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 I appreciate the opportunity to share comments regarding the National Institutes of Health 

(NIH) Draft Genomic Data Sharing Policy (“GDS Policy”). I am a professor of law at American 

University Washington College of Law, prior to which I spent seventeen years as a practicing 

attorney representing major research institutions, R&D consortia and private enterprises.  I have 

served as a member of NIH’s National Advisory Council on Human Genome Research and 

currently serve as a member of the Advisory Board of the National Center for Advancing 

Translational Science (NCATS), the Cures Acceleration Network Board, and the National 

Conference of Lawyers and Scientists, of which I am co-chair.  My current research focuses on 

the production and dissemination of scientific and technical information, and I have written 

extensively about data sharing in the context of genomic research.  These comments represent 

my own views, and not those of American University Washington College of Law, or any of the 

other organizations mentioned above. 

 

 I commend the NIH on preparing a thoughtful draft policy on a topic that is of great 

importance to today’s scientific research community.  The following comments are offered in the 

spirit of supplementing this positive first step. 

 

1. Legacy and Recognition of the Bermuda and Ft. Lauderdale Principles [Background] 

  

 As a preliminary matter, I find it surprising that the Draft GDS Policy makes no mention 

of the hugely important “Bermuda Principles”
1
 that formed the basis for NIH’s genomics data 

sharing policy in 1996.
2
  The Bermuda Principles established, among other things, that human 

DNA sequence assemblies greater than one kilobase (Kb) in length should be released to the 

public within twenty-four hours, and that finished annotated sequences should be submitted 

                                                 
1
 Summary of Principles Agreed Upon at the First International Strategy Meeting on Human Genome Sequencing 

(Bermuda, 25–28 February 1996), http://web.ornl.gov/sci/techresources/Human_Genome/research/bermuda.shtml#1. 
2
  NATIONAL HUMAN GENOME RESEARCH INSTITUTE, NHGRI POLICY REGARDING INTELLECTUAL PROPERTY OF 

HUMAN GENOMIC SEQUENCE (April 9, 1996), http://www.genome.gov/10000926.  
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immediately to a public database.  Likewise, the Draft GDS Policy fails to mention subsequent 

data sharing policies adopted by NHGRI in 1997,
3
 1999

4
 and 2000.

5
  

 

 Instead, the “Background” section of the Draft GDS Policy implies that NIH’s genomic 

data sharing policy began with NIH’s February 2003 policy relating to the sharing of research 

data.
6
  While this NIH-wide policy was a significant milestone, the Draft GDS Policy also omits 

mention of NHGRI’s concurrent 2003 data sharing policy that arose from a key stakeholder 

meeting in Ft. Lauderdale,
7
 and which reaffirmed the importance of the Bermuda Principles to 

Federal data sharing policy.
8
  Both the Bermuda Principles and Ft. Lauderdale Principles have 

been widely recognized by researchers, commentators and NIH officials as cornerstones of U.S. 

genomics data sharing policy.
9
 

 

 Accordingly, omitting any mention of the well-known Bermuda Principles and Ft. 

Lauderdale Principles, and the NIH/NHGRI policies that embodied them, in a document 

establishing new Federal policy in the area of genomic data release could be viewed as an 

attempt by NIH to distance itself, and its current policies, from these earlier statements.  While it 

is certainly NIH’s prerogative to alter its policies in accordance with current needs, institutional 

goals and administration priorities, such changes, and shifts away from existing policy priorities, 

should be disclosed to, and discussed with, the public. 

 

 This point is of more than academic interest.  As I observe below, several of the proposed 

provisions of the Draft GDS Policy move away from the standard of rapid, pre-publication data 

release that have been in effect for the past two decades, but without any explanation of why.  

