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I. Mission
The College of Staten Island (CSI) Institutional Biosafety Committee (IBC) exists to provide a general oversight, guidance, and approvals where necessary for research conducted at, or sponsored by, the college when such research involves the performance of biological work in teaching or research involving:

· recombinant DNA (rDNA) molecules (even if it is exempt from the NIH Guidelines), 
The IBC using the CUNY Biosafety Plan, existing Federal (NIH), State, and New York City health regulations and guidelines, as well as prudent practices will review protocol submissions and will approve or deny with recommendations for carrying out such work. 
II. Key Definitions


Accidental Release: An accidental release is the unintentional discharge of a

microbiological agent (i.e., microorganism or virus) or eukaryotic cell due to a failure in the containment system.

Biological Barrier: A biological barrier is an impediment (naturally occurring or introduced) to the infectivity and/or survival of a microbiological agent or eukaryotic cell once it has been released into the environment.

Biosafety Level (BL): A description of the degree of physical containment being employed to confine organisms containing recombinant DNA molecules and to reduce the potential for exposure of laboratory workers, persons outside of the laboratory, and the environment. In Appendix G of the NIH Guidelines, these are graded from BL-1 (the least stringent) to BL-4 (the most stringent).

Biological Safety Officer (BSO): An individual appointed by an institution to oversee management of biosafety risks. The NIH Guidelines require that a BSO be appointed when the institution is engaged in large-scale research or production activities, or in research requiring containment at BL-3 or BL-4. The duties of the BSO are described in section IV-B-3 of the NIH Guidelines. 

Closed System: A closed system is one in which by its design and proper operation,

prevents release of a microbiological agent or eukaryotic cell contained therein.

Containment: Containment is the confinement of a microbiological agent or eukaryotic cell that is being cultured, stored, manipulated, transported, or destroyed in order to prevent or limit its contact with people and/or the environment. Methods used to achieve this include: physical and biological barriers and inactivation using physical or chemical means.

De minimis Release: De minimis release is the release of: (i) viable microbiological

agents or eukaryotic cells that does not result in the establishment of disease in healthy people, plants, or animals; or (ii) in uncontrolled proliferation of any microbiological agents or eukaryotic cells.

Disinfection: Disinfection is a process by which viable microbiological agents or eukaryotic cells are reduced to a level unlikely to produce disease in healthy people, plants, or animals.

Good Large Scale Practice Organism: For an organism to qualify for Good Large Scale Practice consideration, it must meet the following criteria [Reference: Organization for Economic Cooperation and Development, Recombinant DNA Safety Considerations, 1987, p. 34-35]: (i) the host organism should be non-pathogenic, should not contain adventitious agents and should have an extended history of safe large-scale

use or have built-in environmental limitations that permit optimum growth in the large-scale setting but limited survival without adverse consequences in the environment; (ii) the recombinant DNA-engineered organism should be non-pathogenic, should be as safe in the large-scale setting as the host organism, and without adverse consequences in the environment; and (iii) the vector/insert should be well characterized and free from

known harmful sequences; should be limited in size as much as possible to the DNA required to perform the intended function; should not increase the stability of the construct in the environment unless that is a requirement of the intended function; should be poorly mobilizable; and should not transfer any resistance markers to microorganisms unknown to acquire them naturally if such acquisition could compromise the use of a drug to control disease agents in human or veterinary medicine or agriculture.

Inactivation: Inactivation is any process that destroys the ability of a specific

microbiological agent or eukaryotic cell to self-replicate.

Incidental Release: An incidental release is the discharge of a microbiological agent or

eukaryotic cell from a containment system that is expected when the system is appropriately designed and

properly operated and maintained.

Minimization: Minimization is the design and operation of containment systems in order

that any incidental release is a de minimis release.

Institution: In the context of the NIH Guidelines, an institution is any public or private entity, including federal, state, and local governments.

Institutional Biosafety Committee (IBC): An institutional committee created under the NIH Guidelines to review research involving recombinant DNA. The role of IBCs
 has evolved over time, and many committees also review other forms of research that entail biohazardous risks as part of their institutionally assigned responsibilities.

