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I. PURPOSE: 

To provide guidelines for review of research involving potential hazards that include Biohazards, Chemical and Physical hazards as defined in VHA HANDBOOK 1200.8, SAFETY OF PERSONNEL ENGAGED IN RESEARCH. This includes what constitutes possible hazards, and recommendations on membership, function and responsibility of the Subcommittee on Research Safety & Biosafety (SRS&B).  This document is derived from all documents referenced in Section 6.

II. POLICY: 

Applications to VA and non-VA funding agencies containing procedures/experiments which pose possible hazards must include an explanation of safety precautions to be taken and a signed and dated approval statement of the SRS&B. If these experiments include the use of recombinant deoxyribonucleic acid (rDNA) molecules, they must be performed according to the NIH Guidelines for Research involving rDNA molecules.

III. RESPONSIBILITY: 

The SRS&B is responsible to the Medical Center Director through the ACOS/R&D and the Research and Development Committee for ensuring compliance with safety guidelines and the NIH guidelines for use of rDNA.

IV. INFRASTRUCTURE

A. Number and Qualification of Members

1.  The SRS&B will have at least five members, exclusive of ex-officio members. It will include two members not affiliated with the Institution to serve as representatives from the community, when the research reviewed involves rDNA not exempt from the current National Institutes of Health (NIH) Guidelines for Research Involving Recombinant DNA Molecules. 

2. The SRS&B will include member(s) from the facility safety committee, such as the Safety Officer or the Facility Infection Control Committee; the Institutional Animal Care and Use Committee (IACUC); the Radiation Safety Officer. Such individuals may be included in the core five members referred to above.

3. SRS&B members should possess expertise in:

a. Etiologic agents, including bloodborne and airborne pathogens.

b. Recombinant DNA technologies

c. Chemical carcinogens and other chemical hazards (see Research Chemist below).

d. Physical and radiation hazards.

B. Research Chemist: 


1. The Research Chemist must be appointed as Chemical Hygiene Officer for Research Service and his/her name listed in the roster as performing this function for the SRS&B.

2. The Biosafety Information Form, Section D, Chemical List, has a signature line for both a Research Chemist and the Medical Center Safety Officer.  The committee requires that one or the other review and sign the form.   The Medical Center Safety Officer will sign in the absence of the Research Chemist.

C. Ex-Officio Members 

1. A liaison member from the local Research and Development (R&D) Committee. (voting)

2. The Chemical Hygiene Officer (voting).

3. The Administrative Officer for Research (AO/R&D) and ACOS/R&D or other representative from the R&D office (non-voting).

D. Appointment of Members

1. SRS&B members will forward the names of nominees for the SRS&B to the Medical Center Director.  The Medical Center Director will officially appoint members in writing.  The length of the appointments should be specified in the letter (3-year staggered appointments, no lapse in service is required).

2. The SRS&B chairperson will be appointed by the Medical Center Director for the term of 1 year and may be re-appointed without any lapse in service.  The SRS&B chairperson may not simultaneously chair the R&D Committee or another subcommittee thereof.

3. A Vice Chair must be appointed to serve in the absence of the Chair or when conflict of interest would preclude voting by the Chair.

V. PROCEDURES:

A. Meetings: 

The SRS&B meets quarterly to discuss and review issues that pertain to proposed research. The Policy for review of research protocols is described below in section 5d. These meetings require a quorum (majority of voting members present). Quorum must be maintained for each vote to occur.  

B. Agenda:  

An agenda is developed by the Chair and SRS&B Coordinator before each meeting of the SRS and distributed to members at least 3 working days before the meeting whenever possible.  At a minimum, the agenda will include the following:

1. Approval of minutes of previous meeting (date).

2. Unfinished Business (list pending items and individual responsible).

3. New Business (identify individual responsible when necessary).

4. Standing recurring reports (identify individual responsible).

5. Issues not previously addressed by the body.

6. Any other item that warrants review/discussion by the committee and is not routinely reviewed by such.

7.  Announcements.

8.   Date, time, and place of the next meeting.

C. Minutes:  

Minutes will utilize the following format:

1. Heading: 

a. Identification of the subcommittee members, date, and time of meeting. 

b. A statement regarding quorum being met.

c. Name of presiding officer (chairperson).

d. List of attendees. The attendance record will list all individuals identified as members. Members will be marked ABSENT if Chairperson or recorder has not been notified in advance.  Members will be marked EXCUSED if the Chairman or recorder was notified in advance.