Discarding these earlier policies might be justified by current conditions.  But in order to enable 

an informed public assessment of, and debate over, the Draft GDS Policy, it is important that 

                                                 
3
 National Human Genome Research Institute, Current NHGRI Policy for Release and Database Deposition of 

Sequence Data (Mar. 7, 1997), http://www.genome.gov/page.cfm?pageID=10000910. 
4
 National Human Genome Research Institute, Policy on Availability of Genomic DNA Sequence Funded by 

NHGRI (Jul. 1, 1999),  
5
 National Human Genome Research Institute, NHGRI Policy for Release and Database Deposition of Sequence 

Data (Dec. 21, 2000), www.genome.gov/page.cfm?pageID=10000910. 
6
 Final NIH Statement on Sharing Research Data (Feb. 26, 2003),  

7
 Sharing Data from Large-Scale Biological Research Projects: A System of Tripartite Responsibility (Ft. 

Lauderdale, Jan. 14-15, 2003), http://www.genome.gov/Pages/Research/WellcomeReport0303.pdf. 
8
 NAT’L HUMAN GENOME RESEARCH INST., Reaffirmation and Extension of NHGRI Rapid Data Release Policies:  

Large-Scale Sequencing and Other Community Resource Projects (Feb. 2003), http://www.genome.gov/10506537. 
9
 See, e.g.  Barbara R. Jasny, Realities of Data Sharing Using the Genome Wars as Case Study – An Historical 

Perspective and Commentary, 2 EJP Data Science (2013); Jorge L. Contreras, Bermuda’s Legacy: Patents, Policy 

and the Design of the Genome Commons, 12 MINN. J.L. SCI. & TECH. 61 (2011), 

http://papers.ssrn.com/sol3/papers.cfm?abstract_id=1667659; Jorge L. Contreras, Prepublication Data Release, 

Latency, and Genome Commons, 329 SCIENCE 393 (2010); Toronto Int’l Data Release Workshop Authors, Pre-

Publication Data Sharing, 461 NATURE 168, 169–70 (2009); Jane Kaye, et al., Data Sharing in Genomics – Re-

shaping Scientific Practice, 10 NATURE REV. GENETICS 331, 332 box 1 (2009); Francis S. Collins, Eric D. Green, 

Alan E. Guttmacher and Mark S.Guyer, A Vision for the Future of Genomics Research: A Blueprint for the Genomic 

Era, 422 NATURE 835 (2003). 
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NIH disclose and openly discuss the policy considerations that motivated any meaningful shift 

away from its prior stance. 

 

2. Timing of Data Release [Appendix A – Expectations for Data Submission and Data Release] 

 

 The most significant change that would be introduced by the Draft GDR Policy is a 

lengthening of the period between the generation and public release of human DNA sequence 

data.  Under previous NIH/NHGRI genomic data release policies (1996, 1997, 1999, 2000 and 

2003), genomic data was required to be released in publicly-accessible databases with 24 hours, 

or similarly short time periods.  This rapid release of data, introduced by the Bermuda Principles, 

was once a cornerstone of NIH’s approach to genomic research.  As stated by the leaders of the 

Human Genome Project in 2001, “We believed that scientific progress would be most rapidly 

advanced by immediate and free availability of the human genome sequence. The explosion of 

scientific work based on the publicly available sequence data in both academia and industry has 

confirmed this judgment.”
10

  More recently, the demonstrable benefits of rapid data release have 

been studied and documented by scholars such as Heidi Williams.
11

 

 

 Under more recent “second generation” data release policies issued by NIH/NHGRI 

(GWAS, GAIN, ENCODE, TCGA),
12

 rapid release of data to the public was still required, but 

users of this public data were generally obliged to refrain from publishing or presenting analyses 

of that data during “embargo” periods of 6-12 months.  In all of these cases, data was released 

almost immediately after generation or validation, so that it would be of the greatest use to the 

broader scientific community and so that scientific discovery and medical advancement would 

proceed as rapidly as possible. 

 

 In contrast, the Draft GDR Policy would introduce substantial time delays to the public 

release of genomic data.  As described in Appendix A, DNA sequencing reads would not be 

publicly released at all.  DNA data that has undergone an initial round of analysis and “cleaning” 

would be submitted to an NIH repository within three months after completion of this analysis, 

and then released to the public up to six months later.  In total, there would be a theoretical 

minimum of nine additional months before data is released to the public, but in all likelihood a 

period closer to one year or longer (given the time necessary to conduct initial analysis and data 

cleaning). 

