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

comments to the Office of Science and Technology Policy and the National Economic Council’s 

request for public input for an update of the Strategy for American Innovation report. 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.  

 

In response to question number 1 – What specific policies or initiatives should the 

Administration consider prioritizing in the next version of the Strategy for American Innovation 

– we detail here three policy issues that we believe should be prioritized by the Administration: 

(1) the gap in incentives to spur innovation in new drugs to treat unmet medical needs; (2) the 

lack of clarity and predictability in how our pharmaceutical and biopharma industry should 

conduct and rely on patient engagement in drug development; and (3) the conflict between 

patient data sharing to accelerate research and the Privacy Rule. Addressing these issues will 

alleviate barriers to getting promising new medicines to patients, ensure the patient perspective is 

heard and its value realized to enhance drug development, and guarantee that health research is 

not impeded by privacy laws that contravene patient preferences. 

 
Issue 1: Bridging the Incentives Gap to Bring Promising New Medicines to Patients 
 

 Lack of adequate patent protection causes many promising medicines to be 
abandoned 

 

More than 133 million Americans – over 40% of the U.S. population – live with a chronic 

disease or disability.
1
 But for many people there are no treatments, and existing treatments work 

for only 50-75% of the patients who currently use them.
2
 There are limited treatment options for 

too many diseases and disabilities, including mental health aliments, neurological, autoimmune 

and many rare diseases, or for the prevention of various diseases and disabilities.  

                                                 
1
 CDC Website, available at: http://www.cdc.gov/chronicdisease/pdf/2009-power-of-prevention.pdf (last accessed 

September 22, 2014).  
2
 Spear et al. Clinical application of pharmacogenetics, Trends Mol Med (2001) 7(5):201-4. 

http://www.cdc.gov/chronicdisease/pdf/2009-power-of-prevention.pdf
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Roughly 30,000 drugs were abandoned by the pharmaceutical industry over the past 30 years.
3
 

Unfortunately, many promising drug candidates are abandoned not based on an assessment of 

their potential to benefit patients, but because manufacturers anticipate that they will not have 

enough patent protection when they enter the market to re-coup the company’s investment. 

Without sufficient patent protection, manufacturers simply will not continue developing these 

drug candidates, despite their potential to treat unmet medical needs and benefit patients.  

 

Two shortcomings of our patent system contribute to a lack of sufficient patent protection to 

ensure the development of many promising drug candidates. First, somewhat counterintuitively, 

the best new medicines do not automatically qualify for a patent. Only new and nonobvious 

inventions are patentable and while these standards are designed to encourage ingenuity, they 

have also created barriers to innovation in the drug development process.
4
 For example, the 

novelty standard can bar a best new medicine in the situation where a promising new drug 

candidate is one in a family of related compounds described but not claimed in (and therefore not 

be protected by) a patent application. When that application publishes, the promising new drug 

candidate is disclosed to the public; it is no longer new and now ineligible for patent protection.
5
 

In other situations, a promising new drug candidate cannot obtain patent protection because its 

beneficial therapeutic properties could have been reasonably anticipated from what was known 

about drug design when the compound was invented, rendering the new drug candidate 

“obvious.” The unfortunate reality is that “drugs that initially look most likely to be effective are 

often the least likely to be patentable. The standard withholds patented protection from drugs 

based on the scientific advances that allowed researchers to identify them as ones that are likely 

to be effective.”
6
 As science progresses and we continue to learn more about how drugs work, 

the scope of this problem caused by the nonobviousness standard is likely to expand, rendering 

more and more promising drug candidates “obvious” and unpatentable.  

 

Second, because medicines are required to obtain Food and Drug Administration (FDA) 

approval or licensure before they can enter the market, the term of many patents claiming a 

promising drug candidate expires before any value in protecting the medicine from generic 

competition can be realized.  