National Institutes of Health (NIH): One of the world's foremost medical research institutions and the preeminent federal funder of medical research in the U.S. The NIH, comprised of 27 separate Institutes and Centers, is one of eight health agencies within the Public Health Service, which is an agency within the U.S. Department of Health and Human Services. The goal of NIH research is to acquire knowledge to help prevent, detect, diagnose, and treat disease and disability. The NIH mission is to uncover knowledge that will lead to better health for everyone.

NIH Guidelines for Research Involving Recombinant DNA Molecules (NIH Guidelines):
 A document created in 1976 that outlines principles for the safe conduct of research employing recombinant DNA technology. The NIH Guidelines detail practices and procedures for the containment of various forms of recombinant DNA research, for the proper conduct of research involving genetically modified plants and animals, and for the safe conduct of human gene transfer research. As a living document, it is periodically revised to keep pace with the changing state of science.

Office of Biotechnology Activities (OBA):
 The NIH office responsible for developing, implementing, and monitoring NIH policies and procedures for the safe conduct of recombinant DNA activities, including human gene transfer.

Pathogen: A pathogen is any microbiological agent or eukaryotic cell containing sufficient genetic information, which upon expression of such information, is capable of producing disease in healthy people, plants, or animals.

Physical Barrier: A physical barrier is considered any equipment, facilities, or devices

(e.g., fermentors, factories, filters, thermal oxidizers) which are designed to achieve containment.

Recombinant DNA Advisory Committee (RAC):
 An NIH advisory committee whose principal role is to provide advice and recommendations to the NIH Director on (1) the conduct and oversight of research involving recombinant DNA, including the content and implementation of the NIH Guidelines, and (2) other NIH activities pertinent to recombinant DNA technology. A major element of this role is to examine the science, safety, and ethics of clinical trials that involve the transfer of recombinant DNA to humans. More details about RAC membership and responsibilities can be found on the RAC page of the OBA Website, as well as in its Charter
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Recombinant DNA molecules: Under the current NIH Guidelines, these are molecules constructed outside of living cells by joining natural or synthetic DNA segments to DNA molecules that can replicate in a living cell, or molecules that result from their replication.

Release: Release is the discharge of a microbiological agent or eukaryotic cell from a containment system. Discharges can be incidental or accidental. Incidental releases are de minimis in nature; accidental releases may be de minimis in nature.

III. Institutional Responsibilities
Each institution is responsible for ensuring that all recombinant DNA research conducted at or sponsored by that institution is conducted in compliance with the NIH Guidelines as follows:

1. Establishing an IBC; 
2. Ensuring that the IBC has adequate expertise and training using, ad hoc consultants as necessary (Section IV-B-1-h of the NIH Guidelines); 
3. Providing appropriate training for the IBC chair and members, Biological Safety Officer (BSO), principal investigators (PI), and laboratory staff, as appropriate and necessary; 
4. Filing an annual report with the NIH OBA that includes (1) a roster of IBC members clearly indicating the chair, contact person and, as applicable, the BSO, plant expert, animal expert, and human gene transfer expert or ad hoc consultant; and (2) biographical sketches (e.g., curricula vitae or résumé) of all IBC members, including community members; 
5. Establishing procedures that the IBC shall follow in its initial and continuing review and approval of applications, proposals, and activities; and making available to the public, upon request, all IBC meeting minutes and any documents submitted to or received from funding agencies that those agencies must make available to the public. 

IV. IBC Responsibilities
The College of Staten Island Vice President for Academic Affairs/Provost has charged the campus IBC with reviewing and approving research and teaching activities involving rDNA. The IBC has the responsibility/authority to: 
1. review and grant (or deny) permission for the use of rDNA within the College and/or sponsored by the College; 

2. keep a written record of actions taken in approving or disapproving the use of rDNA and reports involved in the work of the Committee; 
3. approve activities that are found to conform to NIH Guidelines and any other applicable regulations, policies, and common practices relevant to the use of rDNA; 

