
Initial Reviewer Checklist

Criteria for IRB approval

1. Risks to participants are minimized: (i) By using procedures which are consistent with sound research design and which do not unnecessarily expose participants to risk, and (ii) whenever appropriate, by using procedures already being performed on the participants for diagnostic or treatment purposes.
In assessing this, consider the following:
· Are the procedures and interventions being performed for research purposes, the least risky for obtaining the needed information or effect?

[bookmark: _Hlk532819872](select one) 
____YES

____NO

Stipulation(s) related to this element: [insert option for stipulation(s)]

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 (e.g., the possible effects of the research on public policy) as among those research risks that fall within the purview of its responsibility.
In assessing this, consider the following:
· Is there the potential of direct benefit to the participant?
· How likely is the study to yield important, generalizable knowledge?
· What are the risks of the procedures and interventions being performed for research purposes?

(select one) 
____YES

____NO

Stipulation(s) related to this element: 

3. Selection of subjects is equitable.

In assessing this, consider the following: 
· Whether the inclusion/exclusion criteria are clearly specified and appropriate and whether there is sufficient justification to target or exclude particular populations  
· Objectives of the research
· The setting in which the research is to take place
· The special problems of research involving vulnerable populations
· Recruitment methods

(select one) 
____YES

____NO

Stipulation(s) related to this element: 

4. Adequate provisions are in place for seeking informed consent from each prospective subject, or the prospective subject’s legally authorized representative (LAR).  
In assessing this, consider the following: 
· The proposed consent process provides the subject/LAR with sufficient opportunity to consider whether to participate
· The proposed consent process minimizes the possibility of coercion or undue influence
· The information to be related during the consent process is in a language understandable to the subject/LAR
· The information being communicated during the consent process does not include exculpatory language through which the subject/LAR waives or appears to waive any of the subject’s legal rights
· The information being communicated during the consent process does not include exculpatory language through which the subject/LAR release or appears to release the investigator, the sponsor, the institution, or its agents from liability for negligence. 
(select one) 
____YES

____NO

Stipulation(s) related to this element: [insert option for stipulation(s)]

5. Informed consent will be appropriately documented or appropriately waived in accordance with §46.117. 
(select one) 
____YES
____NO

Stipulation(s) related to this element: [insert option for stipulation(s)]

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

Note:  A plan for data and safety monitoring should be calibrated to the risk level of the study. Minimal risk or low risk studies may not require any monitoring or monitoring only by the investigator may be appropriate.  For studies in which mortality or major morbidity is an endpoint, more rigorous monitoring plans are appropriate.

Where applicable, the following may be considered in evaluating whether the data and safety monitoring is adequate: 
· Is the proposed plan commensurate with the nature, size, and complexity of the research as well as the degree of risk involved?
· Does proposal include procedures for promptly detecting harm and mitigating potential injuries?
· What safety information will be collected? How will safety information be collected (e.g. at study visits, by monthly telephone calls, etc.)?
· What data will be monitored and who will monitor the data?
· What is the frequency of review or analysis of cumulative safety data to determine whether harm is occurring?
· Are there procedures for ensuring appropriate reporting of findings to the IRB?
· Are there any conditions or criteria (stopping rules) that could trigger an immediate suspension/ termination of the research and if so are their procedures for reporting the suspension/ termination to the appropriate entities?
· Is establishment of an independent individual or data and safety monitoring board (DSMB) warranted? If so, is there a plan for providing DSMB reports, (routine and urgent), to the IRB?

(select one) 
____YES

____NO

Stipulation(s) related to this element: [insert option for stipulation(s)]

7. When appropriate, there are adequate provisions to protect the privacy of participants and for maintaining the confidentiality of the data. 

In assessing this, consider the following: 
· Whether the privacy interests of the participants are appropriately protected 
· Whether personally identifiable data will be appropriately protected from unauthorized access
(select one) 
____YES

____NO

Stipulation(s) related to this element: [insert option for stipulation(s)]


Vulnerable Populations

8. Additional safeguards have been included in the study to protect the rights and welfare of subjects vulnerable to coercion or undue influence (e.g. children, prisoners, adults with impaired capacity to consent)

(select one) 

____N/A.  No vulnerable populations are planned for this study.

____YES

____NO

Stipulation(s)related to this element (Describe why the safeguards are not sufficient and what additional information or changes are necessary):  

Risk/Benefit Assessment for Vulnerable Populations (A separate risk/benefit assessment must be documented for each population involved in the protocol. Documentation for vulnerable populations (children, prisoners, pregnant women, fetuses, employees and individuals unable to provide consent) should also include protocol-specific findings that support and justify the risk assessment.) 


