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	Attendance, actions and voting:
	√
	Source
	Comments

	1. Documentation of attendance at the meetings. 
	 FORMCHECKBOX 

	VHA Handbook 1200.5 p. 16

Element IRB 5A, Factor 1, p. 51
	

	a. Include members or alternate members who are participating through video- or teleconference.
	 FORMCHECKBOX 

	VHA Handbook 1200.5 p. 16
	

	b. Document that those offsite received all pertinent material prior to the meeting and were able to actively and equally participate in all discussions.
	 FORMCHECKBOX 

	VHA Handbook 1200.5 p. 16
	

	c. Document alternate members attending and for whom they are substituting.
	 FORMCHECKBOX 

	VHA Handbook 1200.5 p. 16
	

	2. IRB members were not present during the deliberations and did not vote on matters in which they had conflicts of interest.
	 FORMCHECKBOX 

	Element IRB 5A, Factor 6, p. 51 

VHA Handbook 1200.5 p. 17
	The member’s name should be specifically mentioned as being recused for a conflict of interest.

	3. The required quorum was present for each vote, including a non-scientific member.
	 FORMCHECKBOX 

	Element IRB 5A, Factor 4, p. 51 

VHA Handbook 1200.5 p. 16
	Minutes should note that there was a quorum present when the meeting was called to order. The attendance list alone is not sufficient.

	a. Make sure to note that a quorum was maintained if a member was recused or left the room, and that the non-scientific member was present for the vote.
	 FORMCHECKBOX 

	Element IRB 5A, Factor 4, p. 51 

VHA Handbook 1200.5 p. 16 & 17 
	This notation can be done for each vote; list who was present at the beginning of the meeting – including the non-scientist – and then list who left the meeting at each point throughout the minutes; OR a statement can be made at the end of the minutes that the non-scientist was present for every vote.

	4. Actions taken by the IRB at the meeting. 
	 FORMCHECKBOX 

	Element IRB 5A, Factor 2, p. 51; VHA Handbook 1200.5 p. 17
	Actions are defined in the local SOPs. ORO’s Best Practices Guide http://www1.va.gov/oro/page.cfm?pg=97 notes that IRB actions for initial or continuing review of research may include the following:

(1) Approved with no changes.

(2) Approvable with minor changes to be reviewed by a designated IRB member.

(3) Approvable with substantive changes must be reviewed at a convened IRB meeting.

(4) Deferred pending receipt of additional substantive information.

(5) Disapproved.

	5. Vote on actions include the number of members voting for, against, and abstaining.
	 FORMCHECKBOX 

	Element 5A IRB, Factor 3, p. 51. VHA Handbook 1200.5 p. 17
	Block voting (voting on a group of protocols) does not meet the intent of this factor.

	6. Summary of the discussion of controverted issues and their resolution.
	 FORMCHECKBOX 

	Element IRB 5A, Factor 5, p. 51;

VHA Handbook 1200.5 p. 17
	An issue is controverted when there is a split vote in which some members vote for approval and others vote against. Some IRBs do not allow approval unless there is consensus. In these cases, the discussion of issues raised before moving to consensus should be documented. Note that this is a narrow definition of controverted. The IRB may want to document an issue that has raised a lot of questions and dialog even if the final vote is unanimous.


	Evaluation of Risks and Benefits:
	√
	Source
	Comments

	1. Documentation of risk evaluation:
	 FORMCHECKBOX 

	Element CRB 2D, p. 65
	Factors 1-4 may be met by documentation in a reviewer evaluation tool in the protocol file. 

	a. Risks of the research
	 FORMCHECKBOX 

	Element CRB 2D, Factor 1
	

	b. Impact of study design on risk
	 FORMCHECKBOX 

	Element CRB 2D, Factor 2
	

	c. Provisions for safety monitoring
	 FORMCHECKBOX 

	Element CRB 2D, Factor 3
	

	d. Risks have been minimized to the extent possible
	 FORMCHECKBOX 

	Element CRB 2D, Factor 4
	

	e. The determination of the level of risk
	 FORMCHECKBOX 

	VHA Handbook 1200.5, p. 17
	The level of risk also should be tied to the determination of the continuing review interval.

	f. Risk level of investigational device, if any.
	 FORMCHECKBOX 

	Element CRB 2D, Factor 5
	This determination is separate from the determination of risk of the overall study. A separate vote on whether the device is Significant Risk (SR) or Non Significant Risk (NSR) should be recorded.

