Grinnell College Institutional Biosafety Committee Policies

I.
Introduction
Grinnell College recognizes the importance of conducting a broad spectrum of original problem-solving research and other classroom activities that require the use of recombinant DNA technology and infectious agents. Cognizant that these activities may be accompanied by some risks, the College requires that the activities be reviewed and approved by an Institutional Biosafety Committee (IBC) to ensure that they are conducted in a safe and appropriate manner, and in accordance with current editions of the National Institutes of Health Guidelines For Research Involving Recombinant DNA Molecules and the CDC/NIH Biosafety in Microbiological and Biomedical Laboratories.  Adherence to this policy shall not exempt investigators employing recombinant DNA molecules or infectious agents in their research from compliance with other applicable laws, regulations or policies (e.g. research with human subjects, vertebrate animals, or radioactive materials).  

II.
Applicability 

This policy is applicable to all research, teaching, and outreach activities involving recombinant DNA or infectious agents that are conducted at or under the aegis of Grinnell College. No activity involving the construction or handling of recombinant DNA molecules or the use of infectious agents shall be initiated without the review and approval of appropriate registration documents by the Grinnell College Institutional Biosafety Committee.

III.
Definitions 
Recombinant DNA (rDNA) Molecules*: 

(i) Molecules that are constructed outside living cells by joining natural or synthetic DNA segments of DNA molecules that can replicate in a living cell, or

(ii) Molecules that result from the replication of those described in (i).

(iii)  Synthetic DNA segments that are likely to yield a potentially harmful polynucleotide or polypeptide (e.g. a toxin or a pharmacologically active agent) are considered as equivalent to their natural DNA counterpart.  If the synthetic DNA segment is not expressed in vivo as a biologically active polynucleotide or polypeptide product, it is exempt form the NIH Guidelines.

*Definition from NIH Guidelines for Research Involving Recombinant DNA Molecules 

Infectious agents:

Biological agents (e.g., microorganisms) and biologically-derived materials (e.g., rDNA) that present a [potential] risk to the health of humans, animals or plants, either directly through infection or indirectly through damage to the environment

IV.
Organization of the Grinnell College Institutional Biosaftey Committee
An institutional Biosafety Committee (IBC) comprised of the College faculty and staff and two outside community members shall fulfill the responsibilities described in the National Institutes of Health Guidelines for Research Involving Recombinant DNA Molecules. 

A.  Committee Membership

1. The IBC shall be comprised of no fewer than five members who collectively have experience and expertise in recombinant DNA technology and infectious agents, and the capability to assess the safety of such activities and any potential risk to public health or the environment.

2. In concurrence with the NIH guidelines, at least two members of the committee shall not be affiliated with Grinnell College (apart from membership on the IBC) and shall represent the interest of the community area with respect to the health and protection of the environment.  Individuals who are not affiliated with the College shall be nominated by the College’s Director of Community Enhancement and then approved by the President of the College.

3. One member of the committee shall represent the laboratory technical staff.

4. Any faculty and staff members are nominated for two-year terms by the FOC and then approved by the President of the College.  One faculty member is nominated by the FOC to serve as chair, pending final approval by the President.

B.  Meetings

1. The IBC shall meet as needed, but at least once per year to review policies.

2. Meetings will be open to the public whenever possible, consistent with protection of privacy and proprietary interests.

3. A quorum for conducting business shall consist of two-thirds of current members except that at least one member not affiliated with Grinnell College apart from serving in the IBC must be present.  The meetings will follow recognized parliamentary procedure.

4. On such occasions as needed, the IBC may conduct review of proposals and votes via electronic mail.

5. The Chairperson will make notification of approved proposals and, in conjunction with the IBC coordinator, ensure that copies of the proposals and documentation are kept for 5 years. 

