HUMAN SUBJECTS CHECKLIST

I.  Institution/Office Procedures
_____
IRB office has a copy of and is familiar with the Nuremberg Code, Declaration of Helsinki, Belmont Report, FDA 21 CFR 50, FDA 21 CFR 56, DHHS 45 CFR 46, VA 38 CFR 16, and VA Handbook M3, Part 9.

_____
Institution has a fully executed Multiple Project Assurance (MPA) with the

Department of Veterans Affairs.

_____
Institution has a fully executed Multiple Project Assurance (MPA) with OHRP for research funded by DHHS.  [38 CFR 16.103(a)]
_____
MPAs include the affiliated University and/or VA non-profit corporation, when  appropriate.

_____
For VA facilities that use the affiliated University IRB, the R&D Committee 

evaluates the structure and function of the IRB on an annual basis.  The evaluation is documented in the R&D Committee minutes.

_____
Sufficient administrative and clerical support is available.  (Based on numbers of projects, procedures in place and documentation observed) [38 CFR 16.103(b)(2)]
_____
Adequate procedures are in place for monitoring research and conducting audits of the research process including record review for inclusion of completed informed consents, progress notes and inclusion of VA 10-9012 when applicable.

II.  IRB REQUIREMENTS/PROCEDURES

_____
Institutional Review Board (IRB) has a minimum of five members  [38 CFR 16.107(a)]
_____
IRB members have varying backgrounds  [38 CFR 16.107(a)]
_____
Curriculum vitae or resume for members are on file in the Research Office.

_____
A list of IRB members is maintained which includes Name, earned degrees, representative capacity, indications of experience such as board certifications, licenses, employment at medical center, affiliation.  [38 CFR 16.103(b)(3)]
_____
Diversity of IRB members has been considered including race, gender, cultural backgrounds and sensitivity to community issues and/or attitudes.  [38 CFR 16.107(a)]
_____
At least one member of the IRB is a scientist  [38 CFR 16.103(c)]
_____
At least one member of the IRB is a non-scientist (cannot be a non-practicing nurse, etc.  (Note: although this individual is the IRB coordinator at some locations, and allowed by OHRP, it is not recommended)  [38 CFR 16.103(c)]
_____
A Non-scientist ALWAYS ATTENDS the meetings.  (No research may be approved without a non-scientist present, thus it is advisable to have two members)  [38 CFR 16.108(b)]
_____
ACOS does not serve on VA IRB (due to appearance of conflict of interest – performance standards emphasize attaining additional funds.  Also p. 11 #46 OHRP compliance activities)

_____
If affiliated IRB is used and ACOS is a voting member, ACOS abstains from discussion and vote on VA protocols.

_____
At least one member of the IRB is a representative of the community such as clergy, attorney, practicing physician outside the VA or affiliate, representative of a legally recognized veterans organization.  (If the community member resigns, no research may be approved until a replacement is found.) [38 CFR 16.103(d)]

_____
If alternate members are used, they are officially listed as members as an alternate for a specific individual with similar qualifications.

_____
Preparation of IRB submissions by investigators include a description of the risks and benefits of the research.  [38 CFR 16.111(a)(1)(2)]
_____
Equitable selection of subjects is assessed, e.g. include men and women, etc. [38 CFR 16.111(a)(3)]
_____
In research involving vulnerable populations such as children, prisoners, pregnant women, mentally disabled, economically or educationally disadvantaged, the IRB is particularly cognizant of the special problems of the research, and the membership includes at least one person who is knowledgeable about and experienced in working with these subjects. [38 CFR 16.107(a)]
_____ In research involving investigational devices, the IRB must have written procedures for making the determination of “Significant” or Nonsignificant Risk” or SR vs. NSR (21 CFR 812).
_____
Initial IRB review materials include the entire proposal, informed consent, relevant grant applications, investigator’s brochure (if one exists), any advertising intended to be seen or heard by potential subjects. 

_____
All IRB members receive a copy of the complete documentation (unless a primary reviewer system is used in which case all IRB members receive and review a protocol summary, informed consent document and any advertising material).

