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1.0 PURPOSE

2.0

3.0

4.0

1.1 The purpose of this policy is to establish a framework of standards and processes for providing
study results to participants in clinical trials funded by the Division of Microbiology and Infectious
Diseases (DMID).

SCOPE

2.1 This policy applies to:

2.1.1 Clinical trials where DMID is the sponsor of the Investigational New Drug (IND)/
Investigational Device Exemption (IDE) or equivalent, regardless of funding type.
2.1.2 Non-IND/IDE clinical trials funded under contract.

2.2 For non-IND/IDE clinical trials funded under cooperative agreement, the Program Officer (PO) may
require adherence to this policy.

2.3 For clinical studies (that are not clinical trials) funded under contract, the Contracting Officer’s
Representative (COR) may require adherence to this policy.

DEFINITIONS

3.1 Clinical Study Report (CSR): A written description of a trial/study conducted in human subjects, in
which all clinical and statistical descriptions, presentations, and analyses for all endpoints are fully
integrated into a single report.

3.2 Informed Consent Form (ICF): A document that provides potential study participants with
information about the study, including its purpose, duration, procedures, risks, benefits, and their
rights.

3.3 Institutional Review Board (IRB)/Ethics Committee: An independent body constituted of medical,
scientific, and nonscientific members, whose responsibility is to ensure the protection of the rights,
safety and well-being of human subjects involved in a trial by, among other things, reviewing,
approving, and providing continuing review of trial protocols and amendments and of the methods
and material to be used in obtaining and documenting informed consent of the trial subjects.

For additional definitions, see DMID glossary.
POLICY
4.1 Study participants must receive individual results during a study that may direct or impact their

current medical care (e.g., laboratory testing suggestive of an unknown medical condition such as
anemia or subclinical infections such as hepatitis).

4.1.1 This disclosure is noted in the protocol and the informed consent.


https://www.niaid.nih.gov/research/dmids-clinical-research-glossary
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5.0

6.0

7.0

4.1.2 If the condition is a study endpoint (e.g., a sexually transmitted Infection (STI) when the trial
is comparing infection rates from different interventions), the investigators/protocol team
should take measures and describe in the statistical section of the protocol how disclosure
will be managed to avoid compromising the validity of the trial.

4.2 Study participants may receive individual results that may direct or impact their future medical care
(e.g., alleles conveying risk of acquisition or outcomes from infections, HLA markers, etc.)

4.2.1 Generally, these results can wait until the end of the trial, but early communication may be
beneficial in some cases. Early communication should be determined by the Pl and Medical
Officer.

4.2.2 If the test result linkage to health outcomes is clear, the information should be conveyed. If
the linkage is speculative or in an emerging field, teams should weigh the risks of conveying
early data against the potential benefit to the participant.

4.2.3 This disclosure should be noted in the protocol and the informed consent.

4.3 Participants often want to understand how their enrollment contributed to advancing medical
research. Therefore, study participants may receive a summary of study/trial results. The plan for
sharing study information or results must be specified in the protocol or approved by the
responsible IRB after study completion. The plan should include:

4.3.1 Which participants will be informed.

4.3.2 Adescription of how this information will be shared, with an option for the participant to
refuse.

4.3.3 Contact information for participants with questions.

4.3.4 Timing of when this information will be provided.

REFERENCES
5.1 FDA Code of Federal Regulations (CFR) Title 21

5.1.1 Part 50: Protection of Human Subjects
5.1.2 Part 56: Institutional Review Boards
5.2 ICH E6 Good Clinical Practice
5.3 EMA Guidelines (EMA/INS/GCP/856758/2018)

APPENDICES
6.1 Not applicable

REVISION HISTORY

7.1 DMID-SM-POL-0007 is the original version of this procedure within the electronic Quality
Management System (eQMS). It is a revision and replacement of DMID-OCRR Policy-003.


https://www.ecfr.gov/current/title-21
https://database.ich.org/sites/default/files/ICH_E6%28R3%29_Step4_FinalGuideline_2025_0106.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/scientific-guidelines
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8.0 ADDITIONAL INFORMATION
8.1 Document lead: Office of Clinical Research Resources (OCRR)

8.2 Posting externally: Yes
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