                                                 
3
Wadman, Meredith, New Cures Sought from Old Drugs, Nature 490, 15, October 4, 2012.  

4
 See in general, Roin, Benjamin N., Unpatentable Drugs and the Standards of Patentability (February 2009). Texas 

Law Review, Vol. 87, pp. 503-570, 2009. Available at SSRN: http://ssrn.com/abstract=1127742.; see also Armitage, 
The Hatch-Waxman Act: A Patch Forward for Making it More Modern, William Mitchell Law Review. Accessible at: 
http://www.wmitchell.edu/lawreview/Volume40/documents/2.Armitage.pdf (last accessed June 15, 2014). 
5
 Roin, Benjamin N., Unpatentable Drugs and the Standards of Patentability (February 2009). Texas Law Review, 

Vol. 87, pp. 503-570, 2009. Available at SSRN: http://ssrn.com/abstract=1127742 (“a drug cannot be patented if it 
was previously disclosed to the public; no exception is made for when the disclosed drug has not yet been tested in 
clinical trials and thus has not been approved by the FDA.” Current law allows seemingly insignificant disclosures to 
undermine the novelty of drugs, which makes it easy for researchers to unwittingly disclose their discoveries. 
Companies [file] overly broad patent applications to establish priority over large numbers of potential new drugs. As 
their research advances, the companies typically disclaim most of those compounds from their applications, leaving 
only the prior disclosure of the drugs. Practices such as these have created a significant body of potentially valuable 
drugs that cannot be patented.”). 
6
 Roin, Benjamin N., Unpatentable Drugs and the Standards of Patentability (February 2009). Texas Law Review, 

Vol. 87, pp. 503-570, 2009. Available at SSRN: http://ssrn.com/abstract=1127742. 
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Developing a new drug is a long and expensive process, taking up to 15 years to bring a 

compound to market. Because manufacturers must apply for patents very early in the research 

and development process, and patent terms extend 20 years from the date of patent application 

(not the date the patent is issued or the date the drug enters the market), life of patents covering 

medicines (unlike those for non-regulated products) dwindle while the medicine works its way 

through the development and FDA approval processes. The Drug Price Competition and Patent 

Term Restoration Act of 1984, commonly known as the Hatch-Waxman Act, provides for patent 

term extensions for pharmaceutical patents to help offset regulatory delays in obtaining FDA 

approval to market the drug.
7
 However, these extensions only partially compensate for lost 

patent life because they can only add a maximum of five years of patent term and cannot extend 

a patent term to last more than 14 years.
8
 Therefore, even with maximum patent term extensions, 

little or no patent life may be left when the medicine finally comes to market. This is especially 

problematic for medicines with long development times, such as those being developed for 

Alzheimer’s or Parkinson’s.  

 

Because of this fact, our current system encourages the fastest, least expensive innovation – not 

necessarily the treatments that are most important to society or to individual patients. This results 

in increased research and development in the later disease stages at the expense of the enormous 

public health benefit of studying medicines to prevent diseases, treat early-stage diseases, or treat 

diseases that have never had any treatments, are not well understood, or progress slowly, like 

Alzheimer’s.
9
  

 

Finally, incentives are also needed to develop companion diagnostics for drugs that predict 

which patients will benefit (or not) from a medicine. Many people take drugs that don’t work for 

them, unnecessarily increasing patient and societal costs and exposing patients to the risk of side 

effects of the drug. Companion diagnostics can tailor treatments to each patient, radically 

improving how we deal with many diseases. 

 

 The MODDERN Cures Act addresses these patent protection barriers 
 

To address these patent protection barriers, patient advocacy organizations crafted a bill titled 

H.R. 3116, the Modernizing Our Drug & Diagnostics Evaluation and Regulatory Network Cures 

Act of 2013, or the MODDERN Cures Act. The bill was introduced in the House in September 

2013 by Representative Leonard Lance and is currently cosponsored by a bipartisan group of 76 

Members of Congress.  

 

The MODDERN Cures Act aligns incentives with the needs of patients by setting a term of 

regulatory exclusivity for new medicines intended to treat unmet medical needs. The 

                                                 
7
 Pharmaceutical Patent Term Extensions: A Brief Explanation. CRS Report for Congress. January 2002. Accessed 

at: https://opencrs.com/document/RS21129/ 
8
 Roin, B. Dormant Therapies. National Health Council’s Briefing on the MODDERN Cures Act. February 2012. 