4. vote on particular projects brought to the attention of the IBC. Approval is necessary before a project involving rDNA can be initiated. A majority vote of the committee is required for approval. No member may be involved in the review of his/her own project;
5. recommend and/or initiate remedial actions when safe procedures are not followed under an authorized rDNA project or when procedures are not in compliance with government regulations or University policy. If necessary, this may involve the termination of permits or authorizations of personnel, or confiscation of materials, and authorize the resumption of operations when the operations are again in compliance with the regulations; 
6. determine the need for a designated Biosafety Officer and delegate to the Biosafety Officer or their designee the authority to review, grant, or deny temporary authorizations for the use of rDNA during the interim between meetings. Such authorizations shall be subject to final approval or denial after a review at the next scheduled Committee meeting;
7. review plans of renovations to or construction of, buildings in which the use and/or storage of rDNA occurs or is contemplated. Reviews shall be performed in a manner to ensure that rDNA materials are not an exposure threat to the University community, public, or the environment. Based upon this review, recommendations may be made affecting the building ventilation system, biosafety cabinet selection, flow rates and filtration of exhaust systems, construction material, furniture, and surface finishes. EHS shall assist the Committee's responsibility in this area and shall report its activities to the committee as appropriate; 
8. will receive and review periodic and/or urgent reports from the researcher/educator regarding rDNA projects as follows:
a. Exposures of individuals biohazards.
b. Loss or theft of biohazardous agents.
c. Status of certifications of biosafety cabinets.
d. Status of certifications of autoclaves.
e. Records of infectious waste disposal.
f. Records of Select Agent purchase/transfer;
9. keep Department Chairpersons, authorized users, and other academic and administrative officers advised of changes in rules and recommendations of various government agencies concerned with biological safety;
10. arrange for and/or conduct a annual management audit of the Biosafety Program. The audit shall include a review of the overall effectiveness of the University Biosafety program. An audit report shall be presented to the University Provost;
11.  Review and approval considerations for NIH grants involving recombinant DNA research;
12. Establish review procedures;
13. Conduct initial review and approve or disapprove all proposals involving recombinant DNA research;
14. Notify investigators of committee decisions; 
15. Review at least annually recombinant DNA research at CSI to ensure compliance with NIH guidelines;
16. Set containment levels as specified in NIH guidelines; 
17. Adopt emergency plans for accidental spills and personal contamination; 
18. Report any problems, violations, accidents, or illnesses to the Provost and to NIH/OBA; 
19. Withhold authorization of any experiments not explicitly covered by NIH guidelines until NIH establishes the containment requirements; 
20. Maintain records of meeting minutes, protocol reviews, and other documents related to the committee's work and the use of recombinant DNA at the College; 
21. Arrange for dissemination of review requirements, containment levels, emergency plans, and other information related to recombinant DNA research to researchers and technical staff. 

http://oba.od.nih.gov/rdna/nih_guidelines_oba.html
V. IBC Membership

The IBC shall consist of no less than five members, including:
· A Chairperson

· A Vice Chairperson

· at least two members who are not affiliated with the institution (apart from their membership on the Institutional Biosafety Committee) and who represent the interest of the surrounding community with respect to health and protection of the environment (e.g., officials of state or local public health or environmental protection agencies, members of other local governmental bodies, or persons active in medical, occupational health, or environmental concerns in the community).
· at least one individual with expertise in plant, plant pathogen, or plant pest containment principles
· at least one scientist with expertise in animal containment principles
· a individual with Biological Safety expertise 
Additional Membership considerations:

· include persons with expertise in recombinant DNA technology, biological safety, and physical containment
· include or have available as consultants persons knowledgeable in institutional commitments and policies, applicable law, standards of professional conduct and practice, community attitudes, and the environment, and 
· include at least one member representing the laboratory technical staff
 

No member of an IBC may be involved (except to provide information requested by the IBC) in the review or approval of a project in which he/she has been or expects to be engaged or has a direct financial interest. (NIH Guidelines, Section IV-B-2-a-(4))
VI. Principal Investigator Responsibilities

A) General Principal Investigator Responsibilities:

1. Obtain IBC approval before initiating or modifying recombinant DNA research. The research or the proposed modification must be approved by the IBC before the start or implementation (NIH Guidelines, Section IV-B-7-a-(1))
;