V.  Forms and Procedures
A.  All Grinnell College faculty and staff engaged in research or teaching activities involving recombinant DNA molecules or infectious agents are required to complete a registration form for each project (or proposed project). This form must be completed and approved by the IBC to receive certification for external funding proposals. However, all projects/activities involving recombinant DNA, whether they are part of a grant proposal or not, must be submitted to the IBC. An annual “Renewal” form must also be completed for each project.  The IBC Registration Guide and FAQs provides information about the following forms: 

1. Form 1: Registration Document for Exempt Recombinant DNA

2. Form 2: Registration Document for Non-Exempt Recombinant DNA

3. Form 3: Registration Document for Use of Infectious Agents

4. Form 4: Renewal/Modification Request Document

5. Form 5: Adverse Biosafety Event Report Form

B.  Review Procedures
When a registration form is submitted, a copy will be sent to all committee members via electronic mail. The members will be polled to see if any member wishes to have the protocol reviewed by the entire committee, and asked to respond within five business days. If such a review is requested by any member within the allotted time period, the chair will arrange for the proposal to be reviewed by the full committee. Otherwise, the chair will appoint a designee to review the protocol on behalf of the committee. 

1. Designees communicate with the Principal Investigator of a protocol under review through the committee chair. Questions and requests for revisions or clarifications should be sent by the designated reviewer to the committee chair. The committee chair, on behalf of the committee, will ask the Principal Investigator to respond.
2. Once the designated reviewer is satisfied that the protocol is in compliance with NIH Guidelines, she or he should recommend approval of the protocol to the committee chair. The chair, on behalf of the committee, sends the Principal Investigator official notification that she or he may begin the research described in the protocol and reports the protocol’s approval at the next full committee meeting.
3. If a protocol is reviewed by the full committee, and a majority of the members of the IBC vote to approve a research proposal, then it is approved. No member of the IBC may be involved in the review or approval of a project in which he or she has been or expects to be engaged or has a direct financial interest. The chair shall not participate in the review of proposals in which the chair is the researcher. In such cases, another member of the IBC selected by the IBC will temporarily take over the chair’s duties. 
4. If a majority of the members of the IBC vote to deny approval of a research proposal, then it is not approved and is not to be carried out. The chair of the committee is to convey the IBC’s reservations to the researcher. A research proposal may be re-submitted after being modified to satisfy the reservations of the IBC.
5.  In addition to approval by the IBC, a proposal may require the approval of the IRB or the IACUC if the research project includes use of human participants or animal subjects in addition to biohazards.

VI.
Functions of the IBC
A. On behalf of Grinnell College, the IBC shall review all proposals to assure compliance with the NIH Guidelines For Research Involving Recombinant DNA Molecules and the CDC/NIH Biosafety in Microbiological and Biomedical Laboratories.

B. On behalf of Grinnell College, the IBC shall conduct periodic self-studies of the effectiveness of College policy on biosafety and the implementation procedures, reporting the results to the Dean and recommending any needed revisions. This will involve responsibility for:

1. Reviewing registration submissions for the appropriateness of biosafety procedures and assignment to the proper biosafety containment levels of experiments;

2. Reporting within 30 days to the IBC Coordinator any identified problems with or violations of the guidelines and research-related accidents or illnesses; the IBC Coordinator, under the direction of the Dean, has responsibility for communication with external sponsoring and monitoring agencies, as well as communicating with the appropriate campus office including the Health Center and the Office of Safety and Security;

3. Participating with the Office of Safety and Security in the development of emergency plans to deal with accidental spills and personnel contamination resulting from research;

4. Ensuring, when appropriate or requested, with periodic inspections that laboratory standards are rigorously followed;

5. Assessing the training and expertise of recombinant DNA personnel, and periodically providing training for relevant personnel;

6. The IBC Coordinator will maintain the files of all the records relating to the Committee, and the Chair of the IBC will have full access to these records.

VIII.
Investigator Responsibilities
The Principal Investigator is responsible for reviewing this policy and complying with its requirements. Specifically, he/she will: 

1. File the appropriate Registration Document for each project/course and meet all the requirements of the NIH Guidelines For Research Involving Recombinant DNA Molecules and the CDC/NIH Biosafety in Microbiological and Biomedical Laboratories;

2. Make available to laboratory students and staff copies of protocols that describe potential biohazards and the precautions to be taken;

3. Provide appropriate instruction and training in practices and techniques necessary to ensure laboratory safety;

4. Supervise the laboratory students and staff to ensure that appropriate safety techniques and procedures are employed;

5. Report in writing to the IBC any significant problems pertaining to the operation and implementation of containment practices and procedures.
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