2
 







MGI 40-09 12 February 2007
MGI 40-09 12 February 2007

         9

BY ORDER OF THE COMMANDER
                             Medical Group Instruction 40-09
79TH MEDICAL GROUP (AFDW)
ANDREWS AFB MD 20762-6600





12 February 2007    

Medical Command

CLINICAL INVESTIGATION PROGRAM AND INSTITUTIONAL REVIEW BOARD

COMPLIANCE WITH THIS PUBLICATION IS MANDATORY.  This medical group instruction (MGI) establishes the policies and procedures for managing an Institutional Review Board (IRB) to protect the welfare of human subjects recruited to participate in biomedical or behavioral research and respect their rights during research, investigation and clinical trials involving human subjects.  All research performed at Malcolm Grow Medical Center (MGMC) must be submitted to the IRB for review and approval. This publication applies to all assigned, attached or under contract to the 79th Medical Group (79 MDG).  It establishes the Clinical Investigation Program (CIP) at MGMC.  It updates the office name and symbol of the Headquarters, USAF Surgeon General, Biomedical Research and Compliance Office (SGRC).
This revision deletes information contained in the referenced AFIs and simplifies the process of submitting a protocol to the IRB.  It shortens the notification times for serious adverse events which may occur to a human volunteer during an investigational protocol.

1. References.  AFI 40-402, Protection of Human Subjects in Biomedical and Behavioral Research; AFPD 40-4, Clinical Investigation Human Use in Medical Research; DoDD 6000.8, Funding and Administration of Clinical Investigation Programs, Institutional Review Board Guidebook Online, Office for Human Research Protection; and Comprehensive Accreditation Manual for Hospitals (CAMH), Joint Commission on Accreditation of Healthcare Organizations

2.  Definitions.

2.1. The definitions of commonly used terms in the context of an Institutional Review Board are listed in AFI 40-402, Protection of Human Subjects in Biomedical and Behavioral Research and the Institutional Review Board Guidebook Online at the Office for Human Research Protection (OHRP) website, http://ohrp.osophs.dhhs.gov/irb/irb_guidebook.htm.

3.  Responsibilities.
3.1. 79th Medical Group

3.1.1. IAW OHRP guidance, each institution engaged in research involving human subjects must establish an IRB to review and approve the research and for the protection of human subjects.  The Chief of the Medical Staff is the approval authority for every research protocol, based upon the recommendation of the Malcolm Grow IRB or from an IRB outside the MDG for consideration at MGMC, such as the U.S. Military Cancer Institute (USMCI).

3.2. 79th Clinical Investigation Program (CIP)

3.2.1.  IAW AFI 40-402, the CIP functions to coordinate the clinical investigations performed at MGMC, including the IRB and Scientific Review Boards (SRB), as required and coordinates activities, including second level review activities, with the USAF Surgeon General, Biomedical Research and Compliance Office (SGRC), or other IRBs, such as the USMCI.

3.2.2. A protocol which is recommended by the USMCI to the 79 MDG may be received by the CIP office and directly submitted to the MDG/CC for approval for human volunteers at the 
79 MDG without additional 79 MDG IRB actions.

3.3. Institutional Review Board.  In addition to the requirements in AFI 40-402 and the OHRP Guidebook:
3.3.1. Has the responsibility to review all research activities and recommend approval by the commander.  It can also require modification of or disapprove all research activities or propose changes in activities previously approved by the commander.

3.3.2. Determines if a SRB or consultant is necessary prior to the IRB review/action, if questions of scientific merit, study design, and budgetary issues arise.

3.3.3. Determines the level of risk of all protocol and assigns a medical monitor as necessary for greater than minimal risk studies. (Attachments 1 & 2)

3.3.4. Determines and requests when necessary, legal and/or HIPAA review of protocol and informed consent documents (ICD).  Reviews HIPAA requests for waivers of authorization.
3.3.5. Reviews and approves amendments to protocols and ICD’s.

3.3.6. Approves all advertisements for subject recruitment.

3.3.7. Ensures proprietary information is protected.  All proprietary information will be retrieved following the IRB meeting to preclude inappropriate dissemination.  The information will be shredded by the IRB administrator.
3.3.8. Reviews each protocol for continued compliance and approval at intervals specified by the IRB, but at least annually, on its anniversary date (not to exceed 365 days).  This date is 1 year from the original approval date unless determined to be more frequent by the committee membership.  Studies that may require more frequent review are studies that are greater than minimal risk or studies where unexpected adverse events, frequent adverse events have been reported or where there is a history of no action or enrollment.

