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SUBCOMMITTEE ON RESEARCH SAFETY & BIOSAFETY

1.  PURPOSE: To provide guidelines for review of research involving biohazards, including recombinant DNA molecules, at this Medical Center.  This includes what constitutes a possible biohazard and recommendations on membership, function and responsibility of the Subcommittee on Research Safety & Biosafety (SRS&B).

2.  POLICY: Applications to VA and non-VA funding agencies containing procedures/experiments which pose possible biohazards must include an explanation of safety precautions to be taken and a signed and dated approval statement of the Subcommittee on Research Safety & Biosafety.  If these experiments include the use of recombinant DNA molecules, they must be performed according to the NIH Guidelines for Research involving Recombinant DNA molecules.

3.  RESPONSIBILITY: The SRS&B is responsible to the Medical Center Director for ensuring compliance with safety guidelines and the NIH guidelines for use of rDNA molecules.

4. PROCEDURES: 

a.  Subcommittee on Research Safety & Biosafety

1.  Membership:  The SRS&B shall comprise no fewer than five members so selected that they collectively have experience and expertise in each of the areas of biohazards cited below, if such research programs are conducted at the institution.  SRS&B members should include member(s) of the Research and Development Committee, the Medical Center's Infectious Diseases Committee and the Radiation Safety Officer.  At least two members shall not be affiliated with the institution and shall represent the interest of the surrounding community with respect to health and protection of the environment.


    2.  Functions and Responsibilities:  The SRS&B should review research involving the following classes of biohazards:


a.  Research involving pathogens/etiologic agents of class 2,3,4, or 5, according to NIH guidelines.


b.  Research involving HIV (human immunodeficiency virus) performed in research laboratories or production laboratories as those terms are used in proposed OSHA regulation on blood-borne pathogens.  


c.  The biohazards involved in experiments with cultured cells are uncertain.  The highest levels of biocontainment should be reserved for cells containing viruses or bacterial etiological agents class 2 or higher, oncogenic viruses of moderate or high risk, and unknown isolates from malignant tissue.  The lowest levels of biocontainment are used for unpassaged primary peripheral lymphocytes, or primary fibroblast explants before first passage.  Cells for herpes and Epstein-Barr (EB) virus transformed cultures are considered to pose a moderate risk.  All permanently cultured human lymphocytes should be assumed to harbor the EB virus.  No researcher should ever handle lymphoid cell lines, which are self-derived or derived from a close relative. 


d.  Research involving rDNA classified as IIIB.  The NIH guidelines specify four classes of rDNA research (see attachment A) (III-A, -B, -C, -D, designations based on risk potential and types of approval required before initiation of experiments.)  rDNA experiments falling into Class III-A will be reviewed by the Department of Veterans Affairs, Office of the Director of Medical Research and the local SRS&B in addition to local R&D Committee and Subcommittee on Research Involving Human Subjects (if applicable).  Experiments of Class IIIB will require review by local SRS&B in addition to the standard procedures.  Experiments of Class III C&D will require no special review.  In this respect the Committee shall:


1.  Review for compliance with the NIH Guidelines on recombinant DNA research by the institution, and approve those research projects that it finds are in conformity with the Guidelines.  


2.  Notify the Principal Investigator (PI) of the results of their review.


3.  Set containment levels according to the Guidelines.  (See Attachment B)


4.  Review periodically recombinant DNA research being conducted at the institution to ensure that the requirements of the Guidelines are being fulfilled.


5.  Adopt emergency plans covering accidental spills and personnel contamination resulting from such research.


6.  Report within 30 days to the appropriate institutional official and to the NIH Office of Recombinant DNA Activities (ORDA) significant problems with or violations of the Guidelines and any significant research related accidents or illness unless the SRS&B determines that the PI has done so.


7.  The SRS&B may not authorize initiation of experiments not explicitly covered by the Guidelines until NIH establishes the containment requirement.


b.  Biosafety Officer (BSO):  The institution shall appoint a BSO if it engages in recombinant DNA research at the BL-3 or BL-4 containment level.  The BSO shall be a member of the SRS&B and has the following responsibilities:


1.  Ensuring through periodic inspections that laboratory standards are rigorously followed.  


2.  Reporting to the SRS&B and the institution all significant problems with and violations of the Guidelines and all significant research related accidents and illness of which the BSO becomes aware unless the BSO determines that the PI has done so.