2. Determine whether experiments are covered by NIH Guidelines Section III-E
, Experiments that Require Institutional Biosafety Committee Notice Simultaneous with Initiation, and ensure that the appropriate procedures are followed (NIH Guidelines, Section IV-B-7-a-(2))
;
3. As per section IV-B-7-a-(3) of the NIH Guidelines, report any significant problems, violations of the NIH Guidelines, or any significant research-related accidents and illnesses to the CSI Office of Environmental Health and Safety (where applicable), Greenhouse/Animal Facility Director (where applicable), Institutional Biosafety Committee, NIH/OBA, and other appropriate authorities (if applicable) within 30 days.  Reports to NIH/OBA shall be sent to the Office of Biotechnology Activities, National Institutes of Health, 6705 Rockledge Drive, Suite 750, MSC 7985, Bethesda, MD  20892-7985 (20817 for non-USPS mail), 301-496-9838, 301-496-9839 (fax);

4. As per section IV-B-7-a-(4) of the NIH Guidelines, report any new information bearing on the NIH Guidelines to the Institutional Biosafety Committee and to NIH/OBA (reports to NIH/OBA shall be sent to the Office of Biotechnology Activities, National Institutes of Health, 6705 Rockledge Drive, Suite 750, MSC 7985, Bethesda, MD  20892-7985 (20817 for non-USPS mail), 301-496-9838, 301-496-9839 (fax);

5. Be adequately trained in good microbiological techniques (section IV-B-7-a-(5) NIH Guidelines);

6. Adhere to CUNY approved emergency plans for handling accidental spills and personnel contamination; and

7. Comply with shipping requirements for recombinant DNA molecules (see NIH Guidelines Appendix H, Shipment, of the NIH Guidelines for shipping requirements and the Laboratory Safety Monograph for technical recommendations).

B) To be submitted to NIH OBA by the Principal Investigator (as per Section IV-B-7-b of the NIH Guidelines)
:

1. Information to NIH/OBA for certification of new host-vector systems;

2. Petition NIH/OBA, with notice to the Institutional Biosafety Committee, for proposed exemptions to the NIH Guidelines;

3. Petition NIH/OBA, with concurrence of the Institutional Biosafety Committee, for approval to conduct experiments specified in NIH Guidelines Sections III-A-1, Major Actions Under the NIH Guidelines, and III-B, Experiments that Require NIH/OBA and Institutional Biosafety Committee Approval Before Initiation;

4. Petition NIH/OBA for determination of containment for experiments requiring case-by-case review; and

5. Petition NIH/OBA for determination of containment for experiments not covered by the NIH Guidelines.

6. Ensure that all aspects of Appendix M of the NIH Guidelines have been appropriately addressed prior to submission of a human gene transfer experiment to NIH OBA, and provide a letter signed by the Principal Investigator(s) on institutional letterhead acknowledging that the documentation being submitted to NIH OBA complies with the requirements set forth in Appendix M of the NIH Guidelines.  No research participant shall be enrolled (see definition of enrollment in Section I-E-7 of the NIH Guidelines) in a human gene transfer experiment until the RAC review process has been completed (see Appendix M-I-B, RAC Review Requirements of the NIH Guidelines); IBC approval (from the clinical trial site) has been obtained; Institutional Review Board (IRB) approval has been obtained; and all applicable regulatory authorization(s) have been obtained.

7. For a clinical trial site that is added after the RAC review process, no research participant shall be enrolled (see definition of enrollment in Section I-E-7) at the clinical trial site until the following documentation has been submitted to NIH OBA:  (1) IBC approval (from the clinical trial site); (2) IRB approval; (3) IRB-approved informed consent document; (4) curriculum vitae of the principal investigator(s) (no more than two pages in biographical sketch format); and (5) NIH grant number(s) if applicable. 