3.3.9. May suspend or terminate approval of research not in compliance with IRB decisions, conditions and requirements. Such actions could be extended to the medical monitor research that has been associated with unexpected serious harm to subjects.

3.4. The IRB chairperson.  In addition to the requirements in AFI 40-402,
3.4.1. Presides over meetings and ensures discussions remain pertinent to the issues on the agenda.

3.4.2. Will determine if a research protocol is exempt and may recommend approval for exempt research to the Commander, in conjunction with the legal advisor and vice-chairperson.

3.4.3. Has the authority to approve minor changes in already approved research under the expedited review process.  Disapproval will require full IRB vote.

3.4.4. Has the authority to obtain scientific review of a study, as deems necessary.
3.4.5. May suspend or terminate approval of research not being conducted IAW IRB decisions, not in compliance with the protocol, upon the recommendation of the medical monitor, or research that has been associated with unexpected serious harm to subjects.

3.5. The Principal Investigator (PI).  In addition to the requirements in AFI 40-402,
3.5.1. Performs and supervises the conduct of the investigation and maintains records data related to the investigation as required.

3.5.2. Must provide, upon presenting a research protocol application to the IRB: 

3.5.2.1. A personal curriculum vitae (CV) and CV of all associate investigators, which includes name, address, phone numbers, regular mail and e-mail of addresses of PIs and their supervisors.

3.5.2.2. Copies of the protocol and ICD 10 days prior to the IRB meeting. The MGMC Clinical Investigator Guide defines the requirements of the protocol and the ICD, ensuring that the research is compliant with HIPAA requirements and that HIPAA authorization forms or requests for waivers are included in the protocol package as applicable.

3.5.2.3. An investigator’s brochure is required for non-FDA approved drugs and devices that are higher than minimal risk.  

3.5.3. Will ensure protocols include appropriate budget information and is responsible for notifying the financial sponsors of the research of IRB decisions.

3.5.4. Will not participate in any sponsored study that would prohibit the PI from publishing the results of the study.

3.5.5. Will not participate in any sponsored study that requires the PI to give up patient rights.

3.5.6. Will be required to complete a one-time reading requirement of the “Investigator Responsibilities and Informed Consent” module and the “Human Protections Program and IRB Responsibilities” module of the OHRP Human Subject Assurance Training Website (http://ohrp.osophs.dhhs.gov/educmat.htm#EM) and supply the training certificates to the IRB, prior to initiating the research.

3.5.7. Will document the medical and dental care given to the subjects as part of the study.  A copy of the signed ICD will be given to the subject and to the IRB for filing.

3.5.8. If the PI receives permanent change of station (PCS) orders, the PI will submit a progress/final report to the IRB and a new PI must be appointed to assume the study.  At a minimum, a signed letter from the new PI and CV are required, as well as a progress report for approval prior to signing the out-processing checklist.  The IRB will decide if the new PI has the required training, experience, and interest in the protocol that would ensure the safe continuation of the study.

3.6. Medical Monitor.  In addition to the requirements in AFI 40-402,
3.6.1. Is appointed by the IRB, for protocols designated as “greater than minimal risk”.

4.  IRB Committee Composition.  In addition to the requirements in AFI 40-402 and the OHRP Guidebook,
4.1. Must have at least five members with varying backgrounds, recommended by their flight commanders and appointed by the chief of the medical staff.
4.2. Must not consist entirely of men or women.
4.3. Must include at least one member who is not affiliated with the institution and who is not part of the immediate family of a person who is affiliated with the institution.

4.4. Committee members are not appointed for a specific length of time.  Members will generally serve up to 3 years and rarely longer than 6 years.  Members serving longer than 6 years may have their appointment reviewed.

4.4.1. Appointments expire when members resign, transfer, separate, or retire from the Air Force.

4.5. Members will be required to complete a one-time reading requirement of either; “Human Protections Program and IRB Responsibilities” module of the OHRP Human Subject Assurance Training Website (http://ohrp.osophs.dhhs.gov/educmat.htm#EM) or that of the University of Florida Required Reading for all Researchers and Research Staff program (http://irb.ufl.edu/education/trainreq.htm) and supply the training certificates to the IRB administrator.