2. Meeting Items: 

Minutes are organized according to the following categories

a. ITEM: Issue to be discussed.

b. DISCUSSION: The substance of the discussion is reported clearly and concisely, including the conclusions derived from the discussion.

c. ACTION: Delineates what action is appropriate in view of the cause and scope of the issue.

d. RESPONSIBILITY: Who is responsible for implementing the action voted upon by the Committee with respect to each issue.


3. Voting: 

Each motion passed by the committee (approved, approved pending clarification, deferred, disapproved) must be recorded with the exact vote, which must include the number voting for the motion, the number voting against, and the number abstaining.  The motion should be worded in such a way that it is clear which members will review revisions and have the authority to grant approval.

a. The minutes must note which members recused themselves for which project(s) to prevent conflicts of interest.

b. Committee members having a scientific or monetary conflict of interest for the protocol under consideration may provide information helpful to the Committee prior to deliberations, but must recuse themselves once deliberations begin.

4. Additional Policies:
a. The SRS&B Coordinator takes minutes and prepares the document for approval by the SRS&B Chair.

b. Minutes are written and published within 3 weeks of the meeting date.

c. The Chairperson of the SRS&B will sign minutes.

d. Copies of any internal or external reports or correspondence with outside agencies referenced in the minutes will be attached to the minutes if they are important to understanding the conduct of business.

e. Approved minutes will be forwarded to the Research and Development (R&D) Committee for review and approval.  The R&D Committee may review the minutes for content regarding committee functions, protocol review, education of members, and preparation of minutes.  Recommendations for changes or improvements in SRS&B procedures may be made, but the R&D Committee may not alter the SRS&B minutes.

f. Minutes will be maintained by the Research Office and made available to VA Central Office upon request.

g. In the event that an urgent situation arises that is not outlined in this SOP, the committee agrees that the Chair will have the immediate responsibility to correct the situation.  The Chair will then report the situation to the committee at the next meeting and the committee will decide on a policy to handle the specific situation in the future. Emergency procedure manuals (Emergency Preparedness Plan and Chemical Hygiene Plan) are available in each laboratory to assist laboratory personnel for first response to emergency situations. If necessary, the Chair will enlist additional personnel (ex. infection control) to advise in resolving the emergent situation. 

D. Risk Assessment: 

The PI will provide initial risk assessment for projects involving infectious agents or recombinant DNA based on consultation with guidelines provided in references #4 and #9 in section 6 of this document. The Chair and Committee members confirm the appropriateness of this assignment when they review the SRS&B Form below. Chemical Hygiene Officer reviews the Chemical Listing section of the form to assure that the PI has listed appropriate precautions to be taken with chemicals used in the project. 

E. Review Policy: 

Review of the SRS&B Information Form (Appendix A) is performed electronically according to the procedure outlined below. All research projects involving biological, chemical, and physical hazards must be approved by the SRS&B and then by the R&D Committee prior to commencement.  

1. Investigator submits electronic and hard copy of SRS&B Information Form to the Research Office. All protocols/forms will be submitted to the R&D Coordinator.  

2. Chair selects 2 primary reviewers, and review forms are sent electronically to these reviewers as well as all Committee members, including the Medical Center Safety Officer who will review the protocol abstract to assure that the Chemical Listing is consistent with studies proposed by the Investigator. In cases where electronic review is not possible for some members, hard copies of all documents will be provided to them. 
3. Committee members have 7 calendar days to respond with comments. If a member fails to respond, it will be assumed that he/she abstains from voting on the protocol.  Reviews must be obtained from the two primary reviewers and the Medical Center Safety Officer or Chemical Hygiene Officer before the process will continue. 

4. The SRS&B Coordinator will combine comments from all reviewers into a memo signed by the SRS&B Chair, that is sent to the Investigator, detailing the concerns of the Committee members.

5. The Investigator responds to the Chair, in writing, addressing each individual item of concern. He/she also attaches a signed hard copy of the revised protocol.

6. Because the signature of the Industrial Hygienist (or equivalent) is necessary for the Chemical Listing portion of the form, signature will be obtained after all members have responded. 
7. If the responses are satisfactory to the Chair, he/she signs off on the protocol. 
8. An approval letter will be sent to the Investigator and the R&D Committee stating that the Biosafety Information Form has been approved by the SRS&B.  The approval letter will include the statement: “To begin the study you must receive approval from the Research and Development Committee.”