	2. Documentation of safeguards for vulnerable subjects:
	 FORMCHECKBOX 

	Element CRB 2E, p. 66
	

	a.  Reasons for including vulnerable subjects in the research
	 FORMCHECKBOX 

	CRB 2E, Factor 1

VHA Handbook Appendix D, Section 6, p. D-5
	In the case of the mentally disabled or decisionally impaired, research can only be approved if incompetent persons are suitable as research subjects and there is a compelling reason to include them; and if there is some probability of harm, there must be at least a greater probability of direct benefit.

	b.  If the research involves children, the investigator must receive a waiver from the Chief Research and Development Officer. If a waiver is obtained, the study must meet Federal regulations pertaining to children as research subjects. The IRB must document these findings.
	 FORMCHECKBOX 

	VHA Handbook Appendix D-7, p. D-5

45 CFR 46.401-409.
	The minutes should include a description that appropriate regulations and requirements for research involving children have been met.

	c.  Additional safeguards used to protect the rights and welfare of vulnerable subjects.
	 FORMCHECKBOX 

	CRB 2E, Factor 2
	Examples are included under CRB 2C, p. 64. They include but are not limited to: independent assessment by a physician not involved in the study, employing a consent monitor, providing prospective subjects with an advocate during the consent process.

	3. The IRB documents its evaluation of plans to protect the privacy and confidentiality of research subjects including:
	 FORMCHECKBOX 

	CRB 7C, p. 83
	

	a. Methods used to obtain information about participants
	 FORMCHECKBOX 

	CRB 7C, Factor 1
	

	b. Provisions for protecting the confidentiality of research data.
	 FORMCHECKBOX 

	CRB 7C, Factor 2
	Includes documentation of the need for Certificates of Confidentiality in addition to other provisions when appropriate.

	4. Document approval of research was made on the basis that (a) risks are reasonable in relations to benefits to subjects (if any), and (b) the importance of the knowledge expected to result from the research.
	 FORMCHECKBOX 

	CRB 4A, p. 69
	This must be stated in the minutes. A documented process will not meet the intent of this element.

	5. Documentation of continuing review interval that is at least once per year and appropriate to the degree of risk.
	 FORMCHECKBOX 

	CRB 2F, Factors 1 and 2, p. 67
	These two factors must be explicitly connected. It will not be assumed that the interval is based on the risk if it is not so stated.

	6. The basis for requiring changes in or disapproving research and documentation of resolution of these issues when resolution occurs.
	 FORMCHECKBOX 

	VHA Handbook 1200.5 p. 17
	


	Evaluation of Informed Consent Content:
	√
	Source
	Comments

	1. In approval of consent form, all basic elements AND additional elements must be adequately addressed unless noted as below.
	 FORMCHECKBOX 

	ICS 1A and 1B, p. 84 and 86
	These factors may also be met by documentation in a reviewer evaluation tool in the protocol file. A summary statement could then be included in the minutes regarding the assessment of “adequately met.” To ascertain “adequately met” see ACE! Informed Consent Checklist.  http://www1.va.gov/resdev/fr/PRIDE/resources/ 

	2. When approving a consent procedure that does not include or that alters some or all of the required elements of informed consent, or when waiving the requirement to obtain informed consent the following must be documented:
	 FORMCHECKBOX 

	ICS1A, “Scope of Review,” P. 85

VHA Handbook 1200.5 p. 17

[38 CFR 16.116 (d)]
	

	a. The research involves no more than minimal risk to the subjects
	 FORMCHECKBOX 

	 38 CFR 16.116 (d)
	

	b. The waiver or alteration will not adversely affect the rights and welfare of the subjects
	 FORMCHECKBOX 

	 38 CFR 16.116 (d)
	

	c. The research could not practicably be carried out without the waiver or alteration
	 FORMCHECKBOX 

	 38 CFR 16.116 (d)
	

	d. Whenever appropriate, the subjects will be provided with additional pertinent information after participation.