4.5.1. Continuing education will be accomplished through the committee meetings and depending upon funding availability, TDY to meetings such as the Annual Public Responsibility in Medicine and Research (PRIM&R) 

4.6. Members must take their membership seriously.  Those members who fail to attend meetings and do not participate in the review of agenda items will be asked to resign.  There is no specific number as an attendance requirement, however, frequent absences without an alternate (appointed by the chief of the medical staff) may result in a request for that member to resign.

4.6.1. Members who anticipate a prolonged absence, i.e. TDY, will have alternate members who were previously appointed by the chief of the medical staff.  These alternates may attend the meeting only for the designated IRB member for whom they serve as alternates.  IRB alternate members may attend a meeting when the primary member is in attendance, however, will not be able to vote if the primary member is in attendance.

4.7. Members have liability coverage through the Air Force, as this duty is part of their assigned additional duties.

4.8. Each primary member will have a vote.  Alternates will have a vote if the primary member is not present.  The vice-chairperson will have a vote as a primary member, unless they are acting as the chairperson and the chairperson will not vote except to break a tie vote.

5.  IRB Meeting Quorum

5.1.  Must have at least five members.

5.2. Must include at least one member whose primary concerns are in scientific areas and at least one member whose primary concerns are in non-scientific areas.

5.3. Requires a non-scientific member in attendance as a voting member for each meeting.

6.  IRB Meeting Process.

6.1. The IRB will meet once a month, usually on the second Monday of each month.  If the meeting day falls on a holiday or is otherwise not available, the meeting will convene on the next available day agreed upon by the membership.  The annual schedule of meetings will be published each January.

6.2. Materials for review will be distributed to the IRB members approximately 7 days in advance of the meeting.  This includes the agenda and complete copies of the protocols and ICDs to be discussed.

6.3. Legal review of new protocols, changed protocols’ ICDs, changed investigations, etc., should be obtained prior to the meeting and will be coordinated through the IRB chairperson.

6.4. The chairperson will take roll and determine if a quorum is present. The meeting will be tape-recorded to assist in the transcription of the official written minutes and may be destroyed anytime after the minutes are approved.
6.5. The chairperson may request the PI to make a short presentation of any new protocols to the IRB outlining the purpose and goals of the research, also addressing any questions that IRB members may have.

6.5.1. The PI will be excused from the meeting, and the chairperson will open discussion of the protocol, and call for a vote on the protocol.  Research recommended for approval must receive the recommendation by a majority of those members present at the meeting. 

6.5.2. If a protocol raises medical and scientific concerns, the IRB chairperson or members may request a scientific review of the study.  Scientific review will be accomplished by having an element leader (or designated representative) review the study and present a written report.  If scientific review cannot be accomplished within the facility, then the IRB chairperson may arrange for a review outside the 79 MDG.

6.5.3. Should the committee determine revisions to the protocol are required; the committee’s recommendations will be forwarded to the PI for actions.  The chairperson will determine, depending on the extent of the changes required, whether designated members or the full IRB committee will review the protocol to ensure that all the committee’s recommendations have been incorporated.   An investigator may provide reasons why one or more of the committee’s recommendations cannot be incorporated, in which case the determination to accept the protocol will be made by the chairperson.  If the chairperson determines that the protocol is still not acceptable, the PI may request full IRB review of the protocol along with the reasons the committee’s recommendations cannot be incorporated, in which case the final determination to accept the protocol will be determined by vote of the full committee.

6.5.4. Members who are also investigators will be prohibited from participation in deliberations and voting for the studies for which they are investigators.

6.5.5. The IRB will table review of a protocol if the PI or the associate investigator is not present to justify the study, unless otherwise agreed to by the IRB that the PI presence is not required (resubmission of a study that has been tabled, PI unable to attend and changes are minimal).

6.5.6. Proxy votes are not accepted.

6.6. If a protocol is not recommended for approval by a majority vote, the PI may appeal the decision in writing to the IRB and resubmit the protocol in an effort to influence the original opinion of the committee.

6.7. If a voting IRB member expresses a minority opinion, the protocol will be recommended for approval by the majority vote while the minutes will reflect the minority opinion.  