Accessed at: http://www.nationalhealthcouncil.org/NHC_Files/Pdf_Files/NHCMODDERNCuresActBriefing.pdf 
9
 Budish et al. National Bureau of Economic Research. Do fixed patent terms distort innovation? Evidence from 

cancer clinical trials. September 5, 2013. Available at: http://www.nber.org/papers/w19430.pdf. (last accessed June 9, 
2014). 

https://opencrs.com/document/RS21129/
http://www.nationalhealthcouncil.org/NHC_Files/Pdf_Files/NHCMODDERNCuresActBriefing.pdf
http://www.nber.org/papers/w19430.pdf
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MODDERN Cures Act aims to ensure that the most promising therapies for unmet medical 

needs are not abandoned due to uncertain patent protection. Removing this uncertainty frees up 

manufacturers to decide a medicine’s fate not by whether enough patent protection may exist at 

an unknown date in the future, but by the drug’s potential to benefit patients and enhance the 

public’s health.  

 

Furthermore, the MODDERN Cures Act removes the disincentive for companies to pursue 

medicines with long development timelines. As such, we anticipate that passage of the Act will 

result in increased research and development into medicines with the potential to prevent disease 

or disability, treat early-stage conditions, and others with long development timelines, 

transforming the way we treat many diseases and disabilities. 

 

Under the MODDERN Cures Act, a new medicine that is being studied to treat an unmet 

medical need can be designated as a “dormant therapy.” A designated dormant therapy can 

receive regulatory exclusivity, which protects the medicine from generic or biosimilar 

competition for 15 years after FDA approval. This allows manufacturers to pursue medicines that 

have the greatest potential to meet an unmet medical need, even if the treatment has no patent 

protection. The dormant therapy designation is only available when requested and only for new 

drugs that treat an unmet medical need as defined by FDA. This designation does not 

automatically apply to all drugs or even all new drugs.
 10

 

 

The MODDERN Cures Act also creates a predictable timeline for generic or biosimilars 

manufacturers to bring (and patients to expect) these lower-cost products to market. In fact, the 

Act contains the strongest “anti-evergreening” protections ever included in legislation. The 

MODDERN Cures Act accomplishes this by requiring owners of relevant patents (those that 

protect the dormant therapy) to waive their rights to enforce these patents against 

generics/biosimilars after the 15-year regulatory exclusivity period ends. This ensures that lower-

cost generics and biosimilars are not prevented from entering the market at the end of the 

regulatory exclusivity term granted to dormant therapies.
11

  

 

In addition, the MODDERN Cures Act is anticipated to decrease industry reliance on the use of 

trade secrets to protect their products, ultimately benefiting patients by allowing enhanced data 

transparency and accelerating research. Because a dormant therapy enjoys a set term of 

regulatory exclusivity during which FDA cannot approve a generic or biosimilar, public sharing 

of information about a medicine’s development no longer presents a risk that a generic or 

biosimilar can use that information to gain entry into the market by “free-riding” on the 

innovator’s work. Enhanced sharing of clinical trial data is anticipated to benefit patients by (1) 

decreasing the number of unnecessary and costly duplicate clinical studies conducted, (2) 

allowing other researchers to confirm or challenge study conclusions to learn more about the 

                                                 
10

 Designation as a dormant therapy is optional. Manufacturers will still able to use the existing provisions in the 
Hatch-Waxman Act if they choose. 
11

 Based on patent protection or regulatory exclusivity of the reference product; does not address other factors that 
may prevent generics/biosimilars from coming to market. 
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safety, efficacy, and use of current medicines, and (3) help patients make treatment decisions – 

all accelerating research and leading to better outcomes for patients. 

 

The MODDERN Cures Act would also remove the need for any patent litigation between 

innovator and generic companies. Because the patents cannot be enforced against generics or 

biosimilars after the regulatory exclusivity period ends, and FDA cannot approve a generic or 

biosimilar before the regulatory exclusivity period ends, neither party benefits from patent 

litigation. A successful patent challenge or settlement will not affect the date that generic 

competitors may enter the market. As such, both parties save significant legal costs by avoiding 

patent litigation, allowing innovator companies to reinvest legal costs in research and 

development. 

 

Finally, the MODDERN Cures Act also promotes personalized medicine by encouraging the 

development of companion diagnostics that predict the safe, effective, and efficient use of 

medicines. It does this by extending the time generics or biosimilars are barred from entering the 

market by either 12 months (for a medicine with a diagnostic that was developed at the same 

time) or 6 months (for a medicine with a diagnostic that was developed before or after the 

medicine). 