	 FORMCHECKBOX 

	 38 CFR 16.116 (d)
	

	3. If an additional element is not required for a particular protocol, the IRB must document that the element is not required.
	 FORMCHECKBOX 

	ICS 1B, p. 87
	

	4. The waiver of the requirement for an authorization or an alteration of the HIPAA form or content of the authorization only is in accordance with and as permitted by the HIPAA Privacy Rule.
	 FORMCHECKBOX 

	VHA Handbook 1200.5 p. 11, 17, 20

(45 CFR 164.508)
	


	Documentation of Continuing Review:
	√
	Source
	Comments

	1. The IRB conducts continuing review within the determined approval period or studies are not allowed to continue.
	 FORMCHECKBOX 

	IRB 3D, p. 42
	

	2. IRB documents its review of the following sources of information about risks and benefits at scheduled continuing review. Actions and the justification for the actions must be fully documented in the minutes of the IRB meeting where the action was taken or reported.
	 FORMCHECKBOX 

	CRB 4B p. 70-71


	

	a. Serious adverse event reports; and adverse event reports.
	 FORMCHECKBOX 

	CRB 4B Factor 1

VHA Handbook 1200.5 p. 16
	Note that this review should cover the entire review period. If the research involves minimal risk and is non-interventional or if no subjects have been enrolled, this factor is not applicable. If the research is not FDA-regulated, sponsor safety reports are not required.

	b. Amended or updated Investigator’s Brochure (IB).
	 FORMCHECKBOX 

	CRB 4B Factor 2

VHA Handbook 1200.5 p. 16
	Note when the last IB was dated and if during the review period there were any changes that indicated a need for a change in the consent form (i.e., new risks identified). If there is not a new IB, document there has been no update in the review period. If the research does not involve a drug or device, this factor is not applicable.

	c. New information available regarding the research project that may change the risk/benefit ratio.
	 FORMCHECKBOX 

	CRB 4B Factor 3

VHA Handbook 1200.5 p. 16
	

	d. Research findings to date, including summary of subject experiences (benefits, adverse reactions).
	 FORMCHECKBOX 

	CRB 4B Factor 4 

VHA Handbook 1200.5 p. 16
	

	e. Summary of safety monitoring reports; Reports from sponsors, cooperative groups, or DSMBs.
	 FORMCHECKBOX 

	CRB 4B Factor 5

VHA Handbook 1200.5 p. 16
	If protocol is minimal risk, and it does not include a data monitoring plan, this factor is not applicable.

	f. Unanticipated problems involving risks to subjects or others.
	 FORMCHECKBOX 

	CRB 4B Factor 6

VHA Handbook 1200.5 p. 17
	If the study is not a clinical trial or no subjects have been enrolled, this factor is not applicable.

	g. Enumeration of subjects withdrawn, and the reasons for withdrawal.
	 FORMCHECKBOX 

	CRB 4B Factor 7
	If no subjects have been enrolled, this factor is not applicable.

	h. Reports of continuing non-compliance with the regulations or IRB determinations.
	 FORMCHECKBOX 

	VHA Handbook 1200.5 p. 16
	

	i. Statements of significant new findings provided to subjects (as required by App. C) must be maintained with the related research proposal and, when reviewed at an IRB meeting, must be documented in the minutes.
	 FORMCHECKBOX 

	VHA Handbook 1200.5 p. 17
	

	j. Suspensions or terminations of research.
	 FORMCHECKBOX 

	
	


	Conduct of Expedited Review:
	√
	Source
	Comments

	1. The IRB conducts expedited review of protocols in conformance with its policies and procedures including:
	 FORMCHECKBOX 

	IRB 4B p. 45

VHA Handbook 1200.5 p. 19
	These factors may be met by documentation in a reviewer evaluation tool in the protocol file. However, the decision must be communicated in writing to the IRB. This may be accomplished through notification of IRB members in the minutes.

	a. The IRB Chairperson or designee on the IRB conducts expedited review
	 FORMCHECKBOX 

	IRB 4B Factor 1

VHA Handbook 1200.5 p. 19
	Note that this does not mean the IRB administrator or someone not on the IRB.

	b. All IRB members are notified of all expedited reviews
	 FORMCHECKBOX 

	IRB 4B Factor 2

VHA Handbook 1200.5 p. 19
	

	c. Expedited reviews meet regulatory requirements for use of expedited procedure
	 FORMCHECKBOX 

	IRB 4B Factor 3

VHA Handbook 1200.5 p. 18
	See VHA Handbook 1200.5, Appendix B, for  a list of activities appropriate for expedited review.

	d. The IRB documents the basis for allowing expedited review.
	 FORMCHECKBOX 

	IRB 4B Factor 4

VHA Handbook 1200.5 p. 19
	The minutes and/or the protocol file must reflect the expedited review eligibility category that the research meets.