_____
IRB approval documentation and records agree with title of grant

_____
IRB notifies investigators and the R&D Committee in writing of its decisions.

_____
When the IRB decides to disapprove a research activity, written notification includes a statement of the reasons for the decision including notice of by the investigator to respond in person or in writing. [38 CFR 16.109(d)]
_____
Standard operating procedures are written that include all items listed in the FDA Guidelines for preparation of SOPs for Institutional Review Boards (attached).

_____
Continuing reviews are conducted at intervals appropriate to the degree of risk, but not less than once per year.  [38 CFR 16.109(e)]  

There are written procedures for determining which projects require review more often than annually.  [38 CFR 16.103(b)(4)(ii)]

There are written procedures for determining which projects need verification from sources other than the investigator(s) that no material changes have occurred since previous IRB review  [38 CFR 16.103(b)(4)(ii)]
_____
Continuing reviews include review of a) the number of subjects accrued, b) a 

description of any adverse events or unanticipated problems involving subjects or others and of any withdrawal of subjects from the research or complaints about the research, c) summary of any recent literature, findings obtained thus far, amendments or modifications to the research since the last review, reports on multi-center trials and any other relevant information such as risks associated with the research and d) a copy of the current informed consent document.

_____
Copies of research proposals, evaluations, approved consent documents and progress reports and reports of adverse events (injuries to subjects) are maintained for a minimum of 3 years following completion of the project  [38 CFR 16.115(a)(1)] [38 CFR 16.115(b)]
_____
Research is always reviewed by the IRB at a convened meeting at which a majority of the members are present.  [38 CFR 16.108(b)]
_____
A majority of those members present at a meeting always votes for approval in order for the research to be approved. [38 CFR 16.108(b)]
_____
Minutes document IRB meetings in sufficient detail to show attendance (to determine quorum).  [38 CFR 16.103(b)(4)(2)]
_____
VA Form 10-1223 has been signed and is filed in VA R&D office for all approved human studies protocols.

_____
Investigators whose own research is being considered by the IRB, absent themselves from the meeting during final committee discussion and voting and it is recorded in the minutes.

_____
Members who have a financial interest in a Sponsor’s research absent themselves from the meeting during committee discussion and voting and it is recorded in the minutes.  

_____
Actions taken by the IRB are recorded in the minutes with sufficient detail to a) show attendance at the meetings; actions taken by the IRB, indicate basis for requiring changes in or disapproving research and a written summary of the discussion of controverted issues and their resolution, and the actions are documented separately for each individual protocol. [38 CFR 16.115(a)(2)]
_____
Voting is recorded in the minutes in the following format:

Total = #;  For -  #,   Against -  #,  Abstained  -  #  (Name and reason for abstention)  [38 CFR 16.115(a)(2)]
_____
Minutes include records of continuing review activities.  [38 CFR 16.115(a)(3)]
_____
Documentation is maintained and is easily retrieved for continuing review activities.

_____
Documentation is sufficient for each protocol to easily reconstruct a complete history of all IRB actions related to review and approval of the protocol.

III.  INFORMED CONSENT

_____
Form 10-1086 is used for Informed Consent.

_____
All basic elements are included in Informed Consents:  [38 CFR 16.116(a)]
Statement that the study involves research; 
· Purpose of the Research; 
· Expected duration of subject’s participation; 
· Description of procedures; 
· Identification of experimental procedures; 
· Description of risks or discomforts; 
· Description of benefits; 
· Availability of compensation or medical treatment if injury occurs; 
· Disclosure of alternative treatment available; 
· Statement about confidentiality of records
· Contact person for answers about the research and patient’s rights and whom to contact in case of injury;
· Statement that participation is voluntary and there are no penalties for withdrawing; 
· Statement about requirement to pay for treatment received.
· If drugs, biologics or devices are being used, there should also be a statement that the Food and Drug Administration (FDA) may inspect the records.  [21 CFR 50.25(a)(5)]
_____
Additional elements of informed consents are included when appropriate: 
· Treatment may involve risk to subject, embryo or fetus if subject becomes pregnant; 
· Circumstances where subject’s participation may be terminated by the investigator; 
· Additional costs to subjects resulting from participation in the research; 
· Consequences of a subject’s decision to withdraw from the research and procedures for orderly termination of participation by the subject; 
· Statement that significant new findings developed during the course of the research that relates to the subject’s continued participation will be provided to the subject; 
· The approximate number of subjects involved in the study.