6.8. IRB recommendations will be annotated in the meeting minutes, signed by the commander (or designated representative).  A protocol is considered approved once signed by the commander.

6.8.1. If the commander is the PI on a research protocol, the deputy commander will sign the minutes approving the protocols for that particular meeting.

6.9. The IRB chairperson will notify the PI in writing of the approval of the study, amendments or the annual report after the minutes are signed.  

6.10. The IRB chairperson will request audits, continuing review and final reports, and call for an acceptance vote.  The audits will occur in the spring of each calendar year, in anticipation of potential or pending PCS moves.

6.11. Continuing Review

6.11.1. When a protocol and the ICD are approved by the IRB, the time interval for continuing review is determined by the IRB at the time of initial approval.

6.11.2. A letter is sent to the PI approximately two months prior, requesting a continuing review report.  The IRB reviews the report to determine if the study should be recommended for continuation and for what duration, not to exceed 365 days.
6.11.3. If a continuing review report is not submitted to the IRB, it will be considered delinquent and the study will be recommended for termination at the next IRB meeting.

6.12. Audits

6.12.1. Annuals audits will be conducted by IRB members to determine compliance with the approved protocol IAW AFI 40-402.

6.12.2. Audits should be performed in the spring of each calendar year in anticipation of pending re-assignment of investigators.

7.  IRB Record Requirements.

7.1. Records on written procedures and guidelines.

7.1.1. Membership roster of permanent and alternate members and a copy of their CV showing qualifications.

7.1.2. Records of members’ continuing education training directly related to IRB duties.

7.1.3. Records will be maintained for a minimum of 3 years.

7.2. Recorded minutes.  

7.2.1. Minutes must annotate the members who are present and in what capacity they served on the IRB (primary or alternate), a summary of the deliberations and decisions, the record of voting (number for, against and abstaining from voting) and record of the IRB decisions.  Those voting against or abstaining from voting will be given the opportunity to state their reasons in the record of voting.

7.3. All reviewed and approved protocols, legal and HIPAA reviews and signed ICDs.  

7.3.1. A copy of the CV of all primary and associate investigators.

7.3.2. All communications to and from the IRB.

7.3.3. Records of all approved audits, continuing reviews and final reports.

7.3.4. Records of emergency use reports.

7.3.5. Records of the Surgeon General’s Office second level review approval on greater than minimal risk studies.

7.3.6. Records of all adverse action reports. 

7.3.7. The IRB will maintain significant new findings or publications from the studies.  If significant new findings are found, the IRB will ensure that the PI notifies research participants of these findings.

8.  IRB Administrative Support Staff. 

8.1. The support staff reports to the IRB Chairperson. 

8.1.1. Maintains the MGMC Investigator Research Manual for distribution to anyone interested in performing research.

8.1.2. Coordinates and distributes the protocols, ICDs, and agenda to the IRB members prior to the meetings.

8.1.3. Files in the IRB folders, protocols, ICDs, CVs, legal and HIPAA reviews, continuing reviews and final reports, the section of minutes relating to a particular study, letters of approval or disapproval, published material and all other communication.  Maintains the computer tracking system for protocols.

8.1.4. Notifies the PI of the continuing review report, when due.

8.1.5. Is the point of contact on the 79 MDG out-processing checklist to ensure protocol documentation is current prior to a PI’s change of station, separation or retirement.  

8.1.6.  Sends to the Office of the USAF Surgeon General, Biomedical Research and Compliance Office (SGRC) copies of the protocol, ICD, legal approval, IRB minutes, approval letter, CV of the PI, and a completed Optional Form 310, Protection of Human Subjects, Assurance Identification/Certification/Declaration (Common Federal Rule), for second level review of greater than minimal risk studies. 

8.1.7. Distributes letters of approval or disapproval of protocols, amendment, annual and final reports and all other correspondence.  

8.1.8. Is the primary cost center manager (CCM) for the IRB budget.  The IRB chairperson is the alternate CCM.

8.1.9. Coordinates CIP activities, as directed.
9.  Reserve Component Participation.

9.1. The Chairperson and 79 MDG Law Consultant will review requests to enroll an Air Force reservist in a protocol on a case- by- case basis.  When the Chairperson is undecided with making this decision, there will be a full IRB review.