C) Principal Investigator submitting to the Institutional Biosafety Committee is to (as per NIH Guidelines section IV-B-7-c)
:
1. Make an initial determination of the required levels of physical and biological containment in accordance with the NIH Guidelines;

2. Select appropriate microbiological practices and laboratory techniques to be used for the research;

3. Submit the initial research protocol and any subsequent changes (e.g., changes in the source of DNA or host-vector system), if covered under Sections III-A, III-B, III-C, III-D, or III-E (Experiments Covered by the NIH Guidelines), to the Institutional Biosafety Committee for review and approval or disapproval; and

4. Remain in communication with the Institutional Biosafety Committee throughout the conduct of the project.

D) Prior to Initiating Research (as per NIH Guidelines Section IV-B-7-d) the PI is to:

1. Make available to all laboratory staff the protocols that describe the potential biohazards and the precautions to be taken;

2. Instruct and train laboratory staff in:  
a. the practices and techniques required to ensure safety, and 
b. the procedures for dealing with accidents; and

3. Inform the laboratory staff of the reasons and provisions for any precautionary medical practices advised or requested (e.g., vaccinations or serum collection).

E) During the Conduct of the Research (as per NIH Guidelines Section IV-B-7-e), the PI is to:

1. Supervise the safety performance of the laboratory staff to ensure that the required safety practices and techniques are employed;

2. Investigate and report any significant problems pertaining to the operation and implementation of containment practices and procedures in writing to the Biological 

3. Safety Officer (where applicable), Greenhouse/Animal Facility Director (where applicable), Institutional Biosafety Committee, NIH/OBA, and other appropriate authorities (if applicable);

4. Correct work errors and conditions that may result in the release of recombinant DNA materials; and

5. Ensure the integrity of the physical containment (e.g., biological safety cabinets) and the biological containment (e.g., purity and genotypic and phenotypic characteristics).

6. Comply with reporting requirements for human gene transfer experiments conducted in compliance with the NIH Guidelines (see Appendix M-I-C, Reporting Requirements).

VII. IBC Review of Recombinant DNA Projects
The IBC is charged with the examining the following with regard to projects involving Recombinant DNA:
1. Containment levels; 
a. See NIH Guidelines: Appendix B - Table 1; Appendix G; Appendix I; Appendix ; Appendix P; and Appendix Q 
b. See CDC and NIH Biosafety in Microbiological and Biomedical Laboratories (BMBL) 
c. See American Biological Safety Association’s Risk Group Classification for Infectious Agents. 

2. Facilities; 
3. Institutional procedures and practices; and 
4. Training and expertise of personnel. 

VIII. IBC Review of Human Gene Transfer Experiments

For human gene transfer experiments, IBCs are to review all of the above and ensure that: 
1. All aspects of the requirements for human gene transfer experiments have been addressed by the PI (Appendix M of the NIH Guidelines); 
2. Consideration is given toward the issues raised and recommendations made during the course of Recombinant DNA Advisory Committee (RAC) review, as applicable, along with any responses that the PI may have prepared.
3. Final IBC approval is granted after the Recombinant DNA Advisory Committee (RAC) review process is complete; and 
4. Research projects are in compliance with the institution’s health surveillance requirements and data and adverse event reporting requirements. 
The IBC must review and approve all experiments involving the deliberate transfer of recombinant DNA, or DNA or RNA derived from recombinant DNA, into any human research participants. 
The PI proposing this activity must submit to the IBC information on the: 
1. source of the DNA, 
2. nature of the inserted DNA sequences, 
3. vectors to be used, 
4. information on whether an attempt will be made to obtain expression of a foreign gene (and if so, the protein that will be produced), and 
5. containment conditions that will be implemented. The IBC must ensure that all aspects of Appendix M of the NIH Guidelines have been addressed
No research participants may be enrolled in the study until the RAC review process has been completed and the investigator has obtained IBC approval, Institutional Review Board (IRB) approval, and all applicable regulatory authorizations.
IX. IBC Reports to NIH OBC
 
1. Annual report must include:

a. Cover letter for these documents should clearly indicate that this information is being submitted as the IBC’s annual report.

b. An updated committee roster indicating the role of each committee member (e.g., chair person, contact person, non-institutional members, special experts as relevant, etc.), 
i. The roster must clearly indicate the Chair, contact person, Biological Safety Officer (if applicable), plant expert (if applicable), animal expert (if applicable), human gene therapy expertise or ad hoc consultant(if applicable); and 

c. Biosketches (curricula vitae, résumé) for each member on the committee 

The deadline for your annual report is a year after the insitutions last report.

