug, and Cosmetic Act (FD&C Act). Patients with chronic 

diseases and disabilities rely on both the innovation that produces new life-

saving treatments and the ability to access lower-cost alternatives to these 

innovator drugs. As such, the NHC recognizes the value of finding the right 

balance between encouraging innovation and timely entry of generics into the 

market, and shares concerns that misuse of certain regulatory processes can 

and have upset this delicate balance. We applaud the FDA’s efforts to evaluate 

how the Hatch-Waxman Amendments are working today and consider 

potential ways to refine its policies and procedures to alleviate or minimize 

disruption to the efficient and timely market entry of generics.  

The NHC is the only organization that brings together all segments of the 

health community to provide a united voice for the more than 133 million 

people with chronic diseases and disabilities and their family caregivers. Made 

up of more than 100 national health-related organizations and businesses, its 

core membership includes the nation’s leading patient advocacy organizations, 

which control its governance. Other members include professional and 

membership associations, nonprofit organizations with an interest in health, 

and representatives from the insurance, pharmaceutical, generic drug, medical 

device, and biotechnology industries.  

One of the biggest barriers to access is the rising cost of care. In response, the 

NHC developed its Policy Proposals for Reducing Health Care Costs1, in 

which we support a set of policies that promote competition to drive lower-cost 

(and higher-quality) products and services, but do not support policies that 

achieve savings if they negatively impact patient safety, access, or outcomes.2 

                                                           
1 See Appendix A. 
2 See the National Health Council website, “NHC Domains and Values: Reducing Health Care Costs for Patients,” 

available at: 

http://www.nationalhealthcouncil.org/sites/default/files/Health%20Care%20Costs%20Domains%20and%20Values
%20FINAL.pdf (last accessed November 1, 2017). 
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Included in these recommendations are support for policies that reduce barriers to the 

development of generic and biosimilar products.3 The NHC believes that competition and 

extensive use of generic and biosimilar products is one of the best ways to lower health care 

costs.  

Below we focus our comments on two key issues:  

• The use of Risk Evaluation and Mitigation Strategies (REMS) to delay generic entry 

• Considering the patient perspective in post-approval changes to innovator drugs  

We also offer overarching comments. Fundamentally, the NHC believes that any solutions to 

address these and other related issues should align with the following four goals: (1) bring 

generics to the market faster, (2) ensure patient safety, (3) appropriately incentivize development 

in areas of unmet need, and (4) minimize burden on the FDA.  

FDA should consider policies to prevent REMS and company restricted distribution systems 

from being a barrier to generic and biosimilar entry, while ensuring patient safety.  

The NHC fully supports the safe use of medicines and strongly believes that, when appropriately 

applied, REMS provide a critically important protection for patients. Therefore, we support the 

FDA’s continued application of REMS elements to assure safe use (ETASU) whenever the 

agency deems necessary. However, we share concerns that REMS may often serve as barrier to 

the entry of generics into the market and subsequently delay patients’ ability to access less costly 

alternatives.   

The NHC supports policies that would “(1) prevent REMS and company voluntary restricted 

distribution systems from being a barrier to generic or biosimilar company access to product 

samples (e.g., for bioequivalence testing) and (2) prohibit using single-shared REMS program 

negotiations as ways to delay generic or biosimilar entry, while ensuring the safety provisions of 

REMS are not jeopardized.”4  

While multiple potential options currently exist to address the use of REMS to delay generic 

entry, the NHC would support new and novel ways to address the issue, as long as any REMS 

covering generics are equivalent to the innovator (reference) product’s REMS.  

The patient perspective should be included in regulatory decision-making on post-approval 

changes to innovator drugs   

Continued research on approved products can identify innovative ways to formulate, use, or 

administer such drugs that could enhance patient outcomes, better meet critical patient needs, or 

be used in a new patient population. Seemingly minor changes to medications can sometimes 

significantly impact patient outcomes, from improving medication adherence to making the drug 

available to patients who were previously unable to consider it as a treatment option. These post-

approval changes, however, often result in a delay of generic entry.  

We believe that extending exclusive marketing periods should only happen if post-approval 

changes represent meaningful improvements in patient care, and the patient perspective is 

integral to determining if the change to a product is meaningful to patients or not. As such, we 

                                                           
3 Any policy that requires additional FDA staff must include additional agency funding. 
4 See the National Health Council website, “NHC Policy Proposals for Reducing Health Care Costs,” available at: 

http://www.nationalhealthcouncil.org/healthcarecosts (last accessed November 1, 2017). 

http://www.nationalhealthcouncil.org/healthcarecosts
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encourage the FDA to identify opportunities to incorporate patient perspectives in the evaluation 

of these products. Patients are uniquely and ideally suited to advise on whether a change to a 

product is a “real” benefit to them.  

To achieve this, the agency could engage patients directly to solicit their views on the benefits of 

post-approval changes to innovator drugs or develop a process for manufacturers to collect and 

submit this information to the agency. Of course, it would be critical to consider the 

representativeness of the participating patients to that patient population.  

The FDA has taken many steps to incorporate the patient perspective in the development of new 

medicines. We encourage you to expand on this work to explore and solicit stakeholder views on 

the best way to integrate patient perspectives into regulatory decision-making regarding post-

approval changes to innovative products.  

Additional comments  

In addition, the NHC supports policies to address other barriers to timely generic entry, including 

expediting the approval of certain abbreviated new drug applications (ANDAs) by creating a 

program to allow ANDA sponsors to communicate with FDA prior to submitting their 

applications for certain products, completing ANDA reviews where the only obstacle to approval 

is an inspection hold for certain minor inspection issues, and providing greater transparency into 

the ANDA review process, including giving periodic updates into the status of ANDA 

applications.5 Congress addressed these issues in the FDA Reauthorization Act, and we look 

forward to working with the FDA in its implementation of the law.  

Finally, the NHC notes that challenges in hiring and retaining FDA staff can limit the agency’s 

ability to take on additional tasks and roles to resolve the previously discussed issues. As such, 

we would like to reiterate our support of efforts to improve the FDA’s ability to hire and retain 

the staff the agency needs to efficiently accomplish its mission, including ensuring the agency 

has appropriate resources and sufficient resource allocation to obtain and maintain the staffing it 

needs. 

We commend the FDA’s continued efforts to balance innovation in drug development with 

patients’ ability to access affordable treatment option. We look forward to continuing to work 

with the agency to address the associated challenges. 

Please do not hesitate to contact Eric Gascho, our Vice President of Policy and Government 

Affairs, if you or your staff would like to discuss these issues in greater detail. He is reachable by 

phone at 202-973-0545 or via e-mail at egascho@nhcouncil.org. 

 

Sincerely, 

 

 

Marc Boutin, JD 

Chief Executive Officer 

                                                           
5 See the National Health Council website, “NHC Policy Proposals for Reducing Health Care Costs,” available at: 

http://www.nationalhealthcouncil.org/healthcarecosts (last accessed November 1, 2017). 

http://www.nationalhealthcouncil.org/healthcarecosts

