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Performance Improvement - Indicator/ Measurement Methodology

Process being measured:  
IRB Minutes
Version 10. 5/23/07
IRB Minutes Process Improvement Indicators

For Initial Reviews, are indicators (1 – 30) addressed?

For Continuing Reviews, are indicators (1 – 38) addressed?

For Expedited Reviews, are indicators (39 – 40) addressed?

INITIAL REVIEWS
1. Summary of the study

Vulnerable Subjects
2. Will some or all subjects likely to be vulnerable to coercion or undue influence?

3. Reasons for including vulnerable subjects (prisoners, pregnant women, fetuses, children, mentally disabled, economically or educationally disadvantage and those likely to be vulnerable to coercion or undue influence)
4. Additional safeguards to protect the rights and welfare of vulnerable subjects

5. Presence of IRB member or consultant knowledgeable or experienced with the vulnerable population

6. Three criteria for approval of subjects with IDMC (separate IRB Primary Reviewer Worksheet)

7. Selection of subjects is equitable (inclusion and exclusion, recruitments, purpose, setting)
8. Anticipated benefits and importance of knowledge

9. Risks of research
10. When appropriate, adequate provisions for monitoring the data collected to ensure safety of subjects
Minimizing Risks
11. Risks have been minimized by using procedures which are consistent with sound research design and which do not unnecessarily expose subjects to risk

12. Risks have been minimized, whenever appropriate, by using procedures already being performed on the subjects for diagnostic or treatment purposes

13. 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 (“Risk/Benefit Ratio”)

14. Risk level

15. Continuing review interval based on risk
Privacy

16. The Setting, Methods and Circumstances for identifying subjects, obtaining information and conducting research Respect The Individual’s Privacy

17. Methods to obtain data

18. The research plan makes adequate provisions to protect the privacy interests of subjects

Confidentiality
19. Protecting confidentiality (anonymous, coding, link destruction, etc.)
20. The research plan makes adequate provisions to maintain the confidentiality of data

21. Adequacy of Resources for human protection, care of subjects & safety during conduct of the research

Consent/Waiver/Waiver of Documentation of Consent and HIPAA Authorization/Waiver
22. Consent form Basic Elements are present OR Waiver of Documentation of Consent criteria are met  

23. Consent form Applicable Additional Elements are present

24. Consent Process Is Appropriate OR criteria for Waiver Of Consent are met

25. Is research FDA regulated?  (Applicable when waiver of consent or waiver of documentation of consent are being considered)
26. HIPAA authorization is present and complete OR HIPAA Waiver criteria are met

Devices
27. Is a research device being used?

28. Risk level of investigational DEVICES (SR/ NSR) (Significant Risk/ Non-Significant Risk)
29. Chair summarizes discussion: controverted & resolution; basis for requiring changes or disapproving research 

30. Action: A) Approve, B) Approve with Modifications to Full IRB, C) Approve with Modifications via Administrative Review, D) Table, E) Disapprove

CONTINUING REVIEWS (additional review items)
31. Review of AE’s
32. Investigator’s Brochure amended or updated
33. Research findings to date, including subject experiences
34. Summary of safety monitoring
35. Enumeration of subjects withdrawn and reasons
36. Review of unanticipated problems involving risks to subjects
37. New information that may change the risk/benefit ratio
38. Does project needs verification from sources other than the investigator that no material changes (serious non-compliance) have occurred since the previous IRB review?  If YES: A) Internal inconsistency and resolution to be requested of investigator OR B) Instructions for obtaining verification (other source).

EXPEDITED REVIEWS (additional review items)
39. The regulatory basis for approval of expedited review is cited

40. The study specific characteristics, that qualify the study to be expedited, are described
Review of Consent form basic and additional elements may be documented in the minutes as general statements or may (no requirement) specifically address any of the following:

A. Consent Forms—Basic Elements
1. a statement that the study involves research

2. an explanation of the purposes of the research 

3. the expected duration of the subject’s participation

4. a description of the procedures to be followed

5. identification of any experimental procedures

6. a description of any reasonably foreseeable risks or discomforts to the subject

7. a description of any benefits to the subject or to others, which may reasonably be expected from research

8. a disclosure of appropriate alternative procedures or courses of treatment (if any) that might be advantageous to the subject

9. a statement describing the extent (if any) to which confidentiality of records identifying the subject will be maintained

10. a statement that the FDA may inspect the records

11. for research involving more than minimal risk, an explanation as to whether any compensation exists if injury occurs

12. for research involving more than minimal risk, an explanation as to whether any medical treatments are available if injury occurs and, if so, what they consist of or where further information may be obtained and an explanation of whom to contact in the event of a research-related injury to the subject

13. an explanation of whom to contact for answers to pertinent questions about research and research subjects’ rights

14. a statement that participation is voluntary

15. a statement that refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled

16. a statement that the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled.