9. The approval date will be the day on which the final signature is obtained from the R&D Chair. The protocol will be given a number to facilitate record keeping for the Research Office and the Investigator.

10. Votes to approve, approve with modification, disapprove or abstain (required on Committee minutes) will be derived from the member responses to electronic review forms. 

11. All documentation from committee members will be retained by the SRS&B Coordinator in the protocol’s permanent file for 5 years after the study is completed unless specified otherwise by a particular protocol. 

12. In cases of complex or difficult protocols, the Chair or individual members may request full Committee discussion at a SRS&B Meeting, with the Investigator present to respond to Committee concerns.  If there are pressing concerns about a particular protocol, the Chair will call a special meeting to address them.

F. Amendments to SRS&B Information Forms

Addition of hazardous chemicals, human or primate cells lines or major changes to an approved research protocol will necessitate the submission of an amendment to the SRS&B information form. This amendment will be reviewed by SRS&B Chair or Vice Chair (expedited review) or if necessary, by full committee. Signature of Chair or Vice Chair and date of approval on front page of the amendment will signify approval of the amendment. This amendment will be attached to the approved protocol in the PI file and documented in the minutes of the next SRS&B meeting.

G. Expedited Review: 

The SRS&B Chair or Vice Chair will sign-off for expedited review under the following circumstances. 

1. Amendments to SRS&B Information Forms judged by Chair or Vice Chair as not requiring full committee review (see above).

2. If a New Protocol Review Form indicates that PI will perform studies with human tissues or fluids, the fact that all studies will be performed entirely in the clinical laboratory will be documented as follows. A written statement from the clinical laboratory supervisor where the samples will be handled will be attached to the New Protocol Review Form. This attachment demonstrates that the supervisor is aware of the protocol and will be able to accommodate all aspects of the protocol in this clinical setting. The attached statement will be signed and dated by the Chair or Vice Chair and the fact that this protocol has been approved by expedited review documented in the minutes of the next SRS&B meeting.
3. If a Grant with identical scientific content (hypothesis and specific objectives) but different title is submitted to another granting agency, the following procedure will be followed. PI will provide SRS&B coordinator with a cover letter stating that the two grants are identical except for the title together with an Abstract page and Grant first page listing Hypothesis and Specific Objectives for both grants. Information will be reviewed by Chair or Vice Chair who will sign and date the cover letter to signify approval by expedited review. In addition, the PI must provide a clean copy of the SRS&B Information Form that reflects the changes listed in the cover letter. This revised Protocol Form is given a new number, and this document placed in PI folder with the new grant. All signatures are required on the clean copy. The fact that this protocol has been approved by expedited review will be documented in the minutes of the next SRS&B meeting.
H. Annual Review of Projects

1. The Research Safety and Biosafety Committee Coordinator will generate a form to be sent to Investigators asking if there are any additions or changes to the Research Safety and Biosafety Information Form.

2. The SRS&B reviews this information for all projects on an annual basis. Two Committee members will be chosen to review all the forms then present the results to full Committee.  This duty will be on a rotational basis.

I.   Laboratory Inspections

1. On-site Inspections: 

a. All research laboratories at Stratton VA Medical Center, including those in the Animal Research Facility, will be inspected twice a year, once for biohazards and again for chemical and physical hazards.

b. Members of Inspection teams will include SRS&B members with expertise appropriate for the types of hazards to be inspected in each laboratory. 

c. For Biohazard inspections, an Inspection Form questionnaire will be presented to laboratory personnel for completion while the inspection team evaluates the laboratory for safety issues. (Appendix B) 

d. For Chemical/Physical Hazards Inspection, an Inspection Form questionnaire will be presented to laboratory personnel for completion while the inspection team evaluates the laboratory for chemical/physical hazards. (Appendix C)

e. Deficiencies noted during the inspections will be enumerated in a memo to each Investigator. The Investigator must respond in writing addressing deficiencies point-by-point. This copy will be kept in the Investigator’s file.

f. List of laboratory deficiencies and the PI response to these deficiences are incorporated in the minutes of the SRS&B meetings reviewed both by that Committee at its quarterly meetings and by the R&D Committee at the monthly meeting. A copy is also sent to the Safety Office. 