2. IBC Membership Report Changes:

a. Notification of any changes in committee membership when they occur

b. Cover letter explaining that the report is being submitted to update the IBC’s membership;

c. A revised roster, showing the new member(s) with complete contact information 
i. The roster must clearly indicate the Chair, contact person, Biological Safety Officer (if applicable), plant expert (if applicable), animal expert (if applicable), human gene therapy expertise or ad hoc consultant(if applicable); and 

d. Biosketches (e.g., curricula vitae, résumé) for new members on the IBC. 

3. Where to send IBC Membership and IBC Annual Reports:

Email:



JohnsoM1@od.nih.gov
Fax:



301-496-9839

Attn: Michelle Johnson-Lancaster

Express Mail:

Michelle Johnson-Lancaster

(ups, fed ex, etc…)

IBC Coordinator






National Institutes of Health






Office of Biotechnology Activities






6705 Rockledge Drive, Suite 750






Bethesda, Maryland 20817-1814

Regular Mail:


Michelle Johnson-Lancaster






IBC Coordinator






National Institutes of Health






Office of Biotechnology Activities






6705 Rockledge Drive, Suite 750






Bethesda, Maryland 20892-7985

4. Submitting Reports of Incidents, Accidents, or Violations to NIH OBA 

a. Section IV-B-2-b-(7) of the NIH Guidelines states that IBCs should report 
i. significant problems and/or, violations of the NIH Guidelines (within 30 days), 
ii. significant research-related accidents and illnesses (within 30 days), 
iii. spills or accidents in BL2 laboratories resulting in an overt exposure (immediately reported to NIH OBA, and CSI IBC), 

iv. spills or accidents occurring in high containment (BL3 or BL4) laboratories resulting in an overt or potential exposure must be immediately reported to NIH OBA (as well as the IBC, and BSO). 
Incident reports should include sufficient information to allow for an understanding of the nature and consequences of the incident, as well as its cause. A detailed report should also include the measures that the institution took in response to mitigate the problem and to preclude its reoccurrence.
5. Where Incident reports to NIH OBC should be sent:

Email:



HarrisKath@od.nih.gov
Fax:



301-496-9839

Attn: Dr. Kathryn Harris
Express Mail:

Dr. Kathryn Harris
(ups, fed ex, etc…)

National Institutes of Health






Office of Biotechnology Activities






6705 Rockledge Drive, Suite 750






Bethesda, Maryland 20817-1814

Regular Mail:


Dr. Kathryn Harris





National Institutes of Health






Office of Biotechnology Activities






6705 Rockledge Drive, Suite 750






Bethesda, Maryland 20892-7985

X. IBC Meetings
As per Section IV-B-2-a-(7) of the NIH Guidelines, IBC meetings can not be conducted via email. Face to face meetings are preferred. However, teleconferencing is permissible.  Additional requirements are:

1. Minutes must be taken of all convened IBC meetings and be made available for inspection. 

2. A “quorum”, a simple majority (>50%) of voting members, must be present when voting is undertaken.

3. The quorum must include an individual with expertise in plant, plant pathogens or plant containment principles when experiments utilizing Appendix P of the NIH Guidelines are being conducted. When such research is being reviewed, a plant expert should be present. Similarly if research covered under Appendix Q is being reviewed, animal containment expertise would be required.
4. The IBC will hold a convened meeting as needed but no less than once annually.

NIH encourages institutions to accommodate public attendance at meetings (Section IV-B-2-a-(6), NIH Guidelines)
XI. Environmental Health and Safety

1. Laboratory Safety - Overview
The CSI Environmental Health and Safety (EHS) Office is responsible for ensuring that College laboratory safety policies are followed in campus research and teaching laboratories. 
The IBC at CSI has adopted the Campus’ and University’s EHS policies with regard to:

1. Chemical Hygiene: 

http://www.csi.cuny.edu/administration/finance/ehs/lab.html 

2. Right to Know and Hazard Communication Plan: http://www.csi.cuny.edu/administration/finance/ehs/occupational.html 

3. Fall Protection Plan:
http://www.csi.cuny.edu/administration/finance/ehs/occupational.html 

4. Energy Control Program / LO-TO (Lockout/Tagout):

http://www.csi.cuny.edu/administration/finance/ehs/occupational.html
5. CUNY Laboratory Safety Manual:

http://www.cuny.edu/about/administration/offices/ehsrm.html 

2. Occupational Health and Safety

NIH Comparison of Good Large Scale Practice (GLSP) 

and Biosafety Level (BL) - Large Scale (LS) Practice

	CRITERION


	GLSP
	BL1-LS
	BL2-LS
	BL3-LS

	1.
	Formulate and implement institutional codes of practice for safety of personnel and adequate control of hygiene and safety measures.


