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National Institutes of Health  

Points to Consider in Developing Effective Data Use Limitation Statements  

Introduction  
The National Institutes of Health (NIH) promotes the broad and responsible sharing of genomic research 
data because it promotes the rapid advancement of science by enabling the widest utility of the data. 
However, NIH also recognizes that in some circumstances broad sharing may not be consistent with the 
informed consent of the research participants whose data are included in the dataset. A data use limitation 
(DUL) statement is a brief written description of limitations, if any, on the distribution and use of human 
data submitted to controlled-access NIH designated data repositories, such as the NIH database of 
Genotypes and Phenotypes (dbGaP). DULs are developed by the submitting institution and are based on 
the terms of the informed consent of the study participants from whom the genomic data are being 
generated, or otherwise stipulated by the submitting institution.  

Investigators should consult with their IRB and institutions to determine whether the data can be shared 
and what DULs, if any, are needed for a dataset. Drafting clear, understandable DULs is critical to ensure 
that data are made available for the full range of appropriate uses and not for unauthorized uses. Factors 
to consider in developing DULs may include whether the informed consent stated that the data would be 
shared with other investigators, was silent on the matter of data sharing or future uses of data, or stated 
that the data could only be used for a specific purpose. Investigators and institutions may additionally 
wish to consider the original purpose of the research, the feasibility of re-consenting if appropriate, and 
the study participants’ understanding of the secondary use of the data.  

This guidance document provides points to consider when drafting DULs for data submitted to 
controlled-access NIH-designated data repositories under the NIH Genomic Data Sharing (GDS) Policy.  

Standard Data Use Limitations  
NIH provides standard categories and DULs for appropriate secondary research use. If DULs are needed, 
they should be specified in the genomic data sharing plan submitted as part of the funding request, and 
delineated in the Institutional Certification. The four main categories of consent groups are: General 
Research Use, Health/Medical/Biomedical, Disease-Specific, and Other. Additional modifiers to these 
four main categories, e.g., use by nonprofit organizations only, are described further below. Upon 
submission of the Institutional Certification, standard text for the DULs is automatically generated in the 
dbGaP registration system and can be edited as needed. Any other DULs that do not conform to the 
standard consent groups can be listed as “other” and explained by customized text provided by the 
submitting investigator.  

Interpretations of the Standard Data Use Limitations  
A. General Research Use: Data can be used for any research purpose but would not be made 

available for non-research purposes. These data would generally be made available to any 
qualified investigator, irrespective of the specific research purpose for which the data are 
requested. Examples of research using data for General Research Use may include, but are not 
limited to:  

• Research on any disease or condition, even if the research is on a disease very different from 
the disease being studied in the original project;  

• Statistical methods research and development (e.g., development of software or algorithms) 
that may have applications to many different diseases or conditions;  

• Research on non-disease traits (e.g., intelligence, personality traits); and   
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• Research relating to population structure including research that involves the determination of 
allele frequencies in different populations or ancestries (note that applications of these types 
may be objectionable to members of groups that have historically been the targets of 
discrimination).  

B. Health/Medical/Biomedical: Use of these data is limited to a focus on health/medical/biomedical 
research objectives, excluding the study of population origins or ancestry. These data would 
generally be made available to any qualified investigator, for:  

• Research on any disease or health condition; and  
• These data would not be made available for research on non-disease traits (e.g., intelligence, 

personality traits), or population structure or ancestral origin, with no clear relationship to 
disease.  

C. Genetic Studies Only: Data can be used only for genetic studies. Examples of research using data 
for Genetic Studies Only may include, but are not limited to:  

• Research on the role of genetics in any disease, condition or non-disease trait;  
• Statistical methods development research that may have general applications to studying the 

genetics of different diseases); and   
• Research relating to population structure, including research that may have applications or 

implications for the understanding of ancestral history because of the information it may 
provide about allele frequencies in different populations.  

D. Disease-specific: Data can be used only for research on a specific disease or related condition. 
When the informed consent documents that allowed the data to be used for future studies related 
only to a particular disease (e.g., diabetes and related conditions), a disease-specific DUL would 
be appropriate.  

E. Methods: Data can be used for statistical methods research and development (e.g., development 
of statistical software or algorithms).  

F. Not-for-profit Use Only: Data can be used only by not-for-profit organizations. If the data should 
not be made available to commercial entities, this restriction should be stated specifically in the  
DUL.  

G. Publication Required: The informed consent of the study participants requires that the 
investigator requesting the data and his/her institution disseminate the findings of studies using 
the data to the larger scientific community.  

H. IRB Approval Required: If required by the submitting institution’s IRB, approval of secondary 
research by the requesting institution’s local IRB can be stipulated as part of the DUL. 
Documentation of local IRB approval, including a description of the type of review, e.g., full or 
expedited, would be submitted as part of the data access request which is reviewed by the DAC.  
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