Pregnant Women and Fetuses Risk/Benefit

Pregnant Women or Fetuses: 45 CFR 46-Subpart B

The level of risk must be the least possible for achieving the objectives of the research. If research is greater than minimal risk, it must provide prospect of direct benefit for the pregnant mother or fetus (45 CFR 46.204).

Does this research pose a greater than minimal risk to the:
Pregnant Woman    ___ Yes        ___ No
Fetus                          ___ Yes        ___ No

Does the research hold out the prospect of direct benefit for the:
Pregnant Woman
___ Yes
___No, but purpose of the research is the development of important biomedical knowledge that cannot be obtained by any other means

Fetus
____Yes
___No, but purpose of the research is the development of important biomedical knowledge that cannot be obtained by any other means

Protocol Specific Justification for Risk Assessment for both Pregnant Women and Fetuses: 


Please confirm that all of the following conditions are met:
§46.204 
(a) Where scientifically appropriate, preclinical studies, including studies on pregnant animals, and clinical studies, including studies on nonpregnant women, have been conducted and provide data for assessing potential risks to pregnant women and fetuses; 
(b) The risk to the fetus is caused solely by interventions or procedures that hold out the prospect of direct benefit for the woman or the fetus; or, if there is no such prospect of benefit, the risk to the fetus is not greater than minimal and the purpose of the research is the development of important biomedical knowledge which cannot be obtained by any other means; 
(c) Any risk is the least possible for achieving the objectives of the research; 
(d) If the research holds out the prospect of direct benefit to the pregnant woman, the prospect of a direct benefit both to the pregnant woman and the fetus, or no prospect of benefit for the woman nor the fetus when risk to the fetus is not greater than minimal and the purpose of the research is the development of important biomedical knowledge that cannot be obtained by any other means, her consent is obtained in accord with the informed consent provisions of subpart A of this part; 
(e) If the research holds out the prospect of direct benefit solely to the fetus then the consent of the pregnant woman and the father is obtained in accord with the informed consent provisions of subpart A of this part, except that the father's consent need not be obtained if he is unable to consent because of unavailability, incompetence, or temporary incapacity or the pregnancy resulted from rape or incest. 
(f) Each individual providing consent under paragraph (d) or (e) of this section is fully informed regarding the reasonably foreseeable impact of the research on the fetus or neonate; (g) For children as defined in §46.402(a) who are pregnant, assent and permission are obtained in accord with the provisions of subpart D of this part; 
(h) No inducements, monetary or otherwise, will be offered to terminate a pregnancy; (i) Individuals engaged in the research will have no part in any decisions as to the timing, method, or procedures used to terminate a pregnancy; and (j) Individuals engaged in the research will have no part in determining the viability of a neonate. 
___ Yes

___ No

For research that does not hold out the prospect of direct benefit to the fetus or woman, protocol must explain the purpose of the research is the development of important biomedical knowledge, which cannot be obtained by any other means

Protocol Specific Justification for Risk Assessment: 

Neonates Risk/Benefit
Neonates:  45 CFR 46 Subpart B 
Select one or more Subgroups
___ Neonates of uncertain viability
Select one Category.
___ The research holds out the prospect of enhancing the probability of survival of the neonate to the point of viability, and any risk is the least possible for achieving that objective [46.402(b)(1)(i)]
___ The purpose of the research is the development of important biomedical knowledge which cannot be obtained by other means and there will be no added risk to the neonate resulting from the research [46.402(b)(1)(ii)]
Protocol Specific Justification for Risk Assessment: 

___ Nonviable neonates (after delivery) and the risk/benefit determination is as follows: There will be no added risk to the neonate resulting from the research [46.402(b)(3)]; and the purpose of the research is the development of important biomedical knowledge that cannot be obtained by other means [46.402(b)(4)].
Protocol Specific Justification for Risk Assessment: 

