
 

 

April 11, 2014 

 

 

Committee on Strategies for Responsible Sharing of Clinical Trial Data 

Institute of Medicine of the National Academies 

500 Fifth Street, NW 

Washington, DC 20001 

 

Re:  Discussion Framework for Clinical Trial Data Sharing; Specific Topics for 

Public Feedback 

 

 

Dear Sir/Madam:  

 

The Biotechnology Industry Organization (BIO) thanks the Institute of Medicine’s (IOM) 

Committee on Strategies for Responsible Sharing of Clinical Trial Data (“the Committee”) 

for the opportunity to submit comments on its “Discussion Framework for Clinical Trial 

Data Sharing.”  BIO commends the Committee on the release of this Discussion 

Framework and shares its commitment to empower the broader scientific community to 

develop knowledge that will improve drug development, enhance public health, and 

reinforce public confidence in the safety and efficacy of medicines through responsible 

clinical trial data sharing. 

 

BIO represents more than 1,000 biotechnology companies, academic institutions, state 

biotechnology centers and related organizations across the United States and in more 

than 30 other nations. BIO members are involved in the research and development of 

innovative healthcare, agricultural, industrial and environmental biotechnology products, 

thereby expanding the boundaries of science to benefit humanity by providing better 

healthcare, enhanced agriculture, and a cleaner and safer environment.   

 

 

GENERAL COMMENTS: 

 

The member companies of BIO strongly support research that aims to improve human 

health through better drug development and recognize that responsibly sharing their 

clinical trial data can help to advance such research, while reinforcing public trust in the 

clinical trial enterprise.  At the same time, the interests of all participating stakeholders 

must be carefully balanced while considering a pragmatic approach to enable increased 

access to clinical trial data.  

 

Study participants themselves must have confidence that their personal medical 

information and privacy will be protected in accordance with the terms of their informed 

consent and in compliance with relevant laws and regulations. Additionally, in order for 

innovative biotechnology companies to successfully attract the investment necessary to 

fund a drug or biologic program over the decade or more required for its development, it 

is imperative that data not be disclosed prematurely or in a manner that does not 

protect confidential and proprietary information.  



   

 

BIO Comments on Discussion Framework for Clinical Trial Data Sharing 

IOM Committee on Strategies for Responsible Sharing of Clinical Trial Data; April 4, 2014; Page 2 of 6 

 

Most BIO member companies are small, pre-revenue enterprises that operate with 

limited resources. While data sharing activities may divert resources from their core 

mission of directly developing innovative therapies, BIO members recognize the value of 

supporting, to the extent possible, qualified external medical and scientific research.  

Toward this end, BIO recently adopted Principles on Clinical Trial Data Sharing, which 

outline considerations for member companies designed to increase data transparency 

and promote responsible sharing of clinical trial data.1 

 

 

SPECIFIC COMMENTS: 

 

BIO commends the Committee both for the release of the Discussion Framework for 

Clinical Trial Data Sharing, as well as for its engagement of diverse stakeholders 

involved in or affected by the development of clinical trial data sharing policies 

 

 

A. Global Implementation and Practical Consideration 

 

 Because most large clinical trials are global in nature, how can clinical trial data 

be shared in that global context? How can different national regulations for 

research participants’ privacy protections, approval of drugs and devices, data 

exclusivity and intellectual property laws, resources, and health priorities be 

taken into account? 

 

BIO appreciates the Committee’s consideration of the increasingly global nature of 

multisite clinical trials, as well as the acknowledgment that issues of transparency and 

disclosure of regulatory data are extremely complex and are currently being debated 

and evaluated globally in various venues.2,3,4  BIO strongly believes that Sponsors 

should be empowered to develop a transparent process to evaluate requests for clinical 

trial data.  One strategy would be to participate in voluntary data sharing cooperatives5, 

which provide harmonized policies, such as those outlining access to data, which can be 

                                                 

1 BIO Principles on Clinical Trial Data Sharing (2014), available at http://www.bio.org/articles/bio-principles-
clinical-trial-data-sharing  
 
2 REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL on clinical trials on medicinal products 
for human use, and repealing Directive 2001/20/EC (2012), available at 
http://ec.europa.eu/health/files/clinicaltrials/2012_07/proposal/2012_07_proposal_en.pdf  
 
3 EMA Policy/0070: Publication and access to clinical trial data (2013), available at 
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2013/06/WC500144730.pdf   
 
