
 

 

 

 

October 24, 2011 

 

Division of Dockets Management (HFA–305) 

c/o Janet Woodcock, MD 

Director, Center for Drug Evaluation and Research 

Food and Drug Administration 

5630 Fishers Lane, Rm. 1061 

Rockville, MD 20852 

 

RE: Docket No. FDA–2010–N–0128 

 

Dear Dr. Woodcock: 

 

On behalf of the members of the National Health Council, we applaud you for 

issuing the commitment letter for the latest reauthorization of the Prescription 

Drug User Fee Act (PDUFA). Once passed by Congress, this agreement will 

greatly benefit patients with chronic diseases and disabilities. We thank you for 

the inclusion of three provisions that will have a notable impact on patients: the 

development of an objective, qualitative benefit-risk framework; increased 

resources to incorporate biomarkers and patient-reported outcomes into clinical 

trial design; and increased resources to improve the evaluation of drugs for rare 

disorders. Furthermore, we appreciate the fact that these provisions, as well as 

other enhancements included in the agreement, will incorporate robust 

stakeholder input as they are further developed and implemented. 

 

As you know, the NHC is the only organization of its kind that brings together 

all segments of the health care 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 approximately 50 of 

the nation’s leading patient advocacy groups, which control its governance. 

Other members include professional societies and membership associations, 

nonprofit organizations with an interest in health, and major pharmaceutical, 

medical device, biotechnology, and insurance companies. 

 

Despite recent advances in medicine, far too many patients with chronic 

diseases and disabilities are living with few or no treatment options. PDUFA V 

offers these people hope for new treatments and cures by the inclusion of 

provisions aimed at improving the FDA’s evaluation of new drugs. 

 

First, the patient community thanks you for the inclusion of a process to create 

an objective, qualitative framework that better determines the benefits and risks  
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of a drug for a particular population. We understand the complexities that are involved and 

appreciate your acknowledgement that a person’s views on benefits and risks can vary greatly, 

depending on a wide range of factors, such as the severity of their condition and the availability of 

existing treatments. Incorporating these views during the evaluation of drugs will greatly benefit 

both patients with chronic conditions and health care consumers, alike. 

 

Second, we commend you for including resources for improving regulatory science to develop 

new endpoints in clinical trial designs. As science rapidly evolves, the usage of genomics offers 

many benefits. One such benefit is the ability to target a clinical trial population based on 

biomarkers. By including resources in PDUFA V to further advance the feasibility of approving 

drugs based on the specific, intended population, we expect to see more treatments come to 

market. Furthermore, this increases the likelihood that drugs can be targeted to individuals for 

whom the drugs are more likely to work. We also appreciate the inclusion of patient-reported 

outcomes as potential endpoints in clinical trials. Like pharmacogenomics, patient-reported 

outcomes offer a way to speed the approval of better treatments. 

 

Finally, the NHC appreciates the inclusion of resources for a rare diseases program. The rare 

disease community faces unique challenges during the drug discovery and evaluation process. We 

thank you for acknowledging this fact and committing to establish a program that will help combat 

these challenges.  

 

Again, we applaud you for your leadership in producing the PDUFA agreement between FDA and 

industry and thank you for including provisions that greatly benefit people with chronic diseases 

and disabilities. After passed by Congress, the NHC looks forward to working with FDA on the 

implementation of these and other provisions of PDUFA V. 

 

Sincerely, 

 

 

Myrl Weinberg, FASAE, CAE 

President 
 
   