	2. The reviewer(s) may exercise all of the authorities of the IRB except that the reviewer(s) may not disapprove the research.
	 FORMCHECKBOX 

	VHA Handbook 1200.5, p. 19
	If the research is to be disapproved it must go to the full board. This does not have to be recorded in the minutes if it goes to the full board.


	Determination of Exempt Status:
	√
	Source
	Comments

	1. The institution or IRB makes determination of exempt status in accordance with local and VA policy and Federal regulations including:
	 FORMCHECKBOX 

	IRB 4D p. 48

VHA Handbook 1200.5 p. 18
	These factors may be met by documentation in a reviewer evaluation tool in the protocol file and be signed by the Chair or designee. However, the decision must be communicated in writing to the IRB. This may be accomplished through notification of IRB members in the minutes.

	a.  Exempted research falls into an allowable category of research.
	 FORMCHECKBOX 

	IRB 4D Factor 1

VHA Handbook 1200.5 p. 18
	See VHA Handbook 1200.5, Appendix A, for a list of activities appropriate for expedited review.

	b. The decision for exempt research is made by the authorized individual.
	 FORMCHECKBOX 

	IRB 4D Factor 2

VHA Handbook 1200.5 p. 18
	

	c. The basis (allowable category) for making the exempt determination is documented.
	 FORMCHECKBOX 

	IRB 4D Factor 3

VHA Handbook 1200.5 p. 18
	The minutes and/or the protocol file must reflect the exempt eligibility category justifying the exemption.


	General Tips
	Back to main menu

	The following tips were created from the documents listed below, accessed on June 28, 2004. These again are just tips and do not reflect absolute requirements by regulation.

· ORO IRB SOPs- http://www1.va.gov/oro/docs/SOP_C-Intro-Chapter11.doc page 29
· OHSR Website- http://www.nihtraining.com/ohsrsite/irb/Attachments/Chapter5.htm 

· NIH Information Sheet #16- http://www.nihtraining.com/ohsrsite/irb/Attachments/5-11_IRB_minutes_format.htm 



1. Attendance by name-

a. List the names of members in attendance and their associated area of expertise.

b. List the names of members absent and their associated area of expertise.

c. List the names of alternates attending as substitutes for regular members including the name of the member for whom the alternate is substituting.

d. List name, affiliations and areas of expertise of any ad hoc members.

e. List the name of any visitors at the meeting.

2. Date, Time, Place of Meeting- record the date and time the meeting began and ended, and where meeting was held.

3. Quorum- fifty percent of the IRB members plus one, including at least one non-scientific member.  If prisoners are a special population, a prisoner or representative of a prisoner advocate must be present.

4. Old Business- a list of research approved since the last meeting utilizing expedited or exempt review procedures and the specific citation for the category of expedited or exempt review of the individual protocol.

5. Discussion-
a. Specific measures taken to protect vulnerable populations, for example, children and persons who have impaired decision-making ability; review of protocol or informed consent modifications or amendments; 

b. Privacy and confidentiality

c. Consent document

d. Risk/benefit analysis (Note adult risk as minimal or greater than minimal risk.  Note pediatric risk in appropriate category of 1, 2, 3 or 4.)

e. Unanticipated problems involving risks to subjects or others; 

f. Adverse event reports; reports from sponsors, cooperative groups, or DSMBs; 

g. Reports of continuing non-compliance with the regulations or IRB determinations; 

h. Waiver or alteration of elements of informed consent and justification; 

i. Suspensions or terminations of research; and other actions

j. Additional considerations (e.g., ionizing radiation; collaborative research; IND, other. State if these considerations do not apply)
k. Summarize controverted issues-discussion of regulatory or ethical issues and their resolution must be recorded;
l. Closures- Include the following in the minutes:
i. Number of subjects enrolled in the last year
ii. Total number of subjects enrolled
iii. Number of withdraws
iv. Number of screen failures
v. Number of adverse events
vi. Types of vulnerable populations
6. Vote- 

a. State how many members voted for, against or abstained. Document in or attach to the minutes the reason(s) for the minority opinion(s). 

b. Members who are affiliated with the protocol must recuse themselves from the IRB discussion and vote, and leave the room during the discussion and when the vote is taken. The minutes should state which member(s) left the room. If a quorum is lost because members recuse themselves, no action may be taken on the protocol.

c. If the protocol is approved with stipulations and/or recommendations, the minutes must state whether the IRB votes that the stipulations and/or recommendations are to be reviewed by the Chair, by a subcommittee of the IRB, or by the full IRB.

d. If the protocol is tabled or denied, justify with discussion in the minutes.

