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University of Puerto Rico

Medical Sciences Campus
Institutional Biosafety Committee

GUIDELINES FOR THE REVISION OF RESEARCH PROTOCOLS
Protocols received at the Institutional Biosafety Committee (IBC), regardless of their funding source, are evaluated as follows:
1. The Principal Investigator (P.I.) must complete the Request Form for the Evaluation of Biological and Chemical Safety in Laboratory Projects (RFEBCSLP) in all of its parts. No cross- references are accepted. Lab SOP’s need to be submitted if not in the IBC’s file. The Committee’s secretary must revise the P.I.s’ files prior to the meeting in order to check if their SOP’s are on file.
2. The P.I. submits to the Institutional Biosafety Committee’s (IBC) Secretary one original and two copies of the RFEBCSLP along with 3 copies of the proposal, at least two weeks prior to the scheduled meeting.
3. The IBC Secretary provides a protocol identification, prepares a file for the original RFEBCSLP and a copy of the proposal and SOP’s and then assigns a primary and secondary reviewer in consultation with the IBC’s Chairperson. The primary and secondary reviewers each will receive a copy of each, the RFEBCSLP, the proposal and SOP’s if not on file. 
4. Reviewers will receive the following documents at least one week prior to the meeting: An agenda listing the protocols for review and other issues pertaining to the IBC responsibilities; a copy of the previous meeting’s minutes for approval; blank sheets for comments on each protocol or issues for discussion in the meeting; the IBC protocol reviewer’s checklist, a letter to the reviewer indicating his/her appointment as primary or secondary reviewer, as well as a copy of the RFEBCSLP and proposal for which he/she is a  reviewer .
5. If necessary, the IBC’s Secretary will take to the meeting the original file pertaining to the protocol for those committee members who wish to review it. 
6. If the protocol does not involve a formal proposal for funding, the PI is asked to prepare a summary of the project of one or 
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    two pages, which is attached to the form.

7. The reviewers, upon presenting the proposal before the IBC, will
     bring up any concerns they may have regarding compliance
     with regulatory standards, occupational safety, etc.  
     If the proposal belongs to an IBC member, this member should
     leave the room during the discussion of the proposal and will
     not be allowed to vote on the decision.  The temporary absence
     of the member will not reflect on the meeting quorum.  The
     Committee then discusses these matters and decides on the
     merits of the protocol, paying special attention to compliance
     with regulations .  The Committee then votes to approve,
     disapprove or administrative approval. If the IBC decides that
     more information is needed, or that modifications to the
     protocol are required, the investigator is contacted in writing
     and the protocol is scheduled to be discussed on the next
     meeting. All modifications must be included in a RFEBCSLP
     and not only in a letter. After receiving the notification, the PI
     has 30 days to answer the requested information. If a response
     is not received within that period, the protocol will be closed
     and he/she will need to re-submit the RFEBCSLP. If necessary,
     an investigator may be invited to attend a meeting to clarify
      issues pertaining a specific protocol. 
8. After revision of a protocol has been completed, the reviewers
    will submit to the IBC secretary their written notes and check
     list required for protocol revision. 
9.  Any minor modification on an ongoing protocol should be
     notified to the IBC using a form especially designed for
     this purpose. If the protocol includes a major modification it
     will need to be submitted in the Initial Submission Form. 
     Modifications must be approved by the IBC prior to performing
     the changes,  and investigators cannot wait to the yearly
     renewal to inform  modifications to their projects.
10. Copies of biosafety training certificates need to be submitted
       with the RFEBCSLP for revision.  No protocol will 
       be approved if the certificates are missing.
11. Administrative approval will be followed if the committee feels
       that issues needed to complete the RFEBCSLP are minor and
       can be approved by the Chair, and it does not have to come
       back to a committee full- revision. 
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12. After protocol discussion/approval, the assigned reviewers will
      return the proposal and RFEBCSLP to the secretary.  She will
      keep only the original on file .The approved RFEBCSLP must
      be signed by the Chairperson with the date of approval before
      filing.

13. When the project involves more than one institution, the P.I. of

       the project must have the approval of the IBC of both
       Institutions.  The RCM-IBC is responsible to evaluate and

       Approve only the protocols to be performed at the MSC.
14. The IBC’s Chair will inform the PI in writing within 10 days
      the results of the revision by the IBC.
B. Renewal of Approval :

1. Proposal renewals must be submitted by the project’s PI yearly. 
2.   Modifications to approved protocols must be informed to the IBC prior to
      making them.  The PI cannot wait to the yearly renewal to inform of such
      modifications.
3.   Renewals without modifications can be administratively approved.  The
      Chair  will inform the decision to the committee members on the next
      meeting.  
C. Closure of Projects:
1. The PI needs to submit a project closure letter to the IBC once all project activities are finalized.

D. Confidentiality and Conflict of Interest Agreement. 
All members of the IBC need to fill out Confidentiality and Conflict of Interest forms. The committee’s secretary will keep these on file. Any person invited by the IBC as an outside consultant needs to sign the Confidentiality and Conflict of Interest Forms.

E. Trainings:
1. Evidence of trainings for all relevant project participants must be submitted prior to the beginning of a project. Copy of certificates need to be submitted with the RFEBCSLP for revision. No protocol will be approved if the certificates are missing.
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2. New training will be required of relevant participants if new
    policies and/or regulations arise during the protocol
    development. 

3. Trainings offered through the web will be accepted as well
    as any other version offered by the Institution, and that the
    committee considers being appropriate. A copy of the
    Biosafety and Chemicals Manual along with any other
    documents needed by interested investigators is available at
    the IBC web site.

4.   Trainings need to be renewed every three years.
*Revised on February 2007 by Dr. Julio Lavergne and Tere Soto 

