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1. Walter Reed Army Medical Center will establish an Institutional Biosafety Committee (IBC) IAW the National Institutes of Health (NIH) Guidelines published in April 2002.  For further information about the Guidelines please refer to the NIH web-site: http://www4.od.nih.gov/oba/rac/guidelines/guidelines.html
The initial establishment of the WRAMC IBC membership and standard operation procedure was reviewed by the National Institutes of Health Office of Biotechnology Activities (OBA—formally Office of Recombinant DNA Activity (ORDA)), on 18 January 2000 and determined to be in compliance with the NIH Guidelines for Research Involving Recombinant DNA Molecules (NIH Guidelines).  Per the NIH guidelines, an annual report of the IBC is required to be reported to the OBA.  The WRAMC IBC consists of affiliated members and non-affiliated members.  For a detailed IBC membership, please refer to the WRAMC IBC roster available at the DCI.

2.  The WRAMC Department of Clinical Investigation will have the following responsibilities: 

A.  Ensure that all recombinant DNA research conducted at or sponsored by WRAMC is conducted in compliance with the NIH Guidelines.

B.  Establish an IBC that meets established NIH guidelines (see section IV-B-2-a, NIH Guidelines for Research Involving Recombinant DNA Molecules, April 2002) and carries out the functions detailed in section IV-B-2-b. 

C.  File a report with NIH/OBA announcing the establishment of this committee as well as a roster of all Institutional Biosafety Committee members.  The Committee Chair, contact person, human gene therapy expert or ad hoc consultant (if necessary) will also be identified.  

D. File an annual report that includes an updated committee roster. If interim changes in the membership of the committee occur, DCI will inform the NIH.

E.  Provide administrative support to the IBC

F. Provide adequate training for IBC members.

3.  The WRAMC IBC is tasked with assessing the safety of recombinant DNA research and identifying any potential risk to public health or the environment. 

A.  The committee will:

1.  Be comprised of no fewer than 5 members. At least two members will not be affiliated with WRAMC and will represent the interests of the surrounding community with respect to the health and protection of the environment.  

2.  Include persons with expertise in recombinant DNA technology, biological safety, and physical containment

3.  Include or have available (as a consultant) persons knowledgeable in institutional commitments and policies, applicable law, standards of professional conduct and practice, community attitudes, and the environment 

4.  Include at least one person representing the laboratory technical staff


B. Appointment of the IBC members:

1.  The qualified candidates who meet the requirement 3.A may be nominated to the IBC.  

2.  The Chief of the DCI and the Chief (and/or the Assistant Chief) of the IBC will review and approve their credential.  

3.   The Chief and the Assistant Chief of the IBC will be appointed by the Chief of the DCI upon review and approval of their credential and qualifications.
C.  The responsibilities of the committee will include, but are not limited to the following:

1.  Review recombinant DNA, oncogene, and toxin research protocols for WRAMC. These reviews will be conducted following review by the WRAMC Clinical Investigation Committee (CIC), the NIH Recombinant DNA Advisory Committee (RAC), and the Human Use Committee (HUC). IBC review will include:

a. assessment of the protocol procedures, practices, training, and expertise of the personnel involved in research.

b. assessment of research facilities and determination of appropriate containment levels for the agent(s) used in each clinical trial IAW NIH Guidelines. 

c. ensuring compliance with all surveillance, data reporting, and adverse event reporting requirements required by the NIH guidelines.

2.  Notify the primary investigator (PI) of the results of the IBC review.

3. Conduct periodic reviews of approved recombinant DNA, pathogen,

oncogene, and toxin research.  

4.  Report any violations of NIH Guidelines and any significant research related accidents or illnesses to the appropriate institutional official and the NIH within 30 days. 

5.  Provide a forum for the discussion of biosafety concerns and assist in the resolution of any biosafety issues brought before the committee. 