3.  Developing emergency plans for dealing with accidental spills and personnel contamination and investigating recombinant DNA research laboratory accidents.



4.  Providing advice on laboratory security.


5.  Providing technical advice to the PI and the SRS&B on research safety procedures.


c.  Principal Investigator (PI):  On behalf of the institution, the PI is responsible for complying fully with the Guidelines in conducting any recombinant DNA research.



1.  General Responsibilities:


a.  Initiate or modify no recombinant DNA research requiring approval by SRS&B prior to initiation until that research or the proposed modification thereof has been approved by the SRS&B and has met all other requirements of the Guidelines.


b.  Determine whether experiments are covered by the Guidelines and follow the appropriate procedures.


c.  Report within 30 days to the SRS&B and NIH all significant problems with or violations of the Guidelines and all significant research related accidents and illness.


d.  Report to the SRS&B and to NIH new information bearing on the Guidelines.




e.  Be adequately trained in good microbiological techniques.


f.  Adhere to SRS&B-approved emergency plans for dealing with accidental spills and personnel contamination.




g.  Comply with shipping requirements for recombinant DNA molecules.



 2.  Submissions by PI to NIH, the PI shall:


a.  Submit information to NIH (ORDA) in order to have new host-vector systems certified.  


b.  Petition NIH with notice to the SRS&B for exemptions to these Guidelines.


c.  Petition NIH with concurrence of the SRS&B for approval to conduct experiments that require Recombinant DNA Advisory Committee (RAC) review.  


d.  Petition NIH for determination of containment for experiments requiring case-by-case review.


e.  Petition NIH for determination of containment for experiments not covered by the Guidelines.  



3.  Submissions by the PI to the SRS&B, the PI shall:


a.  Make the initial determination of the required levels of physical and biological containment in accordance with the Guidelines.


b.  Select appropriate microbiological practices and laboratory techniques to be used in the research.


c.  Submit the initial research protocol, which requires SRS&B approval or notification to the SRS&B for review and approval or disapproval.  


d.  Remain in communication with the SRS&B throughout the conduct of the project.



4.  Prior to initiating research, the PI is responsible for:


a.  Making available to the laboratory staff copies of the protocols that describe the potential biohazards and the precautions to be taken.


b.  Instructing and training staff in the practices and techniques required to ensure safety and in the procedures for dealing with accidents.


c.  Informing the staff of the reasons and provisions for any precautionary medical practices advised or required, such as vaccinations or serum collection.



5.  During the conduct of the research, the PI is responsible for:


a.  Supervising the safety performance of the staff to ensure that the required safety practices and techniques are employed.


b.  Investigating and reporting in writing to ORDA, the BSO, and the SRS&B, any significant problems pertaining to the operation and implementation of containment practices and procedures.


c.  Correcting work errors and conditions that may result in the release of recombinant DNA material.


d.  Ensuring the integrity of the physical containment and the biological containment.

5. REFERENCES:


NIH Guidelines for Research Involving Recombinant DNA Molecules. Federal Register May 11, 1998 (63 7R 26018).


Department of Veterans Affairs, Circular 10-90-057, May 8, 1990, "Subcommittee on Research Safety & Biosafety".


Blood Borne Pathogens:  Occupational Exposure.  Federal Register 54:23042 (May 30, 1989).


Department of Veterans Affairs, Circular 10-90-098, August 14, 1990, "Review of Research Involving Recombinant DNA".

6.  RESCISSIONS: Memorandum No. SL-151-02, dated September 7, 2000.

7.  FOLLOW-UP RESPONSIBILITY: Associate Chief of Staff for Research and Development, Donald Pasquale, M.D.  X65622
8.  AUTOMATIC RESCISSION DATE:  September 18, 2006
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Attachment: A, B

Distribution: A

Attachment A

Effective June 24, 1994, Published in Federal Register, July 5, 1994 (59 FR 34496); Most recent amendment effective April 30, 1998, Federal Register May 11, 1998 (63 FR 26018). These NIH Guidelines supersede all earlier versions and shall be in effect until further notice.

