
 
 
 

 
 

January 6, 2016 

 

Jerry Menikoff, MD, JD  

Office of Human Research Protections 

U.S. Department of Health and Human Services  

1101 Wootton Parkway 

Suite 200 

Rockville, MD  20852 

 

RE: Comments on HHS–OPHS–2015–0008: NPRM for Revisions to the Federal 

Policy for the Protection of Human Subjects (“Common Rule”) 

 

Dear Dr. Menikoff:  

 

The National Health Council (NHC) appreciates the opportunity to submit comments 

on the notice of proposed rulemaking (NPRM) titled Federal Policy for the Protection 

of Human Subjects, published in the Federal Register on September 8, 2015. With the 

evolution and expansion of human subjects research, the NHC supports the goal of the 

Department of Health and Human Services (HHS) to modernize, strengthen, and 

simplify the current regulatory framework that governs research involving human 

subjects.  

 

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 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 health insurance companies. 

 

The patient community is committed to advancing medical research that can lead to 

the development of new treatments and cures for people with chronic diseases or 

disabilities. As such, we enthusiastically support the goals of the Office of Human 

Research Protections (OHRP) to ease the burden on individuals to participate in 

research studies. We applaud the proposed changes in the NPRM that would facilitate 

more streamlined and comprehensible consent forms for research subjects.  Current 

consent forms are long, tedious, and complex, and as such can inadvertently deter 

patients from participating in valuable research. We support the NPRM’s proposals to 

modify consent forms to focus on “essential information” and to improve the 

presentation of information to facilitate an individual’s understanding of the reasons 

for why he or she might or might not want to participate in a research study. While we 

agree with the general parameters outlined by OHRP in the proposed rule, greater 

specificity is needed on how to implement these more streamlined consent forms. We 

are eager to work with OHRP to help determine what constitutes “essential 

information” and to ensure the consent forms are written in language comprehensible 

to all individuals.  
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We generally support OHRP’s proposal to allow researchers to obtain broad consent to allow individuals to 

grant approval of storage and use of their biospecimens for unspecified research uses in the future. 

However, this section needs more clarity, and we urge you to consider multiple approaches to obtaining 

patient consent. 

 

We commend you for adopting the Institute of Medicine’s 2009 recommendation to create a process for 

individuals to consent to the use of their health information and biospecimens for future research.1 The use 

of broad consent also largely reflects the views of many people with chronic conditions. The NHC has 

conducted focus-group studies to determine the views of patients related to the trade-off between privacy 

and research. While it is clear that privacy is critically important for all people, we found that people with 

chronic diseases and disabilities view the trade-off between privacy and the need for research differently 

than healthy individuals. Patients understand the privacy risk that is posed when their health information is 

shared, but typically consider the benefits of research to outweigh this risk.2  

 

However, as you work to finalize the rule, we urge you to consider potential negative impacts and to clarify 

the proposal in a way that mitigates these impacts. First, many patients who may want to have their 

biospecimens used may not feel comfortable giving broad consent and would prefer to give consent for a 

single study. As written, it appears your proposal would not allow this. We urge you to consider the creation 

of multiple approaches.  

 

Second, you must consider the burden that the consent process and many of the other provisions of the 

Common Rule update may pose to research institutions. Any requirements that are deemed too burdensome 

on researchers may cause them to forgo valuable research, negatively impacting patients who desperately 

await treatments and cures.  

 

Many stakeholders are raising concern about the need for clarification and greater granularity in the final 

rule. As you work to address these comments, please consider the views of people with chronic conditions, 

many of whom value research over privacy.     

 

We appreciate the work that OHRP has undertaken to update the Common Rule and, in particular, your 

recent decision to extend the comment period to allow stakeholders more time to review the proposed 

changes. While strengthening protections for research subjects is critically important, it must be balanced 

with the benefits of research that can advance the discovery of better treatments and cures. As work to 

finalize the rule gets underway, we ask OHRP to re-engage stakeholders to ensure that any additional 

requirements placed on researchers considers this balance and that the unintended consequences of any 

changes are fully explored.  

 

Please do not hesitate to contact Eric Gascho, the NHC’s Vice President of 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 

                                                           
1
 http://www.ncbi.nlm.nih.gov/books/NBK9578/pdf/Bookshelf_NBK9578.pdf 

2
 http://www.nationalhealthcouncil.org/sites/default/files/HIPAA-Privacy-Rule_0.pdf 
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