 
Issue 2: Incorporating the Patient Perspective into Drug Development to Enhance 
Innovation  
 

 A lack of clarity and predictability thwarts meaningful patient engagement during 
drug development 

 

Today, there is broad recognition among stakeholders that the patient perspective needs to be 

incorporated into the development and approval of medicines. Patients can and should have 

important roles in the drug development process beyond participating in clinical trials as research 

subjects. For example, the Patient-Centered Outcomes Research Institute, created in 2010 by the 

Affordable Care Act, is demonstrating that patient engagement can generate research data that is 

more useful for decision makers. In addition, FDA, through its Patient-Focused Drug 

Development initiative, is currently conducting disease-specific meetings to collect information 

on patient and caregiver perspectives about select diseases and, where applicable, current 

treatments. 

 

We must move beyond transient involvement of patients in research to harness the full value of 

patient engagement across a medicine’s full life cycle. However, identifying a practical 

framework in which patients and their perspectives are continuously integrated throughout the 

continuum of research processes, including drug research, development, and regulatory approval, 

has proven challenging. Specifically, a need exists for clarity and predictability for 

manufacturers of medicines concerning how to engage patients during drug development.  

 

Currently, no agreed-upon definition of meaningful patient engagement exists, and a standard, 

useable framework for conducting patient engagement during drug development has yet to be 

developed. In addition, it is unclear how information obtained from a manufacturer’s 
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engagement with patients can or should be incorporated into the medicine’s marketing 

application or otherwise be used with FDA. Further, manufacturers do not know how the Agency 

will receive and use that information in its approval (or licensure) determinations.  

 

Separate from the uncertainty described above, another troubling barrier to meaningful patient 

engagement in drug development involves FDA's restrictions on pre-approval communications 

from manufacturers regarding unapproved medical products. Manufacturers frequently struggle 

with how best to discuss the value of investigational products to patients in a manner that is 

consistent with FDA's policies prohibiting pre-approval promotion. Because manufacturers are 

prohibited from marketing unapproved medical products, companies can be reluctant to discuss 

medicines that have not been approved by FDA for fear of facing enforcement action and fines 

by FDA or the Federal Trade Commission. As a result, manufacturers often forgo invaluable 

input from patients to inform earlier-stage research decisions, such as determining endpoints that 

patients find most impactful and clinical trial design. Many companies conduct trials only to 

learn after their drug is approved that the outcomes they chose to study are of no value or interest 

to the patients who will take the drug. A more rational approach would be to allow 

manufacturers to appropriately engage patients to inform their research and development 

decision-making processes and to ensure their products will best meet the needs of patients.  

 

Efficient and patient-centered drug development is essential to accelerate innovation and bring 

medicines and treatments to the clinical setting that reflect what patients want and need. In 

addition, meaningful patient engagement allows manufacturers to answer patient-perspective 

questions earlier and more quickly abandon drugs that will not benefit patients, which in turn 

will save resources and result in more efficient studies that only look at outcomes that patients 

care about (rather than capture all data points imaginable). This is likely to enhance participation 

in clinical trials, as patients are more likely to enroll in studies that look at outcomes important to 

them and follow study designs that accommodate their perspective, challenges, and needs. 

However, without an agreed-upon framework for manufacturers to rely upon, the current barriers 

to meaningful patient engagement will continue to block progress and separate patients from the 

design, development, and approval of their medicines.  

 

 FDA should issue guidance on meaningful patient engagement during drug 
development 

 

A robust process for engagement must continuously solicit and integrate patient input throughout 

research and development. FDA can play an important role in encouraging sponsors to 

incorporate patient input, which we believe will ultimately enrich the FDA regulatory review and 

approval process and accelerate patient access to new treatments.  

 

To remedy the lack of clarity and predictability, FDA should issue guidance on patient 

engagement in drug development that includes the following: 

 

o Defining the patient community. The patient voice is represented by a wide range of 

individuals and organizations. Often, the terminology used to describe the individuals and 

organizations of “the patient community” is inconsistent or fails to capture the 
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distinctions among them. For example, patients, patient advocates, and consumers are 

sometimes used interchangeably or are grouped together, and caregivers are often 

excluded altogether.  

o Describing meaningful engagement. Patient engagement can represent a range of 

activities, from passive engagement such as clinical trial participation to more active 

participation in research and development. Across this spectrum of activities, the 

elements that constitute or can help achieve meaningful engagement have yet to be 

clearly defined.  

o Developing a framework and methods for engaging patients. A framework would offer a 

structure and process for patient engagement, as well as define the expected outcomes of 

that engagement. Guidance on appropriate methods is crucial to implementing a process 

for involving patients and developing a framework that manufacturers can rely upon.  

o Addressing the conflict between the prohibition of off-label promotion and meaningful 

patient engagement. This may include provisions that explain how adherence to the FDA 

guidance and/or specific actions will safeguard manufacturers from or minimize the risk 

of penalties for violating off-label promotion laws.  