2. Affiliate Inspections: 

a. Based on the terms of the Memorandum of Understanding between the two Institutions, the Stratton VA SRS&B may vote to accept Inspection Reports from the respective Affiliate Committee(s). The PI has the responsibility to obtain, from the host institution, at least one copy of the host institution’s safety, inspection and training policies prior to approval of any Biosafety Information Form.

b. If the standards for inspection are not the equivalent to those required for VA facilities, an Inspection team composed of Stratton VA SRS&B members will carry out Inspections of Affiliate laboratories.

J. Accident Reporting:  

1. Injuries/accidents that occur in the research laboratory setting are reported to Personnel Health and the Safety Office immediately or off-tour, to the Emergency Room.

2. Work-related health/safety issues such as latex allergies or ergonomic problems are reported to Personnel Health and the Safety Office.

3. Reports of incidents involving research personnel are given to the SRS&B Coordinator by the Safety Office, and after they have been closed, are kept on file in the Research Office and included in the SRS&B minute records.

4. All accident reports are reviewed by the SRS&B chair to detect and/or track patterns of repeat behavior.

K. Non-compliance:

1. Compliance Violations:

a. Failure to file a complete SRS&B Information form. 

b. Violations of safe laboratory practices.

c. Failure to address deficiencies discovered during laboratory inspections.  

d. Failure to respond to Annual Review request.

2. Non-compliance Notification:

a. Two written warnings will be issued to an investigator for the same violation.

b. After the two written warnings are issued the SRS&B will take further action outlined below.

3. Penalties for Noncompliance:  

Noncompliance with respect to the above issues will result in penalties commensurate with the severity of the violation, and could result in: 

a. Restriction of types of chemicals or biological agents that an investigator is authorized to use.

b. Suspension of the research performed in the investigator’s laboratory.

L. Training:  

1. New employees are required to view two safety videos (“Chemical Safety in the Workplace” and “OSHA’s Laboratory Standard”) immediately after employment.  They are also issued the current versions of the “Research Safety Program” and “Chemical Hygiene Plan”.

2. Monthly training is offered at each Research Service Staff Meeting and documented in the attendance log and in TEMPO by the Research Office.

3. Annual mandatory safety training is offered at the Research Service Seminar Series including Radiation Safety Training and Infection Control Training, as documented in TEMPO by the Research Office.

4. The Medical Center also requires all staff to attend mandatory Annual Safety Training and documented in TEMPO by the Research Office.

5. All other training specific to procedures being done in each individual laboratory is the responsibility of the investigator. 
6. For off-site employees, a training record for each employee will be requested from the PI. Full-time employees must receive 40 hrs of training per fiscal year. 

VI. REFERENCES

1. SAFETY OF PERSONNEL ENGAGED IN RESEARCH. VHA HANDBOOK 1200.8 

2. Memorandum No. SL-151-02, September 7, 2000. RESEARCH BIOSAFETY COMMITTEE 
3. Memorandum No. SL-151-03, September 11, 2000 RESEARCH SAFETY PROGRAM
4. Centers for Disease Control and Prevention (CDC)/National Institutes of Health (NIH). Biosafety in Microbiological and Biomedical Laboratories 4th Edition. CDC/NIH, Washington, DC, 1999.

5. 42 C.F.R. Part 72, Interstate Shipment of Etiologic Agents (including, among others, 42 C.F.R. Part 72.6, Additional requirements for facilities transferring or receiving select agents; and Appendix A, Select Agents).

6. 29 C.F.R. Part 1910, Occupational Safety and Health Standards; Part 1910.38, Employee Emergency Plans and Fire Prevention Plans; Part 1910.134, Respiratory Protection; Part 1910.139, Respiratory protection for m. tuberculosis; Part 1910.269, Electric Power Generation, Transmission, and Distribution; Part 1910.1000, Subpart Z, Toxic and Hazardous Substances; Part 1910.1020, Access to employee exposure and medical records; Part 1910.1030, Bloodborne pathogens; Part 1910.1450, Occupational exposure to hazardous chemicals in laboratories.

7. 10 C.F.R. Chapter 1, Nuclear Regulator Commission, Parts 0-199 (including, among others, 10 C.F.R. Part 19, Notices, instructions and reports to workers; inspections and investigations; Part 20, Standards for protection against radiation; and Part 35, Medical use of byproduct material).