Section III. Experiments covered by the NIH Guidelines:

Section III-A. Experiments that require Institutional Biosafety Committee approval, NIH Research Advisory Committee (RAC), and NIH Director approval before initiation.  The deliberate transfer of a drug resistance trait to microorganisms that are not known to acquire the trait naturally, if such acquisition could compromise the use of the drug to control disease in humans, veterinary medicine or agriculture.

Section III-B. Experiments that require NIH/ORDA (Office of Recombinant DNA Research) and Institutional Biosafety Committee approval before initiation. Experiments involving the cloning of toxin molecules with LD50 of less than 100 nanograms per kilogram body weight.

Section III-C. Experiments that require Institutional Biosafety Committee and Institutional Review Board (IRB) approvals and NIH/ORDA registration before initiation.  Experiments involving the deliberate transfer of recombinant DNA or DNA or RNA derived from recombinant DNA into one or more human subjects.

Section III-D. Experiments that require Institutional Biosafety Committee approval before initiation. This category is divided into several subsections:

Section III-D-1. Experiments using Risk Group 2, Risk Group 3, Risk Group 4, or Restricted Agents as host-vector systems.

Section III-D-2. Experiments in which DNA from Risk Group 2, Risk Group 3, Risk Group 4, or Restricted Agents is cloned into nonpathogenic prokaryotic or lower eukaryotic host-vector systems.

Section III-D-3. Experiments involving the use of infectious DNA or RNA viruses or defective DNA or RNA viruses in the presence of helper virus in tissue culture systems.

Section III-D-4. Experiments involving whole animals.

Section III-D-5. Experiments involving whole plants.

Section III-D-6. Experiments involving more than 10 liters of culture.

Section III-E. Experiments that require Institutional Biosafety Committee notice simultaneous with initiation. This category is divided into several subsections:

Section III-E-1. Experiments involving the formation of recombinant DNA molecules containing no more than two-thirds of the genome of any eukaryotic virus.

Section III-E-2. Experiments involving whole plants.

Section III-E-3. Experiments involving transgenic rodents.

Section III-F. Exempt experiments. The following recombinant DNA molecules are exempt from the NIH Guidelines and registration with the Institutional Biosafety Committee is not required. This category is divided into several subsections:

Section III-F-1. Those that are not in organisms or viruses.

Section III-F-2. Those that consist entirely of DNA segments from a single nonchromosomal or viral DNA source, though one or more of the segments may be a synthetic equivalent.

Section III-F-3. Those that consist entirely of DNA from a prokaryotic host including its indigenous plasmids or viruses when propagated only in that host, or when transferred to another host by well established physiological means.

Section III-F-4. Those that consist entirely of DNA from an eukaryotic host including its chloroplasts, mitochondria, or plasmids when propagated only in that host or a closely related strain of the same species. 

Section III-F-5. Those that consist entirely of DNA segments from different species that exchange DNA by known physiological processes.

Section III-F6. Those that do not present a significant risk to health or the environment.

Attachment B

Biosafety Containment Levels

1. Biosafety Level 1 (BL1) is suitable for work involving agents of no known or minimal potential hazard to laboratory personnel and environment.  The laboratory is not separated from the general traffic patterns in the building.  Work is generally conducted on open bench tops.  Special containment equipment is not required or generally used.  Laboratory personnel have specific training in procedures and are supervised by a scientist with general training in microbiology or a related field.

2. BL2 is similar to Level 1 and is suitable for work involving agents of moderate potential hazard to personnel and the environment.  It differs in that 1) laboratory personnel have specific training in handling pathogenic agents and are directed by competent scientists; 2) access to the laboratory is limited when work is being conducted; and 3) certain procedures in which infectious aerosols are created are conducted in biological safety cabinets or other physical containment equipment.

3. BL3 and BL4 levels are applicable to clinical, diagnostic, teaching, research, or production facilities in which work is done with indigenous or exotic agents which may cause serious or potentially lethal disease as a result of exposure by the inhalation route.  Laboratory personnel have specific training in handling pathogenic and potentially lethal agents and are supervised by competent scientist, experienced in working with these agents.  All procedures involving the manipulation of infectious material are conducted within biological safety cabinets or other physical containment devices or by personnel wearing appropriate personal protective clothing and devices.  The laboratory may have special engineering and design features.

Stratton VAMC Subcommittee on Research Safety & Biosafety

113 Holland Ave. Albany, New York 12208
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