Risk/Benefit Assessment
Protocol #:  _______________

PI:  ______________________
Note:  This form is for use as guidance by the investigator to consider regulatory requirements for minimizing risks to participants and balancing risks with benefits.

Section A – RISKS
Definition of minimal risk:  Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests (45 CFR 46.102(h)(i)).

When evaluating the minimal risk standard, the criteria shall be applied based on the experience of a population that is considered healthy and in the prevailing environment.  The standard would therefore not to be applied using, for example, the normal harm and discomfort experienced by HIV-positive women ages 15-40 in developing countries, but to women ages 15-40 in a stable and healthy environment.

Check appropriate risk category:
1.  _________The research involves no more than minimal risk to subjects.

2.  _________The research involves more than minimal risk to subjects.


_________The risk(s) represents a minor increase over minimal risk, OR

_________The risk(s) represents more than a minor increase over minimal risk.

3. If the risk represents greater than minimal risk, please describe what measures have been taken to minimize risk to the participant.  Evaluate research methods that might be less risky, if any.  Consider whether any diagnostic, therapeutic, or other procedures already being performed on the participant could be used to gather the data needed. Consider whether risks have been minimized by using procedures that are consistent with sound research practices and that do not unnecessarily expose participants to risk.
4. If the risk represents greater than minimal risk, indicate plans for detecting research-related harm promptly, and plans for mitigating potential harms.
Section B - BENEFITS
Definition:  A research benefit is considered to be something of health-related, psychosocial, or other value to an individual research subject, or something that will contribute to the acquisition of generalizable knowledge.  Money or other compensation for participation in research is not considered to be a benefit, but rather compensation for research-related inconveniences.

Check appropriate benefit category:
· The research involves the prospect of direct benefit to individual participants.

· The research involves no prospect of direct benefit to individual participants, but is likely to yield generalizable knowledge about the subject’s disorder or condition.

Section C – JUSTIFICATION OF STUDY RISK
The Common Rule requires that risks to participants are reasonable in relation to anticipated benefits, if any, to participants and the importance of the knowledge that may reasonably be expected to result.  When research involves vulnerable populations, additional safeguards may be required.
Check appropriate

· The study population is not considered vulnerable.  Based on the above criteria, risks to participants are reasonable compared to expected benefits.
· Participants belong to vulnerable populations.  For children, prisoner, or pregnant women populations, submit additional checklist for the population involved.  Otherwise, explain what safeguards will be implemented for the study’s vulnerable population.

