


DETERMINATION MEMO TEMPLATE
Institutional Biosafety Committee (IBC)
Dangerous Gain of Function (dGOF) Unanticipated Outcome Review
Draft for Stakeholder Review – Version 1.0

1. Administrative Information
PI Name:
Award Number:
Project Title:
Date/Time Unanticipated Outcome Observed:
Date/Time Research Halted:
Date/Time IBC Notified:
IBC Case Number:
Agent(s)/Toxin(s) Involved:
Location(s) of Work (including foreign sites):
Collaborators (including unfunded collaborations):

2. Summary of Unanticipated Outcome
(Brief factual summary as provided by PI, with any clarifying information from IBC staff or BSO. This section should describe the unexpected observation, without interpretation.)

3. Evidence Reviewed
The Expedited IBC Review Panel reviewed the following materials:
· PI description of unanticipated outcome
· Relevant experimental data (attach or summarize)
· Any additional documentation provided
· SME input (if applicable)
· Biosafety Officer assessment
· Applicable sponsor terms and conditions
· EO 14292 §8 outcome categories
· NIH NOT‑OD‑25‑112 and NOT‑OD‑25‑127 definitions
· Award-specific Terms & Conditions requiring same-day notification and 2 business‑ ‑day determination submission

(IBC staff may expand this list as needed.)

4. Assessment Against Executive Order 14292 §8
The Expedited IBC Review Panel evaluated whether the unanticipated outcome may reasonably suggest increased pathogenicity, increased transmissibility, or any of the outcome categories defined in EO 14292 §8(a–g).
A summary of the completed dGOF Review Rubric is included below.
(The full rubric, completed for this case, is maintained in the IBC review record.)
Overarching Criteria
Increased Pathogenicity: ☐ Yes ☐ No ☐ Uncertain
Increased Transmissibility: ☐ Yes ☐ No ☐ Uncertain
EO 14292 §8 Outcome Categories
a. Enhanced harmful consequences: ☐ Yes ☐ No ☐ Uncertain
b. Disrupted immune response or immunization effectiveness: ☐ Yes ☐ No ☐ Uncertain
c. Resistance to prophylactics/therapeutics or evasion of detection: ☐ Yes ☐ No ☐ Uncertain
d. Increased stability, transmissibility, or dissemination: ☐ Yes ☐ No ☐ Uncertain
e. Altered host range or tropism: ☐ Yes ☐ No ☐ Uncertain
f. Increased susceptibility of a human host population: ☐ Yes ☐ No ☐ Uncertain
g. Generation or reconstitution of an eradicated/extinct agent: ☐ Yes ☐ No ☐ Uncertain
(Brief rationale for each criterion may be inserted here or attached as an appendix.)

5. Expedited IBC Review Panel Determination (Binary)
Based on the evidence reviewed and the criteria defined in EO 14292 §8, the Expedited IBC Review Panel concludes:
☐ DOES meet the definition of dangerous gain of function (dGOF)
Institutional Result:
· Research remains halted.
· AOR must submit this determination to the sponsor within two business days.
· Research may not resume unless and until the sponsor provides explicit written approval.
· Institution will implement any sponsor-directed actions.

☐ DOES NOT meet the definition of dangerous gain of function (dGOF)
Institutional Result:
· Research remains halted pending sponsor review.
· AOR must submit this determination to the sponsor within two business days.
· Work may resume only after written authorization from the sponsor.
· IBC Staff will communicate sponsor instructions to the PI.

6. Expedited Review Participants
(Signatures not required. Participation is documented through review records.)
Expedited Review Lead:
Biosafety Officer:
Subject Matter Experts Consulted (if any):
IBC Staff Facilitating Review:
Date of Expedited Review:
Date Memo Prepared:
Note:
The Expedited IBC Review Panel determination will be reported to the full IBC at the next convened meeting as part of standard committee oversight and documentation practices.

7. Recordkeeping
All associated documentation—including the completed Review Rubric, expedited review records, AOR notifications, and sponsor responses—will be retained by IBC staff in accordance with institutional policy and sponsor requirements.



