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 Section A-B

A. Purpose of Study (eProtocol question 1a)
Consider:

· Is the study likely to achieve its aims?
B. Brief Description of Study (eProtocol question 2a)
Consider:

· Are procedures consistent with sound study design? 

· The research design is sound enough to yield the expected knowledge
The following section is added for the Renewal form
Continuing Review Form 

1. Participant enrollment (eP Continuing Review Form question 1)
a. Number of participants
b. Number of males/females
c. Minority status of participants
d. Number of children
e. Number of other potentially vulnerable participants
Notes/Comments

2. Problems and Complications (eP Continuing Review Form question 2)
Consider:

· Reasons for withdrawals

· AEs different than originally anticipated?

· All UPs and reportable events reported as required?

· Any reports of noncompliance?

· If Multi-site, data monitoring report or annual report?
Notes/Comments

3. Study Assessment (eP Continuing Review Form question 3)
a. Interim findings
b. Recent relevant literature
c. Other information pertaining to risks
d. Benefits in past year
e. Change in risk / benefit ratio
Notes/Comments

4. Remainder of Project (eP Continuing Review Form question 4)
a. Is study open to enrollment?
b. Is study permanently closed to enrollment of new participants?
c. Have all participants completed all research related interventions?
d. Still engaged in research-related interventions?
e. Renewing for long term follow-up only?
f. Data Analysis Only?
Notes/Comments

5. Potential Conflict of Interest (eP Continuing Review Form question 5)
Change in the Conflict of Interest status of this protocol?
6. Proposed Changes (eP Continuing Review Form question 6)
a. Summary of Changes
b. Change in Level of Risk
c. List of Sections that have been changed or modified
d. Any other changes?
Notes/Comments

7. Additional considerations for continuing review:
Consider:

· Does the protocol need verification from sources other than the investigators that no material changes have occurred since the last review? 

· Is the consent template correct and complete? 

· Are there significant new findings concerning this research that might affect the willingness of participants to continue to take part in the research? 

· If there are significant new findings, how will findings be provided to participants or, if not provided, what is the rationale? 

· Are there any reports of deviations, protocol events, non-compliance or participant complaints that represent unanticipated events or problems involving risks to participants or others or serious or continuing noncompliance? 

Notes/Comments

The following section is added for the Revision
Modification Form
1. Summary of proposed changes? (eP Modification form question 1)
2. Change to Level of Risk? (eP Modification form question 2)
3. Change in potential conflict of interest? (eP Modification Form question 3)
4. List of Sections that have been changed/modified (eP Modification Form question 4)
5. Does modification(s) affect one or more of the Criteria for Approval?
Consider:

· Risks to participants

· The risk/anticipated benefit ratio

· Equitable selection of participants

· Informed consent process

· Informed consent documentation

· Data monitoring plan

· Provisions to protect participant privacy or data confidentiality

· Safeguards to protect vulnerable participants
Notes/Comments

6. Additional considerations for changes in research
Consider:

· If there are significant new findings concerning this research that might affect the willingness of participants to continue to take part in the research. 

· If the modification is the result of any reports of deviations, protocol events, non-compliance or participant complaints that represent unanticipated events or problems involving risks to participants or others or serious or continuing non-compliance.
Notes/Comments

Section C

C. Deception (eProtocol question 2c)
· Risks are minimized and there is no other way to obtain the information for the research 

· When appropriate, subjects will be debriefed. 

· The criteria for alteration of consent are satisfied. (Refer to question L2 of this checklist).
Section D-E

D. Participant Population - Equitable Selection
Participant selection is equitable. (45 CFR 46.111(a)(3))

Consider:

· No group inappropriately targeted or excluded 

· Consider recruitment methods, the purpose of the research, and setting in which research will be conducted 

· Regulatory criteria have been met when vulnerable populations are involved (Refer to laminates: prisoners, pregnant women, fetuses and neonates, children (OHRP))
Target Research Population (eProtocol question 4a)

Age Range, Gender, Ethnicity (eProtocol question 4b)

E. Vulnerable Populations (eProtocol question 4c)
Additional Safeguards are included for vulnerable populations. (45 CFR 46.111(b))

Consider:

· Inclusion of any vulnerable population is justified. 

· Appropriate additional safeguards are in place for any populations likely to be vulnerable to coercion or undue influence. 
· Consider the research purpose, the research setting, the selection criteria, recruitment and enrollment procedures, and payment
Section F-G

F. Recruitment (eProtocol question 4f)
Consider:
· Students and use of student recruitment pools 

· Advertisements - language appropriate (flyers, internet postings, radio) - telephone screening, if applicable
G. Incentives or Reimbursements (eProtocol question 4g)
Consider:

· Amount is justified 

· Amount is reasonable (not likely to be coercive) 

· Refer to Payment: Ethical Considerations guidance
Section H-I

H. Risks to Participants are Minimized
1. Risks to participants are minimized by using procedures that are consistent with sound research design and that do not unnecessarily expose participants to risk. (45 CFR 46.111(a)(1)(i) and (ii))
Consider:

· Research uses procedures consistent with sound research design (Refer to question B of this checklist) 

· Physical, psychological, political, economic, social, and legal risks are minimized by procedures
· Avoids unnecessary exposure to risks
Risk Category (eProtocol question 5a)

· Physical well-being

· Psychological well-being

· Political

· Economic well-being

· Social well-being
2. Risks to participants are minimized, when appropriate. (45 CFR 46.111)(a)(1)(ii)
Consider:

· Use of standard of care procedures when possible 

· Means for monitoring to detect hazards to the participant.
Procedures to Minimize Risk (eProtocol question 5b)

International Research (eProtocol question 5c)
I. Risks are Reasonable in Relation to the Anticipated Benefits (eProtocol question 6a)
Risks to participants are reasonable in relationship to the potential benefits, if any, to participants, and the importance of the knowledge that may be expected to result. (45 CFR 46.111(a)(2))

Refer to Risks listed above in question H and Benefits listed below.