 

                                                 
10

 Int’l Hum. Genome Sequencing Consortium, Initial Sequencing and Analysis of the Human Genome, 409 Nature 

860, 864 (2001).  See also Collins, et al., supra note 9, at 846 (“Scientific progress and public benefit will be 

maximized by early, open and continuing access to large data sets.”); Robert Mullan Cook-Deegan & Stephen J. 

McCormack, A Brief Summary of Some Policies to Encourage Open Access to DNA Sequence Data, 293 Science 

217 (2001) (“[W]ithout [the Bermuda Principles] the wait for information sufficient to meet patent criteria from high 

throughput sequencing programs would lead to long delays, and thus be a serious drag on science, undermining the 

publicly funded sequencing programs’ very purpose”). 
11

 Heidi L. Williams, Intellectual Property Rights and Innovation: Evidence from the Human Genome, 121 J. 

Political Econ. (2013). 
12

 See Contreras (2011), supra note 9, at 97-104 and Table 1 (summarizing these policies and their data release 

requirements). 
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 The introduction of this time lag, which I have previously termed “knowledge latency”,
13

 

is not necessarily a bad thing.  It may be necessary to ensure that higher-quality data enters the 

public sphere and to give data-generating researchers a “head start” in analyzing the data that 

they generated.  These considerations have been discussed at length in the literature, beginning 

as early as the Bermuda Principles themselves.  Private sector genomic research groups have also 

adopted time-delayed data release programs, and have contributed substantial data to the public 

domain in so doing.
14

  However, what is lacking in the Draft GDR Policy is any reasoned 

explanation for the proposed lengthening of the data release period, and any acknowledgement 

that a significant change is being made.  It is incumbent on NIH to offer the public its rationale 

for the introduction of this new latency period, and to justify the inevitable and corresponding 

reduction in scientific output, knowledge dissemination and biomedical discovery. 

 

3. Penalties for Non-Compliance [II. Scope and Applicability] 

 

 In order for the data release and other provisions of the Draft GDR Policy to be effective, 

there must be a realistic expectation that they will be enforced, as well as meaningful penalties 

for non-compliance.  Past NIH/NHGRI data release policies have been roundly criticized for 

their lack of penalties and enforcement mechanisms.
15

  This lack of enforcement is believed to 

have resulted in widespread noncompliance with rules such as embargo restrictions on the use of 

publicly-available data. The most publicized incident of this nature occurred in 2009 with respect 

to an article appearing in the Proceedings of the National Academies of Science (PNAS).
16

  

Interestingly, it was the journal, not NIH, that took action against the alleged violator. 

 

 In an apparent attempt to address this criticism, Section II of the Draft GDR Policy 

outlines an enforcement framework for noncompliance.  It states that “Compliance with this 

Policy will become a special term and condition in the Notice of Award or the Contract Award. 

Failure to comply with the terms and conditions of the funding agreement could lead to 

enforcement actions, including the withholding of funding, consistent with 45 CFR 74.62 and/or 

other authorities, as appropriate.” 

 

 While this language is a good start, it may not go far enough to deter noncompliance with 

the policy.  In particular, the reference to “withholding of funding” implies that future funds may 

not be disbursed under a grant.  In many cases, this penalty will be no deterrent at all, as projects 

                                                 
13

 See Jorge L. Contreras, Confronting the Crisis in Scientific Publishing: Latency, Licensing and Access, 53 Santa 

Clara L. Rev. 491 (2013), http://papers.ssrn.com/sol3/papers.cfm?abstract_id=2015885; Contreras (2010), supra 

note 9, and Jorge L. Contreras, Data Sharing, Latency Variables and Science Commons, 25 Berkeley Tech. L.J. 

1601 (2010), http://papers.ssrn.com/sol3/papers.cfm?abstract_id=1501280. 
14

 See, e.g., Jorge L. Contreras, Aris Floratos & Arthur Holden, The International Serious Adverse Events 

Consortium’s Data Sharing Model, 31 NATURE BIOTECH. 17 (2013). 

15
 See, e.g., Arti K. Rai & Rebecca S. Eisenberg, Bayh-Dole Reform and the Progress of Biomedicine, 66 Law & 

Contemp. Probs. 289, 293-94 (2003) (offering a critique of NIH’s “hortatory” approach to issues of patenting and 

biomedical research). 
16

 Randy Schekman, Editorial – PNAS Takes Action Regarding Breach of NIH Embargo Policy on a PNAS Paper, 

106 Proc. Natl. Acad. Sci. 16893 (2009). 
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may already be completed at the time that data release is required or noncompliance is detected.  

