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I. Mission Statement

Through the Institutional Biosafety Committee (IBC), the Uniformed Services University of the Health Sciences (USU) is actively committed to preserving the health and safety of its students, staff, and faculty, and to protecting the environment and the community.  It is recognized that the use of potentially pathogenic microorganisms and organisms containing recombinant DNA (rDNA) is necessary in university research and teaching laboratories. To ensure the safe handling of these organisms, the University requires compliance with the NIH Guidelines, the rules of 42 CFR 72 & 73, and the recommendations in the Biosafety in Microbiological and Biomedical Laboratories (BMBL).  Compliance with all other applicable federal, state, and local regulations is also required.

II. Roles and Responsibilities

A. Institution – USU
1. The Institutional responsibilities include the establishment and support of an IBC and Department of Environmental Health and Occupational Safety (EHS).

2. The appointment of an Institutional Official (IO) responsible for Biosafety-related matters. The IO for USUHS is the Vice President for Research, who will oversee the appointment of members to the IBC.

3. Ensure appropriate training for IBC members and staff, PIs, and laboratory staff.

4. Establish and maintain a health surveillance program for personnel engaged in large- scale research or production activities or engaged in animal research involving viable rDNA-containing microorganisms that require BSL-3 containment.

5. Report any significant problems or violations to the NIH Office of Biotechnology DNA Activities (OBA) within 30 days.

B. The Institutional Biosafety Committee

The IBC is a University wide committee charged with reviewing policies and procedures related to the use of biological agents, including: human pathogens, oncogenic viruses, other infectious agents, and recombinant DNA. The Committee must:

1. Review and approve containment levels of rDNA research conducted at or sponsored by the University for compliance with the NIH Guidelines, and approve those research projects that are found to conform with the NIH Guidelines.

2. Review research involving infectious agents conducted at or sponsored by the University for compliance with the guidelines in Biosafety in Microbiological and Biomedical Laboratories (BMBL), and approve those research projects that are found to conform with the recommendations in BMBL.

3. Notify the Principal Investigator (PI) of the results of the IBC’s review and approval or disapproval, and seek clarifying information as necessary in making approval/disapproval decisions.

4. Recommend bio-containment levels in accordance with NIH and Centers for Disease Control and Prevention (CDC) guidelines, and adopt emergency plans covering accidental spills and personnel contamination.

5. Report any significant problems with, or violations of, the NIH Guidelines and any significant related accident or illness to the appropriate Institutional Official and to the NIH OBA within 30 days.

6. Follow the guidelines for membership defined by NIH.

C. Chairperson, Institutional Biosafety Committee

1. Ensure that the IBC is properly constituted as described in Section III of this document and fulfills its requirements under the appropriate regulations, rules, etc.
2. Ensure that all members of the IBC are appropriately trained with regard to laboratory safety and implementation of the NIH Guidelines and Biosafety in Microbiological and Biomedical Laboratories recommendations.

3. Conduct meetings and serve as the signatory for correspondence generated by the IBC.

D. Vice-Chairperson

1. Serve as Chairperson in the absence of the Chairperson and ensure that all Chairperson duties are fulfilled.

E. Biological Safety Officer (BSO)

The Biosafety Officer (BSO) is responsible for implementation and maintenance of the Biosafety Program.  The BSO duties include, but are not necessarily limited to:

1. Consultation with faculty, staff, and the IBC regarding development and implementation policies and procedures to reduce the risks of work with biohazardous materials with consideration given to having minimal interference with the conduct of research and teaching.

2. Providing technical advice and training as necessary to the IBC and researchers on laboratory containment concerning Biosafety and biosecurity procedures.

3. Conduct annual Biosafety Audits of PI and laboratory space under their supervision.

4. Assisting in the development of emergency plans regarding the handling of spills and personnel contamination.

5. Assisting in the development of the Biosafety Manual and other related documents.

6. Reviewing infectious waste disposal policies and procedures to comply with state, federal, and DoD regulations.

7. Investigating laboratory accidents/incidents and reporting details and violations (if found) to the IBC per NIH Guidelines.

8. Serve as a voting member on the IBC.

F. Center for Environmental Health & Occupational Safety (EHS)

The Center for Environmental Health and Occupational Safety (EHS) is the operational arm of the IBC. EHS provides instruction and training on safe work practices, conducts routine inspections of laboratories and work areas, investigates accidents and recommends preventative measures and corrective actions, reviews research protocols involving hazardous materials, reviews construction design for safety features and responds to emergencies. EHS must:

1. Prepare and distribute a Biosafety Manual, with revisions as necessary.

2. Receive and dispose of Biological Waste (also referred to as Biological, Pathological and Medical Waste – BPMW) or Regulated Medical Waste.

3. Coordinate and provide routine laboratory safety, hazard communication and blood borne pathogen training to effected workers.  (Laboratory specific/agent specific training is provided by the Principal Investigator.)