7. Sign and Date- 

a. Add date the minutes were approved by the board

b. Chair must sign minutes

	Sample Language
	Back to main menu

	This section is to provide examples of language that address the requirements in five areas: initial review, continuing review, amendments, expedited review and report of adverse events.  We hope these examples will help in drafting local language that will meet the requirements of writing minutes. Note that adverse events are handled differently by IRBs thus the reporting and evaluation will depend upon local IRB standard operating procedures.




1. Initial review

IRB#:  (not yet assigned)

PI:
Que, Susie, MD


Title:  Randomized Placebo-Controlled Adjuvant Study of Prevention of Prostate Cancer Recurrence after Radical Prostatectomy by Soy Protein Isolate

Sponsor:  9103

Reviewers:
  Downy and Tide

Items Reviewed Include the Following:

1. VA Form 10-1436

2. Abstract

3. Application for IRB Review

4. Application for IRB Review- Supplement

5. Prospectus of Research Study

6. Impact Estimation Worksheets

7. Narrative Summary

8. VA Research Consent form (7 pages)

9. Safety Information and Certification

10. Protocol:  Grant Number 1U01CA72290=01

11. Budget Justification (2 pages)

12. NYU School of Medicine Notification of Approval (2 pages)

Study Summary

This study is to test in a double-blind, randomized trial the ability of chemoprevention agents to delay prostate recurrence following radical prostatectomy (as measured by PSA failure using an ultra sensitive PSA assay) in men that are at high risk for this in a trial of 2 year duration with 110 subject per arm.  10-20 subjects will be enrolled at this site, a total of 210 at all sites.  This study intends to determine in a subset of men whether these agents reduce the frequency of occurrence and or quantity of g prostate cancer cells, as measured by a highly sensitive RT-PCR method that detects for mRNA for prostate-specific membrane antigen (PSM) produced by these cells; this is a potential marker for the risk of progression to metastatic prostate cancer.  Blood samples will be colleted at 2-3 month intervals.  Soy protein has been selected as the chemoprevention agent that will be tested in this project for its prostate cancer chemoprevention efficacy; soy protein will be administered incorporated into a beverage powder a standard amount of which has to be consumed each day mixed into water or a beverage, while control subjects will receive a placebo beverage powder containing a mild protein.  The length of participation for the subject is 2 years.

The overall objectives of this project are to develop a chemoprevention method for prostate cancer and to develop a practical approach for testing prostate cancer chemoprevention efficacy in human clinical trials.  If substantive effects in the desired direction are found in the proposed studies, the stage is set for future prevention clinical trails in men at high risk for developing clinically evident prostate cancer.

Discussion

The background for this is that people from Asia with high soy intakes have a much lower risk of prostate cancer.  When they move to the Unites States and their diet changes, their risk for prostate cancer goes up.  There is some laboratory evidence that shows that certain components of soy products have been shown to have some protective effect of progression of prostate cancer in laboratory models.  There is a good scientific background for this study.

On the IRB Application, page 3, detail of the study, they say this is not being used as an investigation drug, but it is being used in an investigational manner.  It is not a drug, but patients will be given a food supplement in a randomized trial.  There was also a concern regarding the potential development of a commercial product.  The investigator did not check off investigational drug, but under “D” he did describe it as an investigational drug; in checking a similar study.  This was the same method found to be used in a similar vitamin study.  The research pharmacy will be involved and will need the Investigational Drug Information Record form for dispensing.  The reviewer felt it should be marked as an investigational drug with commercial potential; however it is a food supplement being used in an experimental manner.

On the informed consent form, page 1 of 6 looks sloppy under subject participation, and needs to be don in the standard format.  Other members expressed concerns about other areas of the consent form, which are included in the stipulations below.  Members agreed the whole consent form needs to be redone.  The board agreed this study needs to be tabled.  There is long-term storage of genetic material.  It is very complicated.  There is a pate 7 of 6.  It is unclear, tissue implies that you can do genetic sequence analysis, whereas blood, like plasma, you can’t.  There is a need for clarification if this is genetic materials, tissue or just plasma for the PSA.  There is implication for genetic banking.