8.  40 C.F.R. Chapter 1, Environmental Protection Agency (including, among others, Part 260, Hazardous waste management system; Part 261, Identification and listing of hazardous waste; Part 262, Standards applicable to generators of hazardous waste).

9. “National Institutes of Health Guidelines for Research Involving DNA Molecules,” NIH Guidelines. National Institutes of Health, Bethesda, MD, May 11, 1999 http://www4.od.nih.gov/oba.
APPENDIX A

Approval Date:
Biosafety Form #: 



STRATTON VA MEDICAL CENTER

ALBANY, NEW YORK

RESEARCH BIOSAFETY INFORMATION FORM

4/02 Version

	PRINCIPAL INVESTIGATOR:      
CO-INVESTIGATOR:      
SERVICE:                                                             TELEPHONE NUMBER:      
PROJECT TITLE:      
List ALL institutions where studies will be performed:      


Will the project use any of the following:  please check all that apply: 

 Human Tissue/Samples     FORMCHECKBOX 
 
Recombinant DNA        FORMCHECKBOX 

Microbial Agents     FORMCHECKBOX 

Chemicals     FORMCHECKBOX 

A. ENTER INFORMATION FOR ALL APPROPRIATE CONTAINMENT EQUIPMENT REQUIRED IN SECTION E.
*******************************************************************************************

A.  Human Tissue Samples

1.  Will you work with blood or body fluids?     Yes
  FORMCHECKBOX 
              No  FORMCHECKBOX 

If yes, specify:


Name:                                                     Hazard:                                             BS Level:  FORMDROPDOWN 

Precaution:     
2.  Will you work with organs or tissues?          Yes
  FORMCHECKBOX 
              No  FORMCHECKBOX 

If yes, specify:

Name:                                                     Hazard:                                            BS Level:  FORMDROPDOWN 

Precaution:     
3.  Will you work with human cell lines?           Yes
  FORMCHECKBOX 
              No  FORMCHECKBOX 

If yes, specify: 

Name:                                                     Hazard:                                             BS Level:  FORMDROPDOWN 

Precaution:     
B.  Microbial Agents   Fill in only if you will be working with Microbial Agents, otherwise leave blank.

Agent 1:

1.  Is the agent potentially infectious to humans?              Yes  FORMCHECKBOX 
              No  FORMCHECKBOX 


If yes, complete the following section for each microorganism to be used in the lab.  

2. Name of Agent:      
a. Specific Strain(s):      
b. Location(s) where agent will be used/handled:      
3. Is antibiotic resistance expressed?:   Yes  FORMCHECKBOX 
              No   FORMCHECKBOX 

4. Largest volume of organism used is       liter(s).

5. Concentration:      

a. Method of concentration:  FORMDROPDOWN 
  If other, please specify:      
6.  Is the organism inactivated prior to other laboratory manipulation?  Yes  FORMCHECKBOX 
              No FORMCHECKBOX 


a. Method of inactivation:  FORMDROPDOWN 
    If other, please specify:      
7. Is a toxin produced?  Yes  FORMCHECKBOX 
              No   FORMCHECKBOX 


a. Do you work with the toxin?  Yes  FORMCHECKBOX 
              No   FORMCHECKBOX 

Agent 2:

1.  Is the agent potentially infectious to humans?              Yes  FORMCHECKBOX 
              No  FORMCHECKBOX 


If yes, complete the following section for each microorganism to be used in the lab.  

2. Name of Agent:      
c. Specific Strain(s):      
d. Location(s) where agent will be used/handled:      
3. Is antibiotic resistance expressed?:   Yes  FORMCHECKBOX 
              No   FORMCHECKBOX 

4. Largest volume of organism used is       liter(s).

5. Concentration:      

a. Method of concentration:  FORMDROPDOWN 
  If other, please specify:      
6.  Is the organism inactivated prior to other laboratory manipulation?  Yes  FORMCHECKBOX 
              No FORMCHECKBOX 


a. Method of inactivation:  FORMDROPDOWN 
    If other, please specify:      
7. Is a toxin produced?  Yes  FORMCHECKBOX 
              No   FORMCHECKBOX 


a. Do you work with the toxin?  Yes  FORMCHECKBOX 
              No   FORMCHECKBOX 

