


Identifying Unanticipated Outcomes That May Require dGOF Reporting
This guide helps you recognize when an unanticipated outcome in your research may fall under the sponsor’s definition of dangerous gain‑of‑function (dGOF) and therefore must be reported the same day to the IBC at cu_ibc@cornell.edu.
Reporting is required by your award and allows the Institution to meet sponsor obligations.

1. When Do I Need to Notify the IBC?
You must notify the IBC the same day if:
You observe any unanticipated experimental outcome that could plausibly connect to one or more of the criteria in Executive Order 14292 §8.
If you are unsure, notify the IBC — we will help you determine whether reporting is required.

2. What Counts as an “Unanticipated Outcome”?
An unanticipated outcome is:
· A phenotype, behavior, or property of an agent/toxin that
was not expected,
not described in your IBC protocol, or
not predicted by the experimental design.
Examples include:
· A virus replicating at higher levels than expected
· A bacterial strain showing unexpected survival, growth, or resistance
· Any change in host interactions that was not part of the planned experiment
· Unplanned cell tropism or tissue specificity changes
· Unusual environmental persistence
· Loss or gain of function that you did not engineer intentionally
If it surprises you scientifically, and involves an infectious agent/toxin, contact the IBC.

3. EO 14292 §8 — Seven dGOF Criteria
Under the Executive Order, dangerous gain‑of‑function refers to unanticipated outcomes that seek or achieve, or reasonably suggest, any of the following:
(a) Enhanced harmful consequences
(e.g., unexpectedly increased virulence, severity, lethality)
(b) Disrupted immune response or immunization effectiveness
(e.g., unexpected evasion of antibodies or vaccine responses)
(c) Resistance to therapeutics or ability to evade detection
(e.g., unplanned resistance mutations; unexpected diagnostic escape)
(d) Increased stability, transmissibility, or environmental dissemination
(e.g., greater aerosol stability, enhanced spread between hosts or cultures)
(e) Altered host range or tropism
(e.g., infection of new cell types, new species, or new tissues not expected)
(f) Increased susceptibility of a human host population
(e.g., phenotype suggesting greater population‑level vulnerability)
(g) Generation or reconstitution of an eradicated or extinct agent
(e.g., any finding that resembles or could recreate a historically eliminated agent)
If an unanticipated outcome could plausibly relate to any of these categories, report it.

4. What Should I Do If I Observe Something That Might Relate to EO §8?
Immediately:
1. Halt the experiment / activity
2. Maintain containment using your approved biosafety protocol
3. Email cu_ibc@cornell.edu the same day, including: 
· Award number
· Brief description of the unanticipated outcome
· When it was observed
· The agent or toxin involved
4. Wait for IBC staff to begin the emergency review process
Your prompt report allows Cornell to meet sponsor requirements.

5. Examples of Outcomes That Likely Require Reporting
· A virus unexpectedly shows increased replication or spread
· A microbe survives longer in aerosols or droplets than expected
· An engineered attenuated strain behaves more like a wild‑type strain
· The agent infects a new tissue type or species (including cell lines)
· A strain unexpectedly resists a therapeutic used in the experiment
· A phenotype appears that resembles properties of a highly pathogenic strain

6. Examples of Outcomes That Typically Do Not Require Reporting
(Still contact IBC if unsure.)
· Minor variability within the expected experimental range
· Growth differences attributable to reagent or media batches
· Contamination events (unless the contaminant itself raises dGOF concerns)
· Expected outcomes that match your IBC protocol description
· Phenotypes clearly attributable to protocol deviation, not the agent itself

7. When in Doubt, Notify the IBC
The requirement is sponsor‑driven, and Cornell must meet it.
We encourage you to contact the IBC proactively.
If your observation does not meet criteria, we will close the case quickly.
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