The board agreed that this is a minimal risk study.  They are not targeting a vulnerable po0pulation.  The risk benefit ratio is acceptable.  The risks are they find out somebody is allergic to either soy or milk, or lactose intolerant.  The benefit is to see if there is a reduction in prostate cancer.  These people are being followed closely and if their PSA goes up they are taken off the study.

Stipulations

· Please clarify if there is long term storage of tissue or genetic material.

· Is soy protein being studied with the potential development of a commercial product for new use?

· Provide a completed 9012 form for the soy product.

Consent Form changes required by the IRB

· Include who is sponsoring the study

· Page 1 needs to be re-typed in normal format (no check boxes)

· Page 3, first full sentence, “The data collection procedures of this study are specifically designed to prevent breaches in confidentiality and to minim9ize risks of breaches in confidentiality (see also Confidentiality) needs to be under Privacy and Confidentiality, not under risks.

· Page 4, First sentence under Emergency Care and Compensation for Injury, “No treatment or diagnostic procedures are part of this study therefore there will not be any risk of injury bay participating”- this should be removed.

· Page 4, Emergency Care and Compensation for Injury, please include a 24 hour number to be reached at.

· Page 4, Emergency Care and Compensation for Injury, move the sentence, “Significant new findings developed during the course of the research which may relate to your willingness to participate in the study will be provided to you, although this is not expected to occur” to the New Findings section above.

· Page 4, please correct the grammar.

· Please correct the page numbers to reads page 1 of 7 through page 7 of 7.

· Page 7 needs a signature line rather than initials.

· Page 7 needs to include an opt-out clause.

· Needs HIPAA documentation to be included.

Motion  

Moved and seconded to table the study.  5 yes, 0 no, 0 abstentions.  Motion carried.

Return to Sample Language Menu
2. Continuing review

IRB#:  00578

PI:
Smith, John, MD


Title:  Phase IIB Trail of a Randomized, Double-Blind Placebo-Controlled, Clinical Trail of Difluromethylornithine (DFMO) and Sulindac in Combination Against Various Endpoints of Colorectal Pathology in a Cohort of Individuals at Risk of Colorectal CA

Sponsor:  9103

Reviewers:
  Bono

Items Reviewed Include the Following:

1. VA Form 10-1436

2. Abstract

3. Application for Continuing Review and Reapproval

4. Request for Modification

5. Proposal Safety Information and Certification

6. VA Research Consent Form (2 page)

7. VA Research Consent Form (3 page)

8. Stamped VA Research Consent Form (7 page)

9. VA Research Consent Form (8 page)

Study Summary

This is a study to measure the efficacy of Difluoromethylornithine (DFMO) plus Sulindac versus placebo in modulating a panel of surrogate endpoint biomarkers (SEB) of particular relevance in colorectal neoplasia, and to determine the relationship between the modulation of SEB in flat mucosa to the development of interval incident adenomas; thereby, validating the surrogate nature of one or more against adenoma pathology.

Discussion

A total of 250 subjects from six centers, 30 from this site, have been randomized.  Two subjects withdrew from the study:  1 subject withdrew after treatment of prostate cancer.  Once subject was being treated for worsening arthritis requiring full dose NSAID.  Since the last review there have been two adverse events reported at this site, both were considered unrelated to the study drug.  One was a GI bleed due to diverticulitis, and the other was a patient with congestive heart failure.  Both of them required hospitalization and neither were thought to be related to the study.  There was an SAE that was not local, neither was it thought to be related to the study.  A consent form was submitted but that is not approved as this study is not open to new enrollment.  This continues to be a greater than minimal risk study, the Board agreeing it is average risk.  The risk/benefit ratio remains acceptable, and risks are minimized.

There was a modification to remove Dr. Smith from the study, changing the Consent Form.  However, this study is closed to enrollment, thus members felt it was unnecessary to approve a new consent.  The IRB considered the criteria for the period of review (38CFR 16.102 b 4 II) and felt that annual review was justified on the basis of these criteria.

Motion  

Moved and seconded to approve the continuation of the study for one year and accept the modification to delete Dr. Smith new ICF can be issued if requested by the investigator.  5 yes, 0 no, 0 abstentions.  Motion carried.