D.  Deliberation Proceedings

1.  The Chairperson:

a. establishes the presence of a quorum (5 members are required; 2 must be non-WRAMC affiliated)



b. calls the IBC to order



c. asks members and guests to sign-in and introduce themselves.

d. makes announcements pertaining to revision requirements and deadlines for the submission of protocols to the IBC

e. announces each protocol in the order that they appear on the prepared agenda

f. reads the title of the protocol an introduces the PI if s/he is present



g. may ask PI to summarize the protocol

h. excuses members who are PI or associate investigators so that the discussion and the vote are held in closed session. 

i. asks committee members to comment on the protocol under discussion. 

j. may approve addenda with simple administrative changes or with minor changes to the plan that do not pertain to biosafety issues using the expedited review mechanism and reported to the next IBC meeting. This task may be delegated to the  Chairperson’s designee. 

2.  Upon completion of the committee's discussions regarding the protocol, the Chairperson asks for a motion that may be (a) approval, (b) approval with modifications, (c) table the protocol for reconsideration by the full committee after revision (d) recommend disapproval to HUC in its present form. When one of the above motions has been made, the Chairperson asks for a second and then a show of hands for those in favor, opposed or abstaining. Members opposed or abstaining are requested to state their reason for doing so for the written record. 

3.  If the motion is approval with modification(s), the Chairperson announces the required modifications resulting from the committee's discussion.  If the motion is disapproval, the protocol and committee minutes are forwarded to the HUC for review and final decision. HUC will be the final approving board.  It’s approval will be pending for IBC approval. 

4.  More than 50% of the voting members should vote in favor for a protocol to receive approval.  If the number of votes is evenly split then the committee chairperson casts the deciding vote.

5.  Upon completion of the protocol reviews, the Chairperson may open the discussion for administrative business.  Administrative business usually includes approval of the minutes of the previous meetings and pertinent announcements. 

6.  Finally, the Chairperson states that the meeting is adjourned. 

E. Meetings of the WRAMC IBC will be held bi-annually. Additional meetings may be held at the discretion of the Chairperson. 

F. The Chairperson may establish subcommittees for the review and resolution of specific biosafety issues. Meetings of the subcommittees can be arranged at the discretion of the members. 

4.  Primary investigators submitting a protocol that requires IBC approval must:

A. Read and be familiar with the guidelines in Appendix M (Points to Consider in the Design and Submission of Protocols for the Transfer of Recombinant DNA Molecules into One or More Human Subjects), of the NIH Guidelines for Research Involving Recombinant DNA Molecules, April 2002.  A complete copy of the NIH guidelines is available on the Internet at 
http://www4.od.nih.gov/oba/rac/guidelines_02/Appendix_M.htm
B. Ensure all research is conducted in accordance with appropriate safety guidelines.  Investigators are encouraged to review the guidelines established in the Biosafety in Microbiological and Biomedical Laboratories Handbook available on the Internet at (http://www.cdc.gov/od/ohs/biosfty/bmbl4/bmbl4toc.htm).  

C.  Also read from the above guidelines for the reporting requirements of an approved IBC protocol with respect to annual reports (Appendix M-I-C-3); safety reporting (Appendix M-I-C-4); Safety Reporting: Content and Format (Appendix M-I-C-4-a); Safety Reporting: Time Frames for Expedited Reports (Appendix M-I-C-4-b)

D. Apply for and receive NIH approval for their protocol. 
E.  For instructions on submitting an IBC protocol to the DCI, use the following web-address to the DCI home page then select the link Protocol template and Gene Therapy Rsch, Investigator Instructions.doc from the DCI home page:
http://www.wramc.amedd.army.mil/Patients/healthcare/dci/protocols/Pages/default.aspx
5.  Definitions:

Recombinant DNA--recombinant DNA molecules are defined as (i) molecules that are constructed outside the living cells by joining natural or synthetic DNA segments to DNA molecules that can replicate in a living cell, or (ii) molecules that result from the replication of those described in (i) above.  

Institutional Biosafety Committee--is a WRAMC committee that reviews, approves, and oversees specific gene therapy related projects in accordance with the responsibilities outlined above. 

6.  References:

NIH Guidelines for Research Involving Recombinant DNA Molecules, April 2002.  
http://www4.od.nih.gov/oba/rac/guidelines/guidelines.html. 

S:\IBC\IBC 2008\WRAMC IBC SOP12Mar08.doc
*This version supersedes WRAMC IBC SOP, dated 12 January 2005.