4. Provide assistance to investigators in performing work hazard risk assessments as necessary.

5. Conduct Biosafety inspections of all laboratories at USUHS.

6. Inspect laboratory-specific Biosafety Plans/documentation and review PI training records for currency of training annual laboratory health and safety inspections as periodically as necessary.

7. Provides medical surveillance services as required by the OSHA Bloodborne Pathogen Standard (CFR 1910.1030), and as recommended in the BMBL and NIH Guidelines.

8. Provide necessary vaccinations (as may be required) to occupational workers.

G. Principal Investigator (PI)

The PI is responsible for full compliance with approved research protocols, the NIH Guidelines, the Occupational Safety and Health Administration (OSHA) Bloodborne Pathogen Standard (human derived materials), the USUHS Biosafety Manual (Instruction 6401), and other local, state and federal regulations that apply to research. In addition the PI will:

1. Submit a Hazardous Biological Agents Use Protocol for all research projects. This must be completed and approved by the IBC before any research can occur. 










2. Register the following experiments with the IBC, as required:
a) Recombinant DNA activities.
b) Work with infectious agents.
c) Experiments involving the use of human blood or other potentially infectious materials, such as unfixed human tissues, primary human cell lines, and certain body fluids.
d) Animal and plant pathogens.

3. Assess the risks of experiments and investigate all safety aspects of planned experimental work.

4. Inform all individuals participating in the experiment of all potential hazards associated with the work.

5. Prepare and maintain a basic Biosafety manual for laboratories that includes records of training.

6. Ensure that personnel working under an approved protocol obtain any necessary immunizations, if required. (Refer to Occupational Medicine/EHS.)

7. Ensure the safe operation of laboratories, proper maintenance and care of equipment, safe handling of bio-hazardous material and waste disposal.

8. Train laboratory personnel in safe work practices.

H. Employee/Laboratory Personnel

1. Follow the University’s health and safety policies, follow laboratory specific procedures, and the instructions of the responsible PI and BSO.

2. Attend all required laboratory safety and Biosafety training.

3. Immediately report any hazardous or potentially unsafe condition to his/her Supervisor and/or BSO.

I. Other Departments within the University

Responsibilities concerning safety that fall within the duties of other departments (Facilities, Security, Logistics, and Laboratory of Animal Medicine) within the University are spelled out within the USUHS Biosafety Manual, Instruction 6401.












III. Committee Composition and Structure

The following guidelines will apply to the IBC composition and structure:

A. The Chair is appointed by the IO.  The Chair shall have served at least one year as a member of the IBC and shall serve as Chair for a term of three years. Service as Chair will be renewable for additional terms, if agreeable.

B. The Vice-Chair is appointed by the IO.  The Vice-Chair executes the responsibilities of the Chair in the Chair’s absence.  It is recommended that the Vice-Chair should have served at least one year as a member of the IBC and shall serve as Vice-Chair for a term of three years. Service as Vice-Chair will be renewable for additional terms, if agreeable.

C. The IBC must be comprised of no fewer than five members selected to have the collective experience necessary to assess the safety of the proposed research. Each voting member will have a designated alternate who may execute the responsibilities of the designated member when absent.  Alternate members are encouraged to attend all meetings but may only count toward a quorum and vote in the absence of their corresponding regular member.

D. Committee members are appointed by the IO with consideration of the IBC, BSO, and Departmental Chair recommendations. Committee members shall serve for a term of three years. Service will be renewable for additional terms, if agreeable.  Committee members who have a term of three years and choose to discontinue service shall suggest potential replacements.

E. The Institutional Biosafety Officer shall be a member of the committee.

F. At least two members shall not be affiliated with the institution, apart from their membership on the IBC.

G. The IBC shall include at least one individual with expertise in animal containment principles when experiments involving recombinant DNA-containing animals, or DNA derived there from, or animal-associated biohazardous agents are being conducted.  Ad hoc consultants may be used to fulfill this need as necessary.

H. The IBC shall include at least one individual with expertise in rDNA research involving human research subjects when experiments involving rDNA and human subjects are being conducted. Ad hoc consultants may be used to fulfill this need as necessary.

I. The IBC shall include at least one individual with expertise in plant, plant pathogen, or plant pest containment principles when experiments involving recombinant DNA- containing plants, plant-associated biohazardous agents, and plant-associated small animals are being conducted. Ad hoc consultants may be used to fulfill this need as necessary.







IV. Conducting General Committee Business

A. A quorum consisting of a simple majority of the regular committee members is required to conduct business.

B. Meetings will be held monthly at a standing time and date.

1. Additional meetings may be called as needed.

2. If there are no applications submitted for review which require approval before initiation, the next scheduled meeting may be cancelled.

C. Any member of the Committee may call for a roll call vote on any issue(s) being reviewed, discussed, or decided by the IBC.