Return to Sample Language Menu
3. Amendments

IRB#:  00171

PI:
Tate, William, MD


Title:  Pharmacoeconomic Optimization of Olanzapine Pharmacotherapy

Sponsor:  

Reviewers:
  

Items Reviewed Include the Following:

1. Request for Modification Form

2. Consent Form

Discussion

Addition of a “Caffeine Challenge Group” (N=20) who will undergo only the urine caffeine challenge test without taking part in the treatment protocol (adjunctive fluvozamine).  A separate consent form is created.

The question was raised as to whether a modification needed to be made to the protocol.  No protocol was received, and the Board felt that there needed to be a modified protocol explaining and justifying this new arm.  There was concern regarding possible genetic testing.  The Committee also questioned where the normal subjects will be recruited from.

Stipulations

1. Protocol needs to be submitted with explanation and justification of new arm with usual criteria and scientific rationale.  (Please send in a highlighted copy with changes clearly marked.)

2. Please add to the title of the Consent Form to clarify it is for the caffeine arm of the study.

3. Please state how recruitment will take place.

Motion  

Moved and seconded to table this modification.  7 yes, 0 no, 0 abstentions.  Motion carried.

Return to Sample Language Menu
4. Expedited review

IRB#:  462

PI:
Cook, Nancie, MD


Title:  Double-Blind, Placebo-Controlled, 12 Week Parallel Group Study to Evaluate Safety and Efficacy of Oral Fampridine-SR in Subjects with Moderate to Severe Spasticity Resulting from Chronic, Incomplete Spinal Cord Injury Protocol SCI-F301

Sponsor:  

Reviewers:
  

Items Reviewed Include the Following:

1. Acorda Therapeutics SCI-F301 Subject Instructions, Version 1.1, Dated June 13, 2002

Summary

The sponsor’s subject instructions were inadvertently not included with the original submission and must be reviewed before enrollment begins.

Return to Sample Language Menu
5. Report of adverse events

Mary Pine, Pharmacist, reviewed all SAEs and stated that they were mainly hospitalizations not really related to study procedures.  There were no significant trends noted.  Dr. Jennings had one SAE that he called not related but COPD exacerbation as a side effect of the beta agonist and there is a risk depending on what arm of the study they are randomized to.  It is not clear what he was receiving.  It is possibly related and it is already contained in the informed consent.  Dr. Jennings will need to change the SAE form, but not the consent form.  We will expect him to notify the sponsor.

Motion

Moved and seconded to accept the SAEs as Dr. Pine presented them.  5 yes, 0 no, 0 abstentions.  Motion carried.

Return to Sample Language Menu
ACE! Accreditation Tools


Help for your Human Research Protection Program





NIH has summarized the purpose of IRB minutes in Information Sheet # 16, which is located at � HYPERLINK "http://www.nihtraining.com/ohsrsite/irb/Attachments/5-11_IRB_minutes_format.doc" ��http://www.nihtraining.com/ohsrsite/irb/Attachments/5-11_IRB_minutes_format.doc�.  The summary below helps us to understand the importance of good minutes; while the following check sheet, general tips, sample language and sample policies will help you incorporate information required by federal regulations and the VA policy into your IRB minutes.





The Federal regulations for the protection of human subjects (38 CFR 16.115) states that “Minutes of IRB meetings which shall be in sufficient detail to show attendance at the meetings; actions taken by the IRB; the vote on these actions including the number of members voting for, against, and abstaining; the basis for requiring changes in or disapproving research; and a written summary of the discussion of controverted issues and their resolution.” In addition, there should be documentation of the four required findings (38 CFR 16.116(d)) when approving a consent procedure that does not include or that alters some or all of the required elements of informed consent, or when waiving the requirement to obtain informed consent.





The IRB minutes also should reflect IRB consideration of all regulatory requirements. This includes evaluation of research design, risks and benefits to subjects, subject selection, safeguards for vulnerable populations, informed consent, subject safety, privacy and confidentiality, and FDA-regulated research requirements.





Good minutes should enable a reader who was not present at the meeting to determine exactly how and with what justification the IRB arrived at its decisions. They also provide the IRB with sufficient detail to reconstruct its discussions at a later date.





IRB minutes are subject to the Freedom of Information Act; therefore, they should be written impersonally, and opinions expressed by members should not be attributed to them. Members should only be identified by name when they are recused from a particular review or leave the meeting for any reason.     - NIH Summary Sheet #16
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