1.  DNA source(s):     
2.  Nature of insert/protein expressed:     


3.  Vector(s):     
4.  Host:     
5.  Cell/animal/plant recipient(s):     
6.  Assessment of levels of physical and biological containment (according to NIH Guidelines published in Federal Register: 597R34496, 1994 and 637R26018, 1998):
     
D.  Chemicals (Check all that apply)
1.  Toxic chemicals (including heavy metals)


 FORMCHECKBOX 

2.  Flammable/Explosive/Unstable chemicals


 FORMCHECKBOX 

3.  Carcinogenic/Mutagenic/Teratogenic chemicals


 FORMCHECKBOX 

4.  Compressed Gases






 FORMCHECKBOX 

5.  Acetylcholinesterase Inhibitors/Neurotoxins


 FORMCHECKBOX 

6.  Chemotherapeutic Agents





 FORMCHECKBOX 

7.  Other







 FORMCHECKBOX 

Chemical List

All sections must be filled out for each chemical listed.

	Chemical
	Safety Precautions

Storage/Disposal
	Storage Location
	Use Location

	     
	     

	     

	     


	     

	     

	     

	     


	     

	     

	     

	     


	     

	     

	     

	     


	     

	     

	     

	     


	     

	     

	     

	     


	     

	     

	     

	     


	     

	     

	     

	     



All chemical wastes will be disposed in specific containers and sealed.  The Safety office will later be notified of pick up for disposal according to Federal regulations.

One signature is required for approval.

Lynn Selden, Research Chemist





Date








OR

________________________________________________

________________________

Jeffrey Jones, Medical Center Safety Officer




Date

Check all that apply

Biological Safety Cabinet:  FORMCHECKBOX 
       
Location (Bldg. & Room #):      

Date of last certification:      

Class:  FORMDROPDOWN 

Chemical Fume Hood:  FORMCHECKBOX 


Location (Bldg. & Room #):      
Containment Centrifuge:  FORMCHECKBOX 


Location (Bldg. & Room #):      
Centrifuge:  FORMCHECKBOX 




Location (Bldg. & Room #):      
Other:      



Location (Bldg. & Room #):      
F. Laboratory Staff Training.  With regard to any of the potential hazards identified in this format, describe the training that will be provided to laboratory staff:

(1)
Coordination with facility safety officials:  Safety Officer, Radiation Safety Officer and Microbiologist are members of the Biosafety Committee, which review all projects.  Telephone #’s /Beeper #’s for Safety Officer and Radiation Safety Officer are posted in laboratories.


(2)
The practices and techniques required to ensure safety:  Compliance with Chemical Hygiene Plan, Radiation Safety Manual and Biosafety Manuals, which are provided/available to labs.  All staff should review the Plans annually.  In addition, Medical Center provides annual fire and safety training, infection control training and radiation safety training.

The Medical Center Safety Trainings are provided on an annual basis and include such topics as: Hazard Communication, Personal Protective Equipment, Electrical Safety, Fire Safety, Emergency Preparedness (including spills, utility failure and bomb threats); Hostage Situations, Infection Control, Radiation Safety (mandated by the Nuclear Regulatory Commission) and Workplace Violence.

Infection Control Training is given to Research Service personnel on an annual basis and includes such topics as:  Isolation, Cleaning of Blood Spills, Regulated Medical Waste, Reporting Blood Borne Pathogen Exposure, Emerging Pathogens and Personnel Health Issues.

Radiation Safety Training specifically designed for Research Service personnel, is also given on an annual basis and includes such topics as location of radiation sources, types of radiation sources, exposure reduction techniques, security of sources, etc.


(3)
The procedures for dealing with accidents:  All spills and releases are handled according to Chemical Hygiene Plan, Radiation Safety Manual, Biosafety Manual and the Blood Borne Pathogen Exposure Control Plan.


(4)
The Principal Investigator is responsible for any additional training specific to the Research Program.

SAMUEL S. STRATTON

DEPARTMENT OF VETERANS AFFAIRS MEDICAL CENTER

ALBANY, NEW YORK

RESEARCH SERVICE

BIOSAFETY COMMITTEE

ACKNOWLEDGMENT OF RESPONSIBILITY

I certify that my protocol will be conducted in compliance with all Federal, State and Local policies and regulations governing the use of biohazardous materials.  I further certify that all technical and incidental workers involved in this project will be aware of potential hazards and will receive instructions and training on the proper handling and use of biohazardous materials.

