Criteria for IRB Approval of Research
§46.111 & §56.111

In order to approve research covered by this policy the IRB shall determine that all of the following requirements are satisfied:

(1)  Risks to subjects are minimized: 
(i) by using procedures which are consistent with sound research design and which do not unnecessarily expose subjects to risk, and 

(ii) whenever appropriate, by using procedures already being performed on the subjects for diagnostic or treatment purposes.

Questions to consider:

· Are risks adequately described? What are the risks to participants? Injury, psychological, emotional, reputational, legal, or financial harms?

· How have risks been minimized (consider all the types of risks)?
· Does it appear the research team has sufficient expertise and experience?

· Does the eligibility criteria exclude those participants that may be at the greatest risk?

· Is there additional testing for inclusion and/or to assess for adverse effects?

· Are participants being asked to participate in a “wash-out” before the study? What are the risks?

· Should there be additional visits to assess for adverse effects? 

· Could data be collected in another way that would reduce risks?

· Are there monitoring procedures in place and/or stopping rules and are they clearly defined/sufficient? 

· Does the reviewer/committee have sufficient expertise to consider the risks to vulnerable populations?
· Are additional considerations required for vulnerable populations? 

· Consider whether placebo control is ethical

· Does the analysis plan justify the number of participants to yield data to answer the research question?

(2) Risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects, and the importance of the knowledge that may reasonably be expected to result. 

In evaluating risks and benefits, the IRB should consider only those risks and benefits that may result from the research (as distinguished from risks and benefits of therapies subjects would receive even if not participating in the research). 

The IRB should not consider possible long-range effects of applying knowledge gained in the research (for example, the possible effects of the research on public policy) as among those research risks that fall within the purview of its responsibility.

Questions to consider:

· Does the study have clinical equipoise if there are clinical procedures?

· What are the benefits? 
· Is there a potential for direct benefits to the participants or only to society?

· Does the study involve children? If so, nontherapeutic research must be limited to a minor increase over minimal risk.
· Are certain groups of participants taking on higher risk for less potential benefit or are certain groups more vulnerable to risks?

· If the research is being conducted in an international setting, is the standard of care in that setting well described and is there clinical equipoise for that population?

(3) Selection of subjects is equitable. 
In making this assessment the IRB should take research will be conducted and should be particularly cognizant of the special problems of research involving vulnerable populations, such as children, prisoners, pregnant women, mentally disable persons, or economically or educationally disadvantaged persons.

Questions to consider:

· Are recruitment and screening methods clearly described? 

· Do recruitment methods unintentionally limit recruitment of participants, considering gender, age, socioeconomic statuses?

· Are additional considerations required for vulnerable populations? 

· Could the research question be answered without the involvement of vulnerable populations?

· Are certain populations excluded without sufficient justification (ex: pregnant women or non-English speakers?)

(4) Informed consent will be sought from each prospective subject or the subject's

legally authorized representative, in accordance with, and to the extent required by §46.116.
Questions to consider:

· Is this description of the informed consent process adequate?
· Is the timing of the consent before any research procedures take place and does it permit the potential participant to have time to consider their participation and minimize the risk of undue influence?

· Is there a plan for assessing the capacity of the participant, if the research includes populations that could be decisionally-impaired?

· Is the information provided in the consent in a language that is understandable to the participant?

· Does the consent form contain all the necessary elements of informed consent?
·  Is the prospective subject provided with the information that a reasonable person would want to have in order to make an informed decision about whether to participate, and an opportunity to discuss that information?
· Is the informed consent in sufficient detail and organized in a way that facilitates the prospective subject's understanding of the reasons why one might or might not want to participate?

· Does the consent contain any exculpatory language through which the subject is made to waive or appear to waive any of their legal rights?
· Has the subject injury language been approved by OCT?

· Is the HIPAA language included as an addendum?

· If there a request for a waiver or alteration, are the requirements for both the consent and HIPAA waiver met?

· Does the study meet the definition of an Applicable Clinical Trial and therefore the consent form must be posted on CT.gov prior to enrollment?
(5) Informed consent will be appropriately documented, in accordance with, and to the extent required by §46.117.

Questions to consider: 

· If consent or written consent are not being waived, will informed consent be documented by the use of a written informed consent form approved by the IRB and signed (including in an electronic format) by the subject? 
· Do the researchers describe that a written copy shall be given to the person signing the informed consent form?
· If participants may be non-English speakers, are there translated versions or is there a short form?
· Is signed consent appropriate for the population being recruited?

(6) When appropriate, the research plan makes adequate provision for monitoring the data collected to ensure the safety of subjects.

Questions to consider:

· Is the monitoring commensurate with risks and with the size and complexity of the trials? 
· Is there data safety monitoring plan (DSMP) or board (DSMB)? NIH-funded trials REQUIRE a DSMP
· Minimal risk- responsibility of the investigator
· Moderate Risk will, in most cases, require independent safety monitoring
· High Risk research may require a DSMB

· Does the researchers’ plan include adverse event review, protocol compliance review, data verification, interim analysis, stopping rules by research team/monitor, Promptly Reportable Event reporting process?
· If applicable, have researchers described the scale that will be used to grade the severity attribution of adverse event?

(7) When appropriate, there are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data.

Questions to consider:
· Have researchers described how they will protect participants’ privacy?
· Have researchers described how they will protect participants’ confidentiality (secure data adequate encryption, codes, and passwords)?
· Is a certificate of confidentiality needed for sensitive information?

· Does the research involve deception, and if so, is there a debriefing process?

When some or all of the subjects are likely to be vulnerable to coercion or undue influence, such as children, prisoners, pregnant women, mentally disabled persons, or economically or educationally disadvantaged persons, additional safeguards have been included in the study to protect the rights and welfare of these subjects.
Questions to consider:
· Are additional considerations or protections required for vulnerable populations? 
· Are certain individuals more vulnerable to coercion (individuals believe they may suffer harm if they do not participate?)
· Are certain individuals more vulnerable to undue influence (individuals believe they may be rewarded if they agree to participate?)
