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1. PURPOSE
1.1 This Standard Operating Procedure (SOP) outlines the process for distributing safety information for
the Division of Microbiology and Infectious Diseases (DMID).
2. SCOPE
2.1 This SOP applies to:

2.1.1 Clinical trials where DMID is the Investigational New Drug Application (IND) or Investigational
Device Exemption (IDE) sponsor, regardless of funding type.

2.1.2 Non-IND/IDE clinical trials funded under contract.

2.1.3 Non-IND/IDE clinical trials funded under grant or cooperative agreement and utilizing DMID
clinical support contracts.

2.2 DMID will consult relevant experts to comply with international regulations, as applicable.

3. DEFINITIONS

3.1 Individual Case Safety Report (ICSR): a structured document that contains detailed information
describing what is needed to support a single adverse event or adverse reaction associated with the
use of a medical product (such as a drug, biological, or device). ICSRs are used for the collection,
reporting, and evaluation of safety information in pharmacovigilance.

3.2 Safety Information: any new data from clinical trials or other sources about a potential serious risk to
participants or a major impact on the conduct of the study (e.g., reports from investigators,
manufacturers, regulatory authorities, published literature, clinical or epidemiological investigations,
animal, or in vitro studies (21CFR.312(b)).

For other definitions, see DMID glossary.

4. RESPONSIBILITIES

4.1 Clinical Project Manager (CPM): Collaborates with the clinical study team to ensure compliance and
confirms the distribution list.

4.2 Medical Monitor (MM): Evaluates all safety information, determines relevance, the criteria for
distribution, and communicates potential safety concern or risks to DMID staff.

4.3 Office of Clinical Research Affairs (OCRA) Safety: Oversees the safety information distribution process
and ensures safety information is distributed to applicable parties according to regulations, industry
guidance, DMID procedures, and any signed DMID agreement.

4.4 Safety Oversight Committee (SOC): Reviews safety information according to the protocol or at the
request of DMID and provides advisory input to DMID.


https://www.niaid.nih.gov/research/dmids-clinical-research-glossary
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4.5 Pharmacovigilance Group (PVG) Contractor: Collects and stores safety information in the database;
prepares and distributes the safety information.

5. PROCEDURE
5.1 Assessment of Safety Information

5.1.1 The MM assesses all safety information received by DMID to determine relevance, including
whether it meets the criteria for distribution or expedited safety reporting. Refer to Expedited
Safety Reporting for DMID-held IND/IDE Trials SOP (DMID-SF-SOP-00002).

e If applicable, the MM assesses whether other studies are affected by the new finding, and
initiates cross-reporting as necessary

5.1.2 Criteria for safety information distribution include:
e Any new safety finding that may affect participant’s safety or willingness to continue the trial.
e Anyinformation that may impact clinical trial conduct or alter the approval of the
Institutional Review Board (IRB)/ Independent Ethics Committee (IEC) or regulatory
authorities.
e Any signed written agreement between DMID and another entity.

5.1.3 The MM communicates their assessment to the study team, OCRA Safety Nurse Consultant (NC),
and the Pharmacovigilance Group (PVG) contractor.
o |f deemed irrelevant, the assessment is documented by the PVG contractor and stored for
record-keeping.

5.2 Distribution of Safety Information

5.2.1 Timelines for safety information distribution:

e All participating investigators, as soon as possible, but no later than 15 calendar days for IND
studies in accordance with regulation (e.g., 21 CFR 312.32(c)(1) and 10 calendar days in IDE
studies in accordance with 21 CFR 812.150(b)(1)).

e [RB/IEC of record: In accordance with IRB/IEC policy.

e Other entities: As outlined in any signed written agreement with DMID.

e SOC: When convened by DMID for the study or as requested by the MM.

5.2.2 The MM reviews and approves the safety information and distribution list.

5.2.3 The CPM ensures the distribution of safety information to the IRB/IEC is performed according to
the IRB/IEC policy.

5.2.4 The OCRA Safety NC, ensures relevant safety information is distributed to all participating
investigators, regulatory authorities, and any entity with a signed DMID agreement.

5.2.5 For IND/IDE Safety Reporting, an exact copy of the IND/IDE safety report (or equivalent) is
distributed to all entities (see DMID-SF-SOP-00002).
e All other safety reports can be sent in Council for International Organizations of Medical
Sciences (CIOMS) | format or in accordance with a signed DMID agreement.

5.3 Documentation and Record-Keeping
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5.3.1 The OCRA Safety NC ensures the date of distribution and any confirmation of receipt from all
participating investigators are logged by the PVG contractor.
e For active studies, DMID will accept confirmation of receipt from the Principal Investigator,
co-investigator, sub-investigator, or study coordinator.

5.3.2 Following the initial distribution, the OCRA Safety NC confirms with the PVG contractor that all
participating investigators have confirmed receipt and notifies the CPM of any missing receipts.

5.3.3 The CPM ensures all participating investigators have received the safety information.
5.4 Quality Assurance and Oversight
5.4.1 The OCRA Safety NC conducts periodic reviews of the safety information distribution process to
ensure compliance with this SOP and resolves any issues as needed.
REFERENCES
6.1 DMID-SF-SOP-00002 Expedited Safety Reporting for DMID-held IND/IDE Trials

6.2 International Council for Harmonisation ICH E6(R3): Guideline for Good Clinical Practice

6.3 International Council for Harmonisation ICH E2A: Clinical Safety Data Management

6.4 FDA Code of Federal Regulations (CFR) Title 21:
6.4.1 21 CFR 312.32 IND Safety Reporting
6.4.2 21 CFR 312.55 Informing Investigators

6.4.3 21 CFR 812.150 UADE Reports

APPENDICES
7.1 Not applicable

REVISION HISTORY
8.1 DMID-SF-SOP-00003 is the original version of this procedure within the eQMS.

ADDITIONAL INFORMATION
9.1 Document Lead: Office of Clinical Research Affairs (OCRA) Safety

9.2 Posting externally: Yes


https://database.ich.org/sites/default/files/ICH_E6%28R3%29_Step4_FinalGuideline_2025_0106.pdf
https://database.ich.org/sites/default/files/ICH_E6%28R3%29_Step4_FinalGuideline_2025_0106.pdf
https://www.ich.org/page/efficacy-guidelines
https://www.ecfr.gov/current/title-21
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