4 Availability of Masked and De-identified Non-Summary Safety and Efficacy Data; Request for Comments 
(2013) Federal Register 78(107): 33421-33423, available at  http://www.gpo.gov/fdsys/pkg/FR-2013-06-
04/pdf/2013-13083.pdf  
 
5 Clinical Study Data Request, available at https://clinicalstudydatarequest.com  
 

http://www.bio.org/articles/bio-principles-clinical-trial-data-sharing
http://www.bio.org/articles/bio-principles-clinical-trial-data-sharing
http://ec.europa.eu/health/files/clinicaltrials/2012_07/proposal/2012_07_proposal_en.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2013/06/WC500144730.pdf
http://www.gpo.gov/fdsys/pkg/FR-2013-06-04/pdf/2013-13083.pdf
http://www.gpo.gov/fdsys/pkg/FR-2013-06-04/pdf/2013-13083.pdf
https://clinicalstudydatarequest.com/
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reflected in informed consent documents, prospectively, while also accommodating some 

differences between Sponsors.  

 

 

 How might strategies and approaches regarding data sharing take into account 

clinical trials conducted in resource-poor settings; trials designed by citizen-

scientists using data they contribute directly; and trials designed through 

participatory research? 

 

BIO greatly appreciates the Committee’s interest in better understanding, and 

potentially mitigating, the impact that implementation of clinical trial data sharing 

policies will have on resource-constrained enterprises.  For small companies in the 

biotech industry, a fair and cost-sensitive solution to clinical trial data sharing is of 

paramount importance.  For emerging, pre-revenue companies, any funds spent on non-

research and development (R&D) activities are lost to the scientists and innovators 

working directly to cure disease and improve patients’ quality of life.  BIO’s emerging 

member companies need to reserve investment dollars earmarked for R&D and are not 

able to divert these critically needed funds toward additional, noncore functions.  These 

companies require additional flexibility in developing and implementing an individualized 

company approach to data sharing, a priority reflected in BIO’s Principles on Clinical Trial 

Data Sharing.  

 

BIO believes that participation in voluntary data sharing cooperatives, as described in 

sections above, may provide Sponsors with an opportunity to make their clinical trial 

data available in a cost- and resource-efficient manner by capitalizing on collective 

economies of scale.  While BIO believes that participation in any data sharing 

cooperative should be voluntary, this option may be particularly attractive for smaller 

enterprises and independent investigators who lack the resources necessary to develop 

a stand-alone infrastructure for clinical trial data sharing. 

 

 

B. Timing and Prioritization 

 

 What might be the advantages and disadvantages to various stakeholders of 

sharing different types of datasets, at different points in time after the 

completion of a clinical trial? 

 

BIO supports the posting of summary results of clinical trials through registries within 

specific times from the end of studies and publication in the scientific literature, as 

outlined in our Principles on Clinical Trial Data Sharing.  This enables the scientific 

community to be made aware of results in a timely fashion, while protecting confidential 

commercial information essential for maintaining investment in biomedical innovation.   

 

The timing of additional clinical trial data sharing should be considerate of potential 

impacts on incentives for innovation. Data sharing policies should allow the original 

Sponsor sufficient time to analyze and publish the results of trials, and develop 

innovations that come out of the research.  BIO believes that data should be made 
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available to qualified researcher requests after approval of the medicine or termination 

from development for all indications due to safety reasons and acceptance of the 

primary publication from the study.  Where a medicine is being developed for further 

indications, data from these studies should be made accessible after approval of specific 

indications, though specific inquiries for these data should still be considered by 

Sponsors on a case-by-case basis.    

 

 

C. Mitigating Risks 

 

 What might be done to minimize the risks to patients and to public health from 

the dissemination of findings from invalid analyses of shared clinical trial data? 

 

BIO fully supports efforts to prevent inappropriate analyses, which pose potential risks 

to public health and public perception of medicines.  Toward this end, BIO supports a 

controlled access model6 to individual participant-level clinical trial data and believes 

that Sponsors should be empowered to develop a transparent process to evaluate 

requests for clinical trial data.   

 

For some Sponsors, this is currently being achieved through external review by a panel 

of experts that are independent of the study Sponsors.  While BIO applauds this 

approach, we recognize that the associated costs and required resources may not make 

it preferable for all study Sponsors.  Therefore, BIO believes that Sponsors themselves 

are best positioned to develop an appropriately transparent process to evaluate 

requests.   

