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1. PURPOSE 

1.1 The purpose of this document is to describe the policy for distributing clinical research endpoint data 
for studies conducted on behalf of the Division of Microbiology and Infectious Diseases (DMID).  

2. SCOPE 

2.1 This policy applies to clinical research where: 
2.1.1 DMID is the sponsor of the Investigational New Drug Application (IND)/ Investigational 

Device Exemption (IDE), regardless of funding type,  
2.1.2 Non-IND/IDE clinical studies funded under contract and utilizing any DMID clinical support 

contracts, or 
2.1.3 Non-IND/IDE clinical studies funded under grant or cooperative agreement and utilizing 

DMID clinical support contracts. 

3. DEFINITIONS 

3.1 Clinical Research Endpoint Data: information collected as per the clinical research protocol that is used 
to evaluate the safety and efficacy of a medical intervention, such as a drug, device, or treatment.  

3.2 Cohort: a specific group of participants sharing common characteristics, such as age, disease, or risk 
factors, who are followed over time to evaluate health outcomes or responses to intervention. 

 
For other definitions, see DMID glossary. 

4. RESPONSIBILITIES 

Responsibilities are delineated in the policy. 

5. POLICY 

5.1 Clinical research endpoint data, organized by cohort, may be viewed and distributed during the study.  
Clinical research Endpoint Data by treatment allocation cannot be viewed and distributed during the 
study, except as listed in 5.3. Data allowed to be viewed include: 

5.1.1 Study implementation (e.g., enrollment, visit compliance). 

5.1.2 Study populations (e.g., demographics, medical history, baseline serostatus,). 

5.1.3 Quality (e.g., deviations, data completeness). 

5.1.4 Safety (e.g., adverse events, serious adverse events, laboratory listings). 

5.2 Data reviewed by treatment allocation (e.g., reviewing enrollment of an unblinded trial by treatment) 
must be described in the protocol.  

5.3 Clinical research data prepared for safety oversight committees (Safety monitoring committees (SMC) 
and Data and Safety Monitoring Boards (DSMBs)) may be viewed in a Closed Session, by the SMC and 
DSMBs members, as long as this is described in the protocol and as defined in the applicable charter. 

https://www.niaid.nih.gov/research/dmids-clinical-research-glossary
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5.4 One interim analysis of endpoint(s) may be performed and distributed prior to database lock for the 

purpose of futility analysis, product development, and/or public health, provided the analysis, 
purpose, and recipients are explicitly described in the protocol.  

5.4.1 If the interim analysis affects the power/alpha, approval from the Associate Director for Clinical 
Research (ADCR is required. 

5.5 Clinical research endpoint data will only be submitted to regulatory authorities after data cleaning, 
database lock, and analysis as described in a final statistical analysis plan, and final clinical study report 
(CSR). 

5.6 Tables, figures, and listings may be shared with study teams for the purpose of abstract and 
manuscript preparation prior to CSR finalization. For studies conducted under an IND/IDE or 
international equivalent, ADCR approval is required prior to any oral/poster presentations that occur 
prior to CSR submission to the FDA or equivalent regulatory authority. Manuscripts should not be 
published prior to CSR submissions.  

5.6.1 Manuscripts for a study under an IND/IDE must go to the regulator body prior to publication. 

5.7 Data supporting exploratory endpoint analysis, if not performed by the Statistical and Data 
Coordinating Center (SDCC) contractor, may be released prior database lock to other group(s) for 
analysis.  

5.7.1 For a trial where DMID is the regulatory sponsor, the protocol must specify the responsible 
group, and that the data will not be submitted to the FDA. (Trials sponsored by other entities are 
not subject to this policy.) 

5.7.2 The study team should assess the impact of early data release on the primary/secondary 
endpoints and overall trial integrity. The data should be cleaned prior to analysis, which should 
be described in an analysis plan. 

5.7.3 Treatment assignments will not be provided until after the trial database lock (clinical and non-
clinical) and unblinding.  

5.7.4 Publication of exploratory endpoint results, including manuscripts/presentations, cannot 
precede a public release of the primary trial data.  

5.8 Exceptions to this policy must be approved in writing by the ADCR or designee (Appendix 1).  

6. REFERENCES 

6.1 Not applicable 

7. APPENDICES 

7.1 Appendix 1: Policy Deviation Request from the DMID Data Management Policy on Expanded 
Distribution of Clinical Research Endpoint Data 

8. REVISION HISTORY 
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8.1 This is the original version of this Policy within the eQMS. It replaces DMID Policy-012 - NCRS 2.1 v 3, 

which was revised prior to incorporation into the eQMS. 

9. ADDITIONAL INFORMATION 

9.1 Document Lead: Associate Director for Clinical Research (ADCR) 

9.2 Posting externally: Yes 
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