___ Viable neonates; 46.402(d) A neonate, after delivery, that has been determined to be viable may be included in research only to the extent permitted by and in accord with the requirements of subparts A and D of this part. (Provide risk/benefit determination and justification within the risk/benefit section about children.)
If research involves neonates of uncertain viability or nonviable neonates, select one or more categories below
___ Research involves neonates of uncertain viability and all of the following conditions from under 46.402(a) and (b) are met
46.402(a) 
(1) Where scientifically appropriate, preclinical and clinical studies have been conducted and provide data for assessing potential risks to neonates.
(2) Each individual providing consent under paragraph (b)(2) or (c)(5) of this section is fully informed regarding the reasonably foreseeable impact of the research on the neonate.
(3) Individuals engaged in the research will have no part in determining the viability of a neonate.
(4) The requirements of paragraph (b) or (c) of this section have been met as applicable.
46.402(b) Until it has been ascertained whether or not a neonate is viable, a neonate may not be involved in research covered by this subpart unless the following additional conditions are met:
(2) The legally effective informed consent of either parent of the neonate or, if neither parent is able to consent because of unavailability, incompetence, or temporary incapacity, the legally effective informed consent of either parent's legally authorized representative is obtained in accord with subpart A of this part, except that the consent of the father or his legally authorized representative need not be obtained if the pregnancy resulted from rape or incest.

___ Nonviable neonates (after delivery) and all of the following conditions from under 46.402(a) & (c) are met
46.402(a) 
(1) Where scientifically appropriate, preclinical and clinical studies have been conducted and provide data for assessing potential risks to neonates.
(2) Each individual providing consent under paragraph (b)(2) or (c)(5) of this section is fully informed regarding the reasonably foreseeable impact of the research on the neonate.
(3) Individuals engaged in the research will have no part in determining the viability of a neonate.
(4) The requirements of paragraph (b) or (c) of this section have been met as applicable.
46.402(c) After delivery nonviable neonate may not be involved in research covered by this subpart unless all of the following additional conditions are met:
(1) Vital functions of the neonate will not be artificially maintained;
(2) The research will not terminate the heartbeat or respiration of the neonate;
(5) The legally effective informed consent of both parents of the neonate is obtained in accord with subpart A of this part, except that the waiver and alteration provisions of § 46.116(c) and (d) do not apply. However, if either parent is unable to consent because of unavailability, incompetence, or temporary incapacity, the informed consent of one parent of a nonviable neonate will suffice to meet the requirements of this paragraph (c)(5), except that the consent of the father need not be obtained if the pregnancy resulted from rape or incest. The consent of a legally authorized representative of either or both of the parents of a nonviable neonate will not suffice to meet the requirements of this paragraph (c)(5).
___ N/A
Prisoners Risk/Benefit
Prisoners:  45 CFR 46 Subpart C 

_____ Category 1- 45 CFR 46.306(a)(2)(i): The study of the possible causes, effects, and processes of incarceration, and of criminal behavior, where the study presents no more than minimal risk and no more than inconvenience to the subjects 

___prospect of direct benefit
         	___knowledge of condition w/o direct benefit w/o direct benefit
          	 ___societal understanding condition w/o direct benefit.

_____Category 2- 45 CFR 46.306(a)(2)(ii): The study of prisons as institutional 
structures, or of prisoners as incarcerated persons, where the study presents no more than minimal risk and no more than inconvenience to the subjects. 

___prospect of direct benefit
         	___knowledge of condition w/o direct benefit w/o direct benefit
          	___societal understanding condition w/o direct benefit.


Protocol Specific Justification for Risk Assessment: 

Children who are Subjects Risk/Benefit

Children who are Subjects:   45 CFR 46 Subpart D 

_____Category 1- 45 CFR 46.404 and/or 21 CFR 50.51 Research not involving greater than minimal risk 

	___Category 2 - 45 CFR 46 §46.405 and/or 21 CFR 50.52 Research involving 
	greater than minimal risk but presenting the prospect of direct benefit to the 
	individual subjects.
[bookmark: 46.405(a)](a) The risk is justified by the anticipated benefit to the subjects;
[bookmark: 46.405(b)](b) The relation of the anticipated benefit to the risk is at least as favorable to the subjects as that presented by available alternative approaches; and
[bookmark: 46.405(c)](c) Adequate provisions are made for soliciting the assent of the children and permission of their parents or guardians, as set forth in §46.408.
_____ Category 3 - 45 CFR §46.406 and/or 53  Research involving greater than minimal  risk and no prospect of direct benefit to individual subjects, but likely to yield generalizable knowledge about the subject's disorder or condition.
[bookmark: 46.406(a)](a) The risk represents a minor increase over minimal risk;
[bookmark: 46.406(b)](b) The intervention or procedure presents experiences to subjects that are reasonably commensurate with those inherent in their actual or expected medical, dental, psychological, social, or educational situations;
[bookmark: 46.406(c)](c) The intervention or procedure is likely to yield generalizable knowledge about the subjects' disorder or condition which is of vital importance for the understanding or amelioration of the subjects' disorder or condition; and
[bookmark: 46.406(d)](d) Adequate provisions are made for soliciting assent of the children and permission of their parents or guardians, as set forth in §46.408.
Assent Determination
(select one)
___ Assent waived under 45 CFR 46.408/46.116/21 CFR 50.55
___Assent from some or all under 45 CFR 46.408/46.116/ 21 CFR 50.55
	Age at which assent should be required:______