D. Conflict of interest.

1. No member of the 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.

2. If for any reason an IBC member believes he/she have a conflict of interest in the review or approval of a project, they may recues themselves at any time. The IBC member will not be required to give a reason for the recusal unless they so desire. Common examples of conflicts of interest include but are not limited to mentoring, supervisory, or recent collaborative relationships between the IBC member and the project investigators.

E. Any Committee member, acting on their behalf or on the behalf of a non-member, may call for an investigation by the IBC of laboratories or actions not in compliance with appropriate safety guidelines, for a potential protocol violation, or for work being conducted without an approved protocol.

F. Management of applications containing proprietary information.

1. To avoid unintended disclosure of proprietary information, the applicant should submit a letter along with the application specifying that proprietary information is contained in the application. Types of information which may be considered proprietary:

a) New and/or novel ideas.

b) Written contract or agreement.

c) New commercial uses of a process, device, or chemical.

d) Potentially patentable items.

2. The above list is not inclusive. When questions arise relating to specific guidelines or matters which may be unclear, investigators should contact the Legal department/patent office (Joint Officer of Technical Transfer.

3. The application will be discussed in executive session. An executive session is here defined as a convening of only members listed on the current IBC roster.

4. Following the executive session, the IBC will reconvene in open meetings for the purpose of a formal vote on any actions conducted during the executive session.

V. Protocol Review Procedures

A. New Application Submission and Review Procedures:

1. Anyone intending to perform activities involving recombinant DNA or biohazardous agents must submit an application to the IBC for consideration, including those activities which are exempt from the NIH Guidelines.

2. All new applications will be pre-reviewed by the BSO. The BSO will distribute the protocol to committee members for review at the next scheduled meeting provided:

a) Sufficient information is provided within the submitted application. The BSO will provide feedback on the completeness and clarity of the application to the PI who will then make any necessary changes to make it suitable for IBC review.

b) The Principal Investigator’s chemical and biological inventories are current and reviewed within the last year and the Principal Investigator’s training is up to date.

c) All laboratory rooms listed in the application have undergone an annual biosafety audit within the last year.

3. Applications will be handled as follows depending on initial classification:

a) New applications that are considered to be exempt will be forwarded to the IBC Chair for confirmation and signature of approval.  Approval notification will be sent to the PI and Office of Research. Application information and approval will be presented to IBC members at the next scheduled committee meeting.

b) New applications that require IBC notification simultaneous with initiation will be forwarded to the IBC Chair for confirmation and distributed to all members and ad hoc consultants for review. Any disagreement of classification of the application will immediately be reported to the Chair and BSO. The BSO

or Chair will notify the PI if a classification change is required and request that any work be stopped until review and approval by the full committee.

c) New applications that require IBC approval before work can be initiated will be distributed to all members and ad hoc consultants for review.

a. Projects considered Major Actions and falling under Section III-A of the NIH Guidelines must also submit relevant information on the proposed experiment to NIH/OBA, reviewed by RAC, and approved by the NIH Director in addition to USU IBC approval before experiments can be initiated.

b. Projects involving transfer of drug resistance to microorganisms and falling under Section III-B must also submit relevant information on the proposed experiment to NIH/OBA in addition to USU IBC approval before experiments can be initiated.

c. Projects involving deliberate transfer of recombinant DNA into human subjects must undergo RAC review and receive IRB approval in addition to USU IBC approval before participants can be approved.

4. PIs may be invited to present their application to the committee and to be available to answer committee questions.  In such cases, the PI will be excused prior to discussion and voting.

5. Following review, one of four determinations will be made:

a) Approved – Application approved without restrictions.

b) Approved pending modifications – Application was approved with some restrictions. These restrictions will be attached and signed by the Chair.  The project shall not be initiated until the restrictions have been removed or satisfied.

c) Deferred – pending receipt of additional information and /or clarifications. Any such tabled application shall be reconsidered at the next convened meeting after receipt of requested information.

d) Disapproved – Application was disapproved. The reasons for disapproval are to be attached and signed by the chair.

6. Notification of Approval will be sent to the PI and the Office of Research.









B. Modification/Amendments

1. Any modifications/amendments of an application must be submitted using the Application for USUHS IBC Project Review form.

2. All changes must be approved by the IBC.  Changes include but are not limited to changes in biohazardous agent, Biosafety level, personnel, project location, and procedures.  Substantial changes may require a new application.

3. The procedures for approving modifications/amendments reviews are the same as those described above for new applications, with the exception that personnel and project location changes may be administratively approved.

VI. Program Review

A. [bookmark: _GoBack]The IBC should conduct a periodic self-evaluation of its overall program.  This review will be an agenda item at least annually.  Items reviewed, but not limited to, will include its Guidelines and Policies document, IBC related forms, and previous year activities.
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