Principal Investigator:







   Date:




The Research Biosafety Committee and the R&D Committee, have reviewed the Biosafety form for this application and find it in compliance with Federal, State and Local policies and regulations governing the use of biohazardous materials.  Resources necessary for the performance of these proposed studies are available and adequate.  If Radioisotope approval is required, please see attached letter.

Chair, Research Biosafety Committee





   Date:





Chair, Research and Development Committee_____________________________   Date:__________________

APPENDIX B

RESEARCH LABORATORY INSPECTION CHECKLIST

ACOS R&D: Donald Pasquale, M.D. (518) 626-5622

Chair, Subcommittee on Research Safety & Biosafety: 
Patricia Phillips, Ph.D. (518) 626-5653

Occupational Safety & Health Specialist:  Jeff Jones (518) 626-6937

1. Research Chemical Hygiene Officer:  Lynn Selden (518) 626-5643

Radiation Safety Officer:  Kristine Cipperley  (518) 626-5586

Principal Investigator: 

Room Numbers:

	VII. INSPECTION ITEM 
	Checked
	A. Remarks

	VIII. Eye Wash Station
	
	

	Fire Extinguisher 
	
	

	Hoods
	
	

	Chemical Spill Kit
	
	

	Safety Glasses
	
	

	Gloves 
	
	

	Biohazard Waste Container
	
	

	Sharps/Broken Glass Container
	
	

	Chemical Storage:
	
	

	       Acids
	
	

	       Bases
	
	

	       Flammable Cabinet
	
	

	       Labels on containers
	
	

	Gas Tanks Secure
	
	

	NFPA Sign
	
	

	Biohazard Sign
	
	

	Radiation Sign
	
	

	Radioisotope Notice 
	
	

	Fire Alarm Code Sign
	
	

	Chemical Hygiene Plan
	
	

	MSDS File 
	
	

	Fire and Safety Manual
	
	

	Disaster Preparedness Plan
	
	

	Radiation Safety Manual
	
	


This form is to aid in determining and maintaining your safety needs.  The Research Chemical Hygiene Plan contains detailed information.  Please be sure the plan is accessible to all employees and be familiar with its contents.  The Research Service Chemical Hygiene Officer along with the Medical Center Occupational Safety Specialist will inspect laboratories at intervals and report findings to the Biosafety Subcommittee.  

OUR GOAL IS TO KEEP YOU SAFE AND INFORMED.
APPENDIX C

Samuel S. Stratton VAMC

Research Biosafety Survey

Laboratory Biosafety Levels 1 & 2

Date:

Room#:

PI:

	(i) Item
	Yes
	No
	N/A
	Remarks

	1. Are biohazardous materials used in the laboratory? (Specify the materials used)
	
	
	
	

	2. Are “Universal Biohazard” signs posted on all access doors?
	
	
	
	

	3. Are the work areas decontaminated daily when biohazard materials are used and after any spill of viable materials?
	
	
	
	

	4. Are sharps properly managed and disposed of in a puncture resistant, leak-proof container?
	
	
	
	

	5. Are laboratory doors kept closed or negative pressure maintained when experiments are in progress?
	
	
	
	

	6. Are mechanical pipetting devises available for use?


	
	
	
	

	7. Are procedures carefully performed to minimize aerosol production?
	
	
	
	

	8. Is there evidence or rodents in the laboratory?


	
	
	
	

	9. Are bench tops impervious to water and resistant to acids, alkalis, organic solvents and moderate heat?
	
	
	
	

	10. If decontaminated off-site, is the infectious waste placed in a durable leak-proof container?
	
	
	
	

	11. Is an autoclave available in the same building as the laboratory?
	
	
	
	

	12. Are heat resistant bags used for autoclaving?


	
	
	
	

	13. Is waste segregated before autoclaving? (e.g. glassware, media, infectious waste)
	
	
	
	

	14. Is there a sink for hand washing in the laboratory?
	
	
	
	

	15. Are there biological safety cabinets present?


	
	
	
	

	16. Are biological safety cabinets certified annually?
	
	
	
	

	17. Are biohazardous materials used in animals in the laboratory?
	
	
	
	

	18. Is personal protective equipment available and used? (e.g. lab coats, gloves, eye protection)
	
	
	
	


C. Recombinant DNA   Fill in only if you will be working with Recombinant DNA, otherwise leave blank.





E. Containment Equipment








