


Dangerous Gain of Function (dGOF) Review Rubric

Purpose
This rubric provides a framework for a review panel of the Institutional Biosafety Committee (IBC) to evaluate unanticipated research outcomes that may have the potential to result in dangerous gain of function (dGOF) as defined in:
· Executive Order 14292 (Section 8)
· NIH Notices NOT‑OD‑25‑112 and NOT‑OD‑25‑127
· Award-specific Terms & Conditions language
This rubric supports compliance with requirements to:
1. Conduct an IBC panel review; and
2. Submit the IBC panel review determination to the sponsor within two business days.
This rubric uses the unified standard to determine whether the unanticipated outcome may reasonably suggest or plausibly relate to EO §8(a–g).

SECTION 1 — CASE INFORMATION
· PI Name:
· Award Number:
· Project Title:
· Applicable Term and Condition:
· 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):
· PI Description of Unanticipated Outcome:
· Supporting Data or Evidence Submitted:

SECTION 2 — SCREENING AGAINST EO 14292 §8
The IBC review panel evaluates whether the unanticipated outcome reasonably suggests increased pathogenicity, increased transmissibility, or any of the specific outcomes listed in EO 14292 §8(a–g).

2.1 Overarching Criteria
A. Increased Pathogenicity
Does the unanticipated outcome reasonably suggest or plausibly increase pathogenicity of the agent or toxin?
☐ Yes ☐ No ☐ Uncertain
Evidence:
IBC Rationale:
B. Increased Transmissibility
Does the unanticipated outcome reasonably suggest or plausibly increase transmissibility?
☐ Yes ☐ No ☐ Uncertain
Evidence:
Rationale:

2.2 EO §8(a–g) Outcome Categories
a. Enhanced harmful consequences
☐ Yes ☐ No ☐ Uncertain
Evidence:
Rationale:
b. Disrupted immune response or immunization effectiveness
☐ Yes ☐ No ☐ Uncertain
Evidence:
Rationale:
c. Resistance to therapeutics or evasion of detection
☐ Yes ☐ No ☐ Uncertain
Evidence:
Rationale:
d. Increased stability, transmissibility, or environmental dissemination
☐ Yes ☐ No ☐ Uncertain
Evidence:
Rationale:
e. Altered host range or tropism
☐ Yes ☐ No ☐ Uncertain
Evidence:
Rationale:
f. Increased susceptibility of a human host population
☐ Yes ☐ No ☐ Uncertain
Evidence:
Rationale:
g. Generation or reconstitution of an eradicated or extinct agent
☐ Yes ☐ No ☐ Uncertain
Evidence:
Rationale:

SECTION 3 — ADDITIONAL REQUIRED CONSIDERATIONS
3.1 Foreign or Limited Oversight Work Context
Does any aspect of the work involve:
· Foreign entities
· Foreign sites
· Locations lacking adequate U.S. oversight
· Unfunded collaborations
☐ Yes ☐ No
If yes, briefly describe:

3.2 Data Sufficiency
Is additional information needed to clarify the phenotype, mechanism, or nature of the unanticipated outcome?
☐ Yes ☐ No
If yes, identify:
· Needed data:
· Whether data can be collected without resuming halted research:

SECTION 4 — IBC REVIEW PANEL DETERMINATION (BINARY)
Based on the analysis of EO 14292 §8 and supporting information, the IBC review panel makes the following determination:

☐ DOES meet the definition of dangerous gain of function (dGOF)
Institutional Result:
· Research remains halted.
· AOR submits IBC review panel determination to sponsor within 2 business days.
· Research may NOT resume unless and until the sponsor issues explicit written approval.
· Institution will implement any directives provided by the sponsor.

☐ DOES NOT meet the definition of dangerous gain of function (dGOF)
Institutional Result:
· Research remains halted pending sponsor review.
· AOR submits IBC review panel determination to sponsor within 2 business days.
· Research may only resume once the sponsor provides explicit written approval.
· IBC staff will communicate sponsor response to the PI.

SECTION 5 — DOCUMENTATION OF REVIEW PARTICIPANTS
Signatures are not required.
Participation is documented through IBC review panel records maintained by IBC staff.
Individuals involved in this review:
· dGOF review panel:
(Name, role: Chair, BSO, scientific member, community member, etc.)
· Subject Matter Experts Consulted (if applicable):
(Name and expertise; note whether voting or nonvoting)
· IBC Staff Facilitating Review:
(Name(s))
· Date of Review / Determination:
Recordkeeping:
IBC staff will retain PI submissions, review notes, evidence considered, review records, and the final determination in accordance with institutional and sponsor record retention requirements.