10.  Collaborative Investigations with Other Organizations

10.1. Protocols reviewed and approved by other IRB’s, such as the U S Military Cancer Institute, USUHS, Walter Reed Army Medical Center, National Naval Medical Center, etc. may be approved by the commander for research at Malcolm Grow Medical Center or may be referred to the Malcolm Grow IRB for a recommendation.  The administrative support staff will facilitate any coordination process.
11.  Department of Health and Human Services/National Institutes of Health Grants.  

11.1. Direct funding.  

11.2. If funds are awarded, the IRB will contact the 79 MDG Resource Management Office to establish specific accounting criteria for audit trails.

12.  Publications.

12.1. Publication of papers resulting from research investigation projects in military and civilian professional journals is highly encouraged.  Clearance of the manuscript for publication must be coordinated through 79 MDG Public Affairs and according to AFI 35-101, Public Affairs Policies and procedures.







SCHUYLER K. GELLER
Colonel, USAF, MC, SFS







Commander 79th Medical Group
Attachments

1. Office of Human Subjects Research: Information sheet #3

2. Office of Human Subjects Research: Information sheet #16

THE OFFICE OF HUMAN SUBJECTS RESEARCH (OHSR) 
NATIONAL INSTITUTES OF HEALTH (NIH)

INFORMATION SHEET #3

CRITERIA FOR INSTITUTIONAL REVIEW BOARD (IRB) APPROVAL OF RESEARCH INVOLVING HUMAN SUBJECTS 

Revised 08/00
	1. ROLE OF THE NIH'S IRBs 

All domestic and foreign institutions or sites where research involving human subjects is conducted or supported by the Department of Health and Human Services (DHHS) are required to perform this research in keeping with Federal regulations, Title 45, Part 46 of the Code of Federal Regulations, Protection of Human Subjects (45 CFR 46). 45 CFR 46 requires prospective and continuing review and approval of human subjects research activities by a committee, usually called an Institutional Review Board (IRB). The Intramural Research Program of the NIH, in cooperation with the Institutes and Centers, has established 14 IRBs. The primary mandate of the IRBs is to protect the rights and welfare of humans who are the subjects of research. In fulfilling this mandate, the regulations require that the membership of the IRB be diverse in order to provide expertise in and sensitivity to a broad range of scientific and ethical considerations. 

2. IRB REVIEW OF RESEARCH ACTIVITIES INVOLVING HUMAN SUBJECTS 

An IRB may approve research only after it has determined that all of the following requirements are satisfied: 

(a) Risks to subjects are minimized by using procedures that are consistent with sound research design, and that do not unnecessarily expose subjects to risk. Whenever appropriate, researchers should employ procedures that are being performed on subjects for diagnostic or treatment purposes. 

(b) Risks to subjects are reasonable relative to (1) anticipated benefits, if any, to subjects, and (2) the importance of the knowledge that may reasonably be expected to result. 

(c) The selection of subjects is equitable. In making this assessment the IRB must take into account the purposes of the research and the setting in which it will be conducted. The IRB must be particularly attentive to the special problems that may arise when research involves vulnerable populations, such as children, pregnant women, prisoners, mentally disabled persons, or economically or educationally disadvantaged persons. If any of the subjects is likely to be susceptible to undue influence or coercion, the IRB may require additional safeguards in the study to protect such subjects. 

(d) Informed consent will be sought from each prospective subject, or the subject's legally authorized representative, generally by means of a written consent document. The IRB will carefully review these documents to assure that they contain the required elements of informed consent (see 45 CFR 46.116, or NIH MPA III.b.9,10) and that they are understandable to a lay person. 

(e) The research plan makes adequate provisions for ensuring the safety of subjects. 

(f) There are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data.

Protecting the subjects of research is a shared responsibility involving institutional officials, research investigators, IRBs and research subjects. If you want to know more about IRBs or the NIH's system of human subjects research review and regulation, please contact the OHSR, Building 10, Room 1C116 (301-402-3444). 