	X
	X
	X
	X

	2.
	Provide adequate written instructions and training of personnel to keep work place clean and tidy and to keep exposure to biological, chemical or physical agents at a level that does not adversely affect

health and safety of employees.


	X
	X
	X
	X

	3.
	Provide changing and hand washing facilities as well as protective clothing, appropriate to the risk, to be worn during work.


	X
	X
	X
	X

	4.
	Prohibit eating, drinking, smoking, mouth pipetting, and applying cosmetics in the work place.


	X
	
	
	

	5.
	Internal accident reporting.


	X
	X
	X
	X

	6.
	Medical surveillance.


	
	
	X
	X

	7.
	Viable organisms should be handled in a system that physically separates the process from the external environment (closed system or other primary containment). 


	
	X
	X
	X

	8.
	Culture fluids not removed from a system until organisms are inactivated.


	
	X
	X
	X

	9.
	Inactivation of waste solutions and materials with respect to their biohazard potential. 


	X
	X
	X
	X

	10.
	Control of aerosols by engineering or procedural controls to prevent or minimize release of organisms during sampling from a system,

addition of materials to a system, transfer of cultivated cells, and removal of material, products, and effluent from a system. 


	Minimize

Procedure

X
	Minimize

Engineer

X
	Prevent

Engineer

X
	Prevent

Engineer

X

	11.
	Treatment of exhaust gases from a closed system to minimize or prevent release of viable organisms.


	
	Minimize

X
	Prevent

X
	Prevent

X

	12.
	Closed system that has contained viable organisms not to be opened until sterilized by a validated procedure.


	
	X
	X
	X

	13.
	Closed system to be maintained at as a low pressure as possible to maintain integrity of containment features. 


	
	
	
	X

	14.
	Rotating seals and other penetrations into closed system designed to prevent or minimize leakage.


	
	
	X
	X

	15.
	Closed system shall incorporate monitoring or sensing devices to monitor the integrity of containment.


	
	
	X
	X

	16.
	Validated integrity testing of closed containment system.


	
	
	X
	X

	17.
	Closed system to be permanently identified for record keeping purposes.


	
	
	X
	X

	18.
	Universal biosafety sign to be posted on each closed system.


	
	
	X
	X

	19.
	Emergency plans required for handling large losses of cultures.


	X
	X
	X
	X

	20.
	Access to the work place.


	
	X
	X
	X

	21.
	Requirements for controlled access area.


	
	
	
	X


3. Bloodborne Pathogens 

As Per NIH:
 Individuals working with human immunodeficiency virus (HIV), hepatitis B virus (HBV) or other bloodborne pathogens should consult the applicable Occupational Safety and Health Administration (OSHA) regulation, 29 CFR 1910.1030, and OSHA publication 3127 (1996 revised). BL2 containment is recommended for activities involving all blood-contaminated clinical specimens, body fluids, and tissues from all humans, or from HIV- or HBV-infected or inoculated laboratory animals. Activities such as the production of research-laboratory scale quantities of HIV or other bloodborne pathogens, manipulating concentrated virus preparations, or conducting procedures that may produce droplets or aerosols, are performed in a BL2 facility using the additional practices and containment equipment recommended for BL3. Activities involving industrial scale volumes or preparations of concentrated HIV are conducted in a BL3 facility, or BL3 Large Scale if appropriate, using BL3 practices and containment equipment.