 

Finally, by utilizing guidance to address these issues, interested stakeholders, including patients, 

patient advocacy groups, and manufacturers, have the opportunity to have their opinions heard 

by submitting public comments to the guidance docket. Docket comments inform the 

development of the final guidance and will assist FDA in defining meaningful patient 

engagement, crafting an optimal patient engagement framework, and promoting its use.  

 

Once meaningful patient engagement has been defined through guidance, companies should be 

assured that engaging with patients in a fashion that is in accordance with such guidance will not 

subject them to fines related to marketing unapproved medicines.  

 
Issue 3: Addressing the Conflict between Data Sharing to Accelerate Research and the 
Privacy Rule 
 

 HIPAA is unjustifiably blocking sharing of patient data for use in research  

 

The federal health Privacy Rule adopted by Health and Human Services under the Health 

Insurance Portability and Accountability Act (HIPAA), prohibits the use of personal health data 

for research unless: (1) it is radically de-identified, (2) the individual gave consent, or (3) an 

Institutional Review Board (IRB) gave substituted consent. While well-intentioned to protect the 

privacy of personal information used in health research, the unfortunate reality is that the Privacy 

Rule impedes research while failing to adequately protect data privacy in the research context. 

Each one of these conditions that allows use of personal health data for research is problematic – 

radically de-identifying data renders it useless for the majority of health research questions; 

individual consent is expensive, burdens patients, and is ethically questionable; and IRB consent 

introduces delay and inconsistency into the research process.  
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The Institute of Medicine explored this issue in 2009, held a meeting to discuss these challenges 

to health research, and in its report, Beyond the HIPAA Privacy Rule: Enhancing Privacy, 

Improving Health through Research, concluded that: 

 

[T]he HIPAA Privacy Rule does not protect privacy as well as it should, and that, as 

currently implemented, the Privacy Rule impedes important health research. The 

committee found that the Privacy Rule (1) is not uniformly applicable to all health research, 

(2) overstates the ability of informed consent to protect privacy rather than incorporating 

comprehensive privacy protection, (3) conflicts with other federal regulations governing 

health research, (4) is interpreted differently across institutions, and (5) creates barriers to 

research and leads to biased research samples, which generate invalid conclusions.
12

 

 

Unfortunately, a majority of patients are unaware that HIPAA is blocking the use of their 

personal data in health research. When informed of this reality, many report that they want their 

data to be used to contribute to research essential to advance the discovery of better treatments 

and cures.
13

 But, without a practical way to “opt-in” to allow their patient data to be shared for 

health research, this is nearly impossible. The Privacy Rule, therefore, both impedes health 

research and contravenes patient preferences without effectively protecting the privacy of 

information used in research. Opportunities to use patient data to accelerate research and 

innovation are lost. 

 

A need exists for new policies to address this conflict and misalignment between HIPAA and 

patient preferences, and enhance sharing of patient data to accelerate research and drive 

innovation to benefit patients and society. 

 

 Improve researcher access to patient data to accelerate research 

 

The goals of any policy to remedy this situation must be to enhance the use of patient data in 

health research and accelerate research by improving researcher access to patient data, while 

respecting patient preferences and ensuring patient privacy. Whatever the model, patient 

engagement in developing and implementing the policy is key.  

 

One option may be to make it easier for patients to “opt-in” and allow their patient data to be 

used for all future health research without contravening the Privacy Rule. Patients routinely 

express the desire to “opt-out” of HIPAA to allow their data to be used, but the current system 

makes it essentially impossible for them to do so. 

 

                                                 
12

 IOM, Beyond the HIPAA Privacy Rule: Enhancing Privacy, Improving Health Through Research (2009). 
13

 National Health Council. HIPAA Privacy Rule: Exploration of Patient & Caregiver Perspectives (2012). 