Consider:

· Risks are reasonable compared to benefits 

· Risks are justified by the importance of information to be gained from the study 

· All known risks and any direct benefits are identified
Section J-K

J. Data Monitoring
When appropriate, the research plan makes adequate provision for monitoring the data collected to ensure the safety of participants (45 CFR 46.111(a)(6))
Consider:

· Prompt and adequate monitoring to ensure safety of participants 

· Data safety monitoring plan required for Medium and High Risk studies.
Notes/Comments
K. Privacy & Confidentiality
If appropriate, there are adequate provisions to protect the privacy of participants and to maintain the confidentiality of the data. (45 CFR 46.111(a)(7))

Consider:

· Privacy protections adequate, setting in which information is collected is appropriate 

· Plan to protect confidentiality of data adequate
Privacy - (eProtocol question 7a)
Confidentiality - (eProtocol question 7c)
Section L
L. Consent Process and Documentation (eProtocol question 9)
Consent Type:

Consent Title:

1. Informed consent will be obtained from the participant or the participant's legally authorized representative. (45 CFR 46.111(a)(4); 46.116(a),(b))

Consider:

· The circumstances of consent provide the prospective participant or the representative sufficient opportunity to consider whether or not to participate and minimize the possibility of coercion or undue influence. 

· The information that will be given to the participant will be in language understandable to the participant. 

· No information will be provided to the participant that waives or appears to waive any of the participant's legal rights, or releases or appears to release the investigator, the institution or its agents from liability for negligence. 

· All required and appropriate additional disclosures will be provided to the participant.
Notes/Comments:

2. The consent procedure will be waived or altered. (45 CFR 46.116(f)) (refer to blue laminate)

Consider:

· Justification for waiver or alteration of consent is reasonable and adequate. 

· Protocol specific findings justify the determination that the research involves no more than minimum risk 
· Protocol specific findings justify the determination that research could not be practicably carried out without the waiver or alteration 

· For research involving use of identifiable private information or biospecimens, protocol specific findings justify the determination that research could not be practicably carried out without using such information or biospecimens in an identifiable format 

· Protocol specific findings justify the determination that a waiver or alteration will not adversely affect the rights and welfare of participants 

· Appropriateness of providing participants or LAR with additional pertinent information after participation
Notes/Comments:

3. Informed consent will be documented using the consent document. (45 CFR 46.111(a)(5), 46.117(a),(b)(1))
Consider:

· The consent form includes the required elements and appropriate additional disclosures (see Informed Consent checklist) 
· The participant or the representative will sign and date the consent form. 

· A copy of the consent form will be given to the person signing the consent. 

· The investigator will give the participant adequate opportunity to read the consent document before it is signed.
Notes/Comments:

4. Documentation of informed consent will be waived.(45 CFR 46.117(c)(1)(i_ - (iii); 45 CFR 46.117(c)(2)) (refer to blue laminate)
Consider:

· An oral consent script is submitted. 

· A telephone screening consent is being used for recruitment purposes. 

· The oral consent script includes the required and appropriate additional elements of disclosure. 

· Waiver of documentation of informed consent is acceptable for recruitment when an oral script is utilized. 

· Waiver of documentation is permissible for minimum risk research that involves no procedures for which written consent is normally required outside the research context. 
· Waiver of documentation is permissible if the subject or LAR are members of a distinct cultural group or community in which signing forms is not the norm, and the research presents no more than minimal risk of harm to subjects, and there is an appropriate mechanism for documenting that informed consent was obtained. 
· Waiver of documentation is permissible if the signature is the only record linking the subject and the research, and the principle risk would be potential harm resulting from breach of confidentiality.
Notes/Comments:

Section M
M. Assent (eProtocol question 10)
Assent Type:

Assent Title:

Consider:

· Assent will be obtained from all children aged 7-17, or from only those capable of assent 

· Assent not applicable (children under 7) 

· Assent document written in age appropriate language
Notes/Comments:

Section N
N. Children's Findings (eProtocol question 5e) (refer to children's orange laminate (OHRP))
1. 45 CFR 46.404 Minimal Risk.
Rationale:

2. Parental Permission
Consider:

· Adequate provisions for soliciting the permission of the children's parents or guardians are made.

· The permission of one parent is sufficient. (Note: Not allowed for 45 CFR 46.406 or 407)

· The permission of both parents is required unless one parent is deceased, unknown, incompetent, or not reasonably available, or when only one parent has legal responsibility for the care and custody of the child.

· Waiver of parental permission is sought

· The permission of parent/guardian is waived under 45 CFR 46.116 (f)

· The permission of parents is waived because the research is designed for conditions or for a subject population for which parental or guardian permission is not a reasonable requirement to protect the subjects (for example, neglected or abused children). An appropriate mechanism for protecting the children who will participate is provided.
Notes/Comments:

Section O
O. Additional Comments/Notes/Points for Discussion:
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· Attach consent or parental permission documents to be signed in this section. 

· Enter a descriptive Title (e.g., use Consent for Controls instead of consentv1.doc). Do NOT use special characters or symbols in the title. 
· Click BROWSE to locate and attach a file from your desktop. 

· Click SAVE when done. 

	[image: image2.wmf]

209


· Applicable when some required elements of consent are eliminated, such as incomplete disclosure of the purpose of the research (deception). 

· Answer all questions as completely as possible. Be sure to include which consent elements you wish to alter in the Rationale text boxes below. 

· Click SAVE when done.
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