 

Regardless of the specific review mechanisms, BIO believes that researchers should be 

required to submit a research proposal that includes a statistical analysis plan, 

publication plan, expertise of the research team, funding, and any potential conflicts of 

interest as well as management of these potential conflicts. 

 

 

 What measures should be deployed to minimize the privacy and confidentiality 

risks to trial participants? For example, are current anonymization or de-

identification methodologies sufficient? 

 

The Health Insurance Portability and Accountability Act (HIPAA) defines de-identified 

data as “…data that [do] not identify an individual and with respect to which there is no 

reasonable basis to believe that the information can be used to identify an individual.”7,8  

                                                 

6 Melo MM, et al. (2013) Preparing for Responsible Sharing of Clinical Trial Data. N Engl J Med. 369: 1651-
1658, doi: 10.1056/NEJMhle1309073, available at http://www.nejm.org/doi/pdf/10.1056/NEJMhle1309073  
 
7 45 CFR 164.514(a)  
 
8 45 CFR 164.514(b)(2) defines the following elements that make up these data: 

 Name; 

http://www.nejm.org/doi/pdf/10.1056/NEJMhle1309073
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In addition to the specific data outlined in 45 C.F.R. 164.514(b)(2), further steps are 

needed in this context to protect the privacy of study participants. Indeed, the 

combination of data points, individuals who are outliers within subsets and verbatim text 

pose risks for re-identification of participants and standards for dealing with these issues 

are being developed by Sponsors, currently. Some Sponsors have utilized the application 

of a different method of de-identification, that of statistical de-identification, as another 

method to help protect study participant privacy.9  Extra precautions are needed for 

studies in small patient populations or rare diseases.  Additionally, as studies are 

increasingly conducted globally, as mentioned previously, Sponsors should carefully 

consider relevant regional privacy regulations designed to protect patients participating 

in clinical trials outside of the United States.   

 

BIO believes that an important step, in addition to adequately de-identifying and 

anonymizing data, would be for researchers to commit in their data sharing agreement 

not to seek to re-identify individuals.  Where feasible, provision of data within a secure 

environment with controls in place to prevent data from being downloaded would be 

another critical protection to ensure the privacy and confidentiality of participants. 

 

 

                                                                                                                                                       

 All geographical subdivisions smaller than a State, including street address, city, county, precinct, zip 
code, and their equivalent geocodes, except for the initial three digits of a zip code, if according to the 
current publicly available data from the Bureau of the Census: (1) The geographic unit formed by 
combining all zip codes with the same three initial digits contains more than 20,000 people; and (2) 
The initial three digits of a zip code for all such geographic units containing 20,000 or fewer people is 
changed to 000; 

 All elements of dates (except year) for dates directly related to an individual, including birth date, 
admission date, discharge date, date of death; and all ages over 89 and all elements of dates 
(including year) indicative of such age, except that such ages and elements may be aggregated into a 
single category of age 90 or older; 

 Phone numbers; 
 Fax numbers; 
 Electronic mail addresses; 
 Social Security numbers; 
 Medical record numbers; 
 Health plan beneficiary numbers; 
 Account numbers; 
 Certificate/license numbers; 
 Vehicle identifiers and serial numbers, including license plate numbers; 
 Device identifiers and serial numbers; 
 Web Universal Resource Locators (URLs); 
 Internet Protocol (IP) address numbers; 
 Biometric identifiers, including finger and voice prints; 
 Full face photographic images and any comparable images;  
 Any other unique identifying number, characteristic, or code (note this does not mean the unique 

code assigned by the investigator to code the data). 
 
9 45 C.F.R. 164.514(b)(1) permits disclosure of health information provided that a qualified statistical or 
scientific expert concludes, through the use of accepted analytic techniques, that the risk the information could 
be used alone, or in combination with other reasonably available information, to identify the subject is very 
small. 
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CONCLUSION: 

 

BIO appreciates this opportunity to comment on the “Discussion Framework for Clinical 

Trial Data Sharing.” We would be pleased to provide further input or clarification of our 

comments, as needed.  

 

 

     Sincerely, 

       

           /S/ 

       

     Andrew W. Womack, Ph.D. 

     Director, Science and Regulatory Affairs 

     Biotechnology Industry Organization (BIO)  