B. Consent Forms—Additional Elements, When appropriate
1. risks which are currently unforeseeable

(a) a statement that the particular treatment or procedure may involve risks to the subjects which are currently unforeseeable

(b) a statement that the particular treatment or procedure may involve risks to the embryo or fetus, (if the subject is or may become pregnant) which are currently unforeseeable

2. anticipated circumstances under which the subject’s participation may be terminated by the investigator without regard to the subject’s consent

3. any additional costs to the subject that may result from participation in the research, consistent with the Federal laws concerning veterans’ eligibility for medical care and treatment

4. the consequences of a subject’s decision to withdraw from the research and procedures for orderly termination of participation by the subject

5. a statement that significant new findings developed during the course of the research which may relate to the subject’s willingness to continue participation will be provided to the subject

6. the approximate number of subjects involved in the study

C. Consent Forms—Payment and Exculpatory Language

1. include information concerning the amount of payment to subjects

2. include information concerning the schedule of payments to subjects

3. do not include any exculpatory language through which the subject or the subject’s legally authorized representative is made to waive or to appear to waive any of the subject’s legal rights, or releases or appears to release the investigator, the sponsor, the institution or its agents from liability for negligence.

The following types of studies require additional elements of informed consent:

1. any study that involves currently unforeseeable risks to the subject (or to an embryo or fetus, if the subject is or may become pregnant) should include information about these risks in the informed consent document stating these risks.  This is especially true with studies conducted under an Investigational New Drug Application (IND) or Investigational Device Exemption (IDE).  

2. any study in which the protocol outlines circumstances under which the subject’s participation may be terminated by the investigator, without regard to the subject’s consent, requires a statement identifying these anticipated circumstances under which the investigator may terminate the subject’s participation.  An unexplained statement that the investigator and/or the sponsor may withdraw subjects at any time does not adequately inform the subject of anticipated circumstances of withdrawal.  

3. if subjects may incur additional costs because they are participating in research, the costs should be explained.  Some insurance and/or other reimbursement mechanisms may not fund care that is delivered in a research context.

4. when withdrawal from a research study may have deleterious effects on the subject’s health or welfare, the informed consent must explain any withdrawal procedures necessary for the subject’s safety and state why they are important to the subject’s welfare.

5. any study in which the subject’s participation is expected to continue over a period of time during which new findings may become available requires a statement that significant new findings developed during the course of the research that may relate to the subject’s willingness to continue participation will be provided to the subject.

6. if the IRB determines that the number of subjects in a study is material to the subject’s decision to participate, the informed consent document must state the approximate number subjects involved in the study.  This is particularly true in studies involving small numbers of subjects, as in Phase 1 and 2 studies.

What is the rationale for this performance improvement review?

The intent of this performance improvement activity is to continually improve the IRB’s ethical consideration of issues for approval of research and the documentation of these issues in the minutes.  

There are regulatory and accreditation requirements that the basis for IRB approval be documented in minutes.  As stated in our IRB Records and Retention SOP:
IRB Meetings will be documented through Minutes for each meeting:

1. IRB actions are documented (including separate deliberations for each action and the basis for requiring modifications and for disapproving research)

2. Discussions are documented and findings and determinations noted (including risk level and requirements for the approval of research [per Title 38 CFR 16] and a summary of the discussion of controverted issues and their resolution)

3. The minutes document IRB determinations required by the regulations, and protocol-specific findings justifying those determinations (including: exemption, qualification for expedited review, waiver of HIPAA Authorization, waiver of consent and waiver of documentation of consent).  

4. Statements of significant new findings provided to participants when reviewed at an IRB meeting, must be documented in the minutes. [VHA Handbook 1200.5 7.i(6)]

Is the connection between the indicator statement and the process that is being measured self-explanatory?

 FORMCHECKBOX 
 yes 
 FORMCHECKBOX 
 no
If no, please describe:

Definition of Key Terms:

IRB: Institutional Review Board (Human Studies Sub-Committee of the Research and Development Committee)

Data collection method:  

IRB Minutes will be reviewed.

Sample size:  (minimum: 5% or 30 cases whichever is greater; if there are less than 30 cases per quarter, 100% review is required)  the IRB minutes from at least two meetings will be reviewed 
per:  
 FORMCHECKBOX 
 quarter

Statistics to be tracked:
 FORMCHECKBOX 
rate


Calculations/Formula for rate:


Numerator:  




Number times that the indicator was met in the minutes reviewed

Denominator:  



Number times that the indicator was applicable in the minutes reviewed
In addition to tracking your results on a data aggregate, how do you plan to display this data?

	 FORMCHECKBOX 
table


	Trigger for More Extensive Evaluation

 FORMCHECKBOX 
other:  Patterns of non-compliance, opportunities for process improvement and education will be pursued.
	Method of Extensive Evaluation 

 FORMCHECKBOX 
other: Research Service and the IRB will be consulted regarding non-compliance and process improvement.


Reference(s):

VHA Handbook 1200.5 Requirements for the Protection of Human Subjects Of Research

Title 38 CFR 16

IRB Records and Retention, VA New Jersey Health Care System Research SOP
Orval Gautier, M.Ed., CIP, Research Compliance Officer
MinutesIMMv10. 5-23-07.doc

page 1 of 5