_____
Informed consents are date stamped by the IRB showing the date of review (not required but recommended)

_____
Informed consents are date stamped by the IRB showing the date of expiration (not required but recommended)

_____
Informed consent documents are written in language understandable to the subject  [38 CFR 16.116]
_____
Patients initials appear on all pages of the informed consent.

_____
Informed Consent pages are numbered i.e. page 1 of 2 etc.

______If drugs, biologics or devices are being used, the consent should be signed AND DATED by the subject.  [21 CFR 50.27(a)]
_____
Witness signature is always present on the short form and the written summary when the elements of the informed consent are presented orally, a short form written consent document is used, and a written summary of what is to be said to the subject has been approved by the IRB.  [21 CFR 50.27(b)(2)]
_____
Surrogate consent follows guidelines in M-3, Chapter 9 (Health care agent appointed by the patient in a DPAHC, court-appointed guardians or next-of-king in the following order spouse, adult child (18 years or older), parent, adult sibling (18 years or older).

_____
Payment to patients have been approved by the IRB.

_____
Procedures are in place to assure that payment to patients has been approved by the IRB prior to the issuance of a payment and that those payments are made only from research funds including General Post Funds.

_____
VA Form 10-9012, Investigational Drug Information Record has been completed and signed for all studies utilizing investigational drugs.  

_____
The original of VA Form 10-9012 has been sent to the Pharmacy Service.

_____
Copies of VA Form 10-9012 are filed in patients’ records.

_____
Investigators have submitted the study protocol to the Chief Pharmacy Service when investigational drugs are utilized.

_____
Investigators have sent a copy of the signed informed consent to the Pharmacy for all patients entered into a study utilizing investigational drugs.

_____
Prior to dispensing an investigational drug, Pharmacy Service has verified that an informed consent form has been signed

_____
Investigational drugs have been ordered from Pharmacy Service on a properly completed VA Form 10-2577f, Prescription Form by an authorized prescriber.

_____
FDA Form 1572 is on file for all investigators performing studies utilizing investigational drugs (under an IND)
______FDA Form 1572 has been submitted to the sponsor (for outside projects) or is on file at the institution (for projects sponsored by the institution) for all investigators performing studies under an IND. [ 21 CRF 312.53(c)(1)].
_____
The IRB Chair has attended at least one in-depth training course such as a PRIM&R AAMC Workshop.


Training received:  __________________________________________________

_____
The IRB members have attended received training, ideally in an in-depth course such as a PRIM&R AAMC Workshop.


Training received: __________________________________________________

_____
A training program for research investigators has been implemented or a written handbook of IRB guidelines for research investigators is available and includes a) federal and institutional requirements for the protection of human research subjects; b) the IRB’s role and responsibilities; c) the requirements and procedures for initial and continuing IRB review and approval of research; d) the rationale and procedures for proposing that the research may meet the criteria for expedited review; e) the requirements and procedures for verifying that research is exempt from IRB review; f) the responsibilities of investigators during the review and conduct of research; g) requirements and procedures for notifying the IRB of unanticipated problems or events involving risks to the subjects, as well as any other expected or unexpected adverse events; h) an explanation of the distinction between FDA requirements for emergency use of test articles versus HHS regulations for the conduct of human subjects research I) relevant examples and user-friendly forms for providing information to the IRB; and j) a copy of the institution’s MPA, the HHS human subjects regulations (45 CFR Part 46), the Belmont Report and VA Handbook M-3, Chapter 9.