THE OFFICE OF HUMAN SUBJECTS RESEARCH (OHSR)NATIONAL INSTITUTES OF HEALTHINFORMATION SHEET #3CRITERIA FOR INSTITUTIONAL REVIEW BOARD (IRB) APPROVAL OF RESEARCH INVOLVING HUMAN SUBJECTSRevised 08/00 
http://ohsr.od.nih.gov/info/cinfo_3.php3
THE OFFICE OF HUMAN SUBJECTS RESEARCH (OHSR) 
NATIONAL INSTITUTES OF HEALTH (NIH)

INFORMATION SHEET #16

NIH INSTITUTIONAL REVIEW BOARD (IRB) MINUTES 

Revised 08/00
	IRB PROTOCOL REVIEW STANDARDS
Minimal regulatory requirements for IRB review, discussion and documentation in the meeting minutes

	Regulatory review requirement
	Check*
	Suggested questions for IRB discussion

	1. The proposed research design is scientifically sound & will not unnecessarily expose subjects to risk.
	 
	(a) Is the hypothesis clear? Is it clearly stated? 
(b) Is the study design appropriate to prove the hypothesis? 
(c) Will the research contribute to generalizable knowledge and is it worth exposing subjects to risk?

	2. Risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects, and the importance of knowledge that may reason- ably be expected to result.
	 
	(a) What does the IRB consider the level of risk to be? (See risk assessment guide on back of form.) 
(b) What does the PI consider the level of risk/discomfort/ 
inconvenience to be? 
(c) Is there prospect of direct benefit to subjects? (See benefit assessment guide on back of form.)

	3. Subject selection is equitable.
	 
	(a) Who is to be enrolled? Men? Women? Ethnic minorities? Children (rationale for inclusion/exclusion addressed)? Seriously-ill persons? Healthy volunteers? 
(b) Are these subjects appropriate for the protocol?

	4. Additional safeguards required for subjects likely to be vulnerable to coercion or undue influence.
	 
	(a) Are appropriate protections in place for vulnerable subjects, e.g., pregnant women, fetuses, socially- or economically-disadvantaged, decisionally-impaired?

	5. Informed consent is obtained from research subjects or their legally authorized representative(s).
	 
	(a) Does the informed consent document include the eight required elements? 
(b) Is the consent document understandable to subjects? 
(c) Who will obtain informed consent (PI, nurse, other?) & in what setting? 
(d) If appropriate, is there a children’s assent?  
(e) Is the IRB requested to waive or alter any informed consent requirement?

	6. Subject safety is maximized.
	 
	(a) Does the research design minimize risks to subjects? 
(b) Would use of a data & safety monitoring board 
or other research oversight process enhance subject safety?

	7. Subject privacy & confidentiality are maximized.
	 
	(a) Will personally-identifiable research data be protected to the extent possible from access or use? 
(b) Are any special privacy & confidentiality issues properly addressed, e.g., using of genetic information?

	Additional considerations
	 
	 

	1. Ionizing radiation.
	 
	If ionizing radiation is used in this protocol is it medically indicated or for research use only? 

	2. Collaborative research.
	 
	Is this domestic/international collaborative research? If so, are SPAs or other assurances required for the sites involved?

	3. FDA-regulated research
	 
	Is an IND or IDE involved in this protocol?

	4. Other
	 
	 


Risk/Benefit Assessment
RISK  

Regulatory definition of minimal risk: Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests (45 CFR 46.102(h) (i)).  

Check appropriate risk category:  
  

1. ______The research involves no more than minimal risk to subjects.  

2. ______The research involves more than minimal risk to subjects.  

_____ The risk(s) represents a minor increase over minimal risk, or
_____ The risk(s) represents more than a minor increase over minimal risk. 

 

BENEFIT  

Definition: A research benefit is considered to be something of health-related, psychosocial, or other value to an individual research subject, or something that will contribute to the acquisition of generalizable knowledge. Money or other compensation for participation in research is not considered to be a benefit, but rather compensation for research-related inconveniences.  

Check appropriate benefit category:  
  

1. ______The research involves no prospect of direct benefit to individual subjects, but is likely to yield generalizable knowledge about the subject’s disorder or condition. 

2.  ______The research involves the prospect of direct benefit to individual subjects.  

 THE OFFICE OF HUMAN SUBJECTS RESEARCH (OHSR)NATIONAL INSTITUTES OF HEALTHINFORMATION SHEET #16NIH INSTITUTIONAL REVIEW BOARD (IRB) MINUTESRevised 08/00 
http://ohsr.od.nih.gov/info/pinfo_16.php3
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