Parental Permission 
(select one)
___ One parent signature allowed, except in cases where there is joint custody of child
___Two parent signatures required
___Requirement for parental permission waived under 45 CFR 46.408/46.116/21 CFR 50.55
Protocol Specific Justification for Risk Assessment: 

Adults Who Are Decisionally Impaired Risk/Benefit

Adults who are decisionally impaired

_____Category A - Research not involving greater than minimal risk. 
_____Category B - Research involving greater than minimal risk but presenting the prospect of direct benefit to the individual subjects. 
_____Category C - Research involving a minor increase over minimal risk and no prospect of direct benefit to individual subjects.

Protocol Specific Justification for Risk Assessment: 
Surrogate Consent
___use of LAR 

Additional Determinations
[bookmark: _Hlk533080949]NIH Staff 

NIH Staff may be enrolled as appropriate safeguards with regard to privacy and confidentiality and coercion are included in the protocol.

(select one) 
____ N/A:  There is no planned enrollment of NIH staff for this study

____YES

____NO

Stipulation related to this element: [insert option for stipulation(s)]


Investigational New Drug
1. |_| The study does not use drugs.

2. |_| The drugs are approved for the indications for which they will be used in the study and are used according to their approved labels.

3. |_| An IND has been obtained for each drug that does not have FDA approval or that is not being used according to its approved labeling or for approved indications. 

4. |_| The Principal Investigator claims exemption from IND requirements for a drug used in the study and each of the following conditions are met: (1) The drug product is lawfully marketed in the United States; (2) The investigation is not intended to be reported to FDA as a well-controlled study in support of a new indication for use nor intended to be used to support any other significant change in the labeling for the drug;  (3) The investigation is not intended to support a significant change in the advertising for the product;  (4) The investigation does not involve a route of administration or dosage level or use in a patient population or other factor that significantly increases the risks (or decreases the acceptability of the risks) associated with the use of the drug product;  (5)The investigation is conducted in compliance with the requirements for institutional review set forth in part 56 and with the requirements for informed consent set forth in part 50; and  (6)The investigation is conducted in compliance with the requirements of 312.7.

Support your determination: 
     

Investigational Device Exemption
1. |_| The study does not involve the use of a medical device (diagnostic or otherwise).

2. |_| The study involves the use of an FDA-approved device according to its approved indications for use.

3. |_| The study involves the use of an investigational device and the Principal Investigator/Sponsor has obtained an Investigational Device Exemption (IDE) from the FDA

4. |_| The study involves the use of an investigational device and the Principal Investigator/Sponsor has determined and the reviewer agrees that the device is a Non-Significant Risk device.  The IRB may move forward with review and approval of the study.

5. |_| The study involves the use of an investigational device and the Principal Investigator/Sponsor has not obtained an Investigational Device Exemption (IDE) from the FDA, and the reviewer believes the device to be a Significant Risk device.  The Principal Investigator/Sponsor must obtain an IDE before the IRB can approve the study.

Support your determination: ____
Documentation of Consent
(select all that apply)
___Written consent in accordance with 45 CFR 46.117/21 CFR 50.27
___Wavier approved under 45 CFR 46.117 (c)(1) or (2)/21 CFR 56.109 (c)(1)
[bookmark: _Hlk532909372]___Partial waiver approved under 45 CFR 46.117 (c)(1) or (2)/21 CFR 56.109 (c)(1)

Waiver of Consent
(select all that apply)
___Waiver/alteration approved under 45 CFR 46.116(c) or (d)
___Partial waiver/alteration approved under 45 CFR 46.116(c) or (d)
[bookmark: _GoBack]___Exception from Informed Consent for Emergency Research under 21 CFR 50.24


Overall Risk Determination
___ Minimal Risk: the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those risks ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.  
___ Greater than Minimal Risk:  the probability and magnitude of harm or discomfort anticipated in the research are greater in and of themselves than those risks ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.
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