Elements of OSHA standards require the following:

1. A written exposure control plan designed to eliminate or minimize worker exposure to bloodborne pathogens 

2. Compliance with universal precautions (an infection control principle that treats all human blood and other potentially infectious materials as infectious) 

3. Engineering controls and work practices to eliminate or minimize worker exposure 

4. Personal protective equipment (if engineering controls and work practices do not eliminate occupational exposures) 

5. Prohibition of bending, recapping, or removing contaminated needles and other sharps unless such an act is required by a specific procedure or has no feasible alternative 

6. Prohibition of shearing or breaking contaminated needles (OSHA defines contaminated as the presence or the reasonably anticipated presence of blood or other potentially infectious materials on an item or surface) 

7. Free hepatitis B vaccinations offered to workers with occupational exposure to bloodborne pathogens 

8. Worker training in appropriate engineering controls and work practices 

9. Post-exposure evaluation and follow-up, including post-exposure prophylaxis when appropriate 
To meet the requirements of OSHA, the IBC has adopted the CSI Office of Environmental Health and Safety’s (OHS) SOP entitled Bloodborne Pathogens Infection Control Plan (BBP). This policy must be referenced and followed by all PIs, Educators, and staff doing research involving bloodborne pathogens. This SOP can be found at:

http://www.csi.cuny.edu/administration/finance/ehs/PDF/BBP%20Plan.pdf 

� NIH Key Definitions, � HYPERLINK "http://oba.od.nih.gov/rdna_ibc/ibc_definitions.html" ��http://oba.od.nih.gov/rdna_ibc/ibc_definitions.html� 


� NIH Guidelines Appendix K, � HYPERLINK "http://oba.od.nih.gov/oba/rac/guidelines_02/NIH_Gdlines_2002prn.pdf" ��http://oba.od.nih.gov/oba/rac/guidelines_02/NIH_Gdlines_2002prn.pdf� 


� Frequently Asked Questions: http://oba.od.nih.gov/rdna_ibc/ibc_faq.html#IBC_FAQ_RR


� NIH Guidelines: � HYPERLINK "http://oba.od.nih.gov/oba/rac/guidelines_02/NIH_Guidelines_Apr_02.htm" ��http://oba.od.nih.gov/oba/rac/guidelines_02/NIH_Guidelines_Apr_02.htm� 


� NIH Office of Biotechnology Activities: � HYPERLINK "http://oba.od.nih.gov/oba/index.html" ��http://oba.od.nih.gov/oba/index.html� 


� Information About the rDNA Advisory Committee: � HYPERLINK "http://oba.od.nih.gov/rdna_rac/rac_about.html" ��http://oba.od.nih.gov/rdna_rac/rac_about.html� 


� Charter of the rDNA Advisory Committee: � HYPERLINK "http://oba.od.nih.gov/oba/RAC/RACCharter2009.pdf" ��http://oba.od.nih.gov/oba/RAC/RACCharter2009.pdf� 


� � HYPERLINK "http://oba.od.nih.gov/rdna/nih_guidelines_oba.html" ��http://oba.od.nih.gov/rdna/nih_guidelines_oba.html� 


� � HYPERLINK "http://oba.od.nih.gov/oba/rac/guidelines_02/NIH_Guidelines_Apr_02.htm#_Section_III-E._Experiments#_Section_III-E._Experiments" ��http://oba.od.nih.gov/oba/rac/guidelines_02/NIH_Guidelines_Apr_02.htm#_Section_III-E._Experiments#_Section_III-E._Experiments� 


� � HYPERLINK "http://oba.od.nih.gov/rdna/nih_guidelines_oba.html" ��http://oba.od.nih.gov/rdna/nih_guidelines_oba.html� 


� � HYPERLINK "http://oba.od.nih.gov/rdna/nih_guidelines_oba.html" ��http://oba.od.nih.gov/rdna/nih_guidelines_oba.html� 


� ibid


� NIH OBC: National Institutes of Health Office of Biotechnology Activities





� NIH Guidelines; Pg 94;  � HYPERLINK "http://oba.od.nih.gov/oba/rac/guidelines_02/NIH_Gdlines_2002prn.pdf" ��http://oba.od.nih.gov/oba/rac/guidelines_02/NIH_Gdlines_2002prn.pdf� 


� NIH Guidelines; Pg 12; � HYPERLINK "http://oba.od.nih.gov/oba/rac/guidelines_02/NIH_Gdlines_2002prn.pdf" ��http://oba.od.nih.gov/oba/rac/guidelines_02/NIH_Gdlines_2002prn.pdf�
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