While the Draft GDR Policy also makes reference to other potential penalties under 45 CFR 

74.62, these are not specified and most researchers are probably unaware of the range of 

penalties available under that regulation.  Thus, I would recommend making explicit the range of 

penalties that may be incurred as a result of noncompliance with the GDR Policy.  Under 45 

CFR 74.62, such penalties could include withholding further awards (74.62(a)(4)), and 

debarment and suspension of the entire institution from receipt of Federal funding (74.62(d)).  It 

is important to emphasize to NIH-funded researchers that the consequences of noncompliance 

with the GDR Policy may be substantial, if not catastrophic, not only to their individual research 

programs, but to their institutions, as the prospect of such dire consequences could significantly 

improve compliance with policy requirements. 

 

4. Intellectual Property [Section VI] 

 

 As in previous NIH/NHGRI data release policies, the provisions relating to intellectual 

property have little, if any, legal effect.  I commend NIH for recognizing the landmark Supreme 

Court decision in Association for Molecular Pathology v. Myriad Genetics
17

 and its holding that 

naturally-occurring DNA is not patentable in the U.S.  However, this is merely a restatement of 

existing law.  The following statement that basic DNA sequences and other forms of data are 

“pre-competitive” is not compelled by the Court’s holding, and is not discussed in the case.  In 

fact, the term “pre-competitive” is a poorly-defined term that has little legal meaning.  This being 

said, the Draft GDR Policy makes a valuable contribution by stating that such data should be 

made available without restriction.  The contribution would be greater, however, if NIH more 

clearly stated that such data “must” be made publicly available without licensing restrictions 

(especially royalties), as the term “should” is notoriously ambiguous and could be interpreted to 

mean that such an approach is recommended, but not required (i.e., there is no penalty for 

noncompliance). 

 

 Even less definitive are further statements in Section VI of the Draft GDR Policy 

regarding the use of patents to block access to data developed with NIH support.  NIH 

“discourages” such blocking tactics, and “encourages” uses of data that are consistent with its 

2005 “best practices” for licensing genomic inventions and research tools.
18

 While these 

sentiments are welcome, it has long been recognized that policies stated in terms of 

encouragement rather than requirement have little to no real impact on behavior. This seems 

particularly true with regard to NIH’s licensing “best practices”, which have been in place for 

nearly a decade, but which have never, to my knowledge, been asserted against any entity that 

has failed to abide by them.
19

 In fact, it does not appear that any mechanism for policing or 

monitoring compliance with such policies even exists.  Thus, while the sentiments expressed in 

Section VI of the Draft GDR Policy are admirable and welcome, they are not likely to have a 

                                                 
17

 569 U.S. __ (2013) 
18

 Natl. Inst. Health, Best Practices for the Licensing of Genomic Inventions, 70 Fed. Reg. 18413 (Apr. 11, 2005), 

http://www.gpo.gov/fdsys/pkg/FR-2005-04-11/pdf/05-7247.pdf. 
19

 See Rai & Eisenberg, supra note 15. 



Contreras Comments on NIH GDR Policy 

November 19, 2013 

Page 6 

 

 

 

meaningful effect on researcher behavior unless they are made more definitive and binding and 

become subject to real penalties for noncompliance (see Paragraph 3 above).
20

 

  

 

Thank you again for the opportunity to offer these comments in response to your inquiries.  

Please do not hesitate to let me know if there is any additional information that I can provide in 

support of these important matters. 

 

 

       Respectfully yours, 

 

       Jorge L. Contreras 

                                                 
20

 I have been told informally that NIH is loathe to strengthen the patent deterrent measures contained in its policies 

for fear of violating the Federal Bayh-Dole Act of 1980, 35 U.S.C. §§ 200-12 (2006).  This fear does not appear to 

be warranted, and a more complete discussion of NIH’s legal position in this regard would be useful to the public 

consideration and debate of the Draft GDR Policy. 


