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Office of Environmental Health and Safety

Chemical/Biological Safety Section

1101 E. Marshall Street

P.O. Box 980112

Richmond, Virginia 23298-0112

804 828-4404

MEMORANDUM OF UNDERSTANDING AND AGREEMENT

	IBC Use Only

Date of IBC review: _______________

□  Approved


□  Rejected

IBC Facility Insp. Date:____________

□  In Compliance

□  Unsatisfactory

Biosafety Office reviewer___________


Research Involving Recombinant DNA/Biohazardous Agents 
Principal Investigator:      
Telephone Number:      
Address:       
I attest that the information contained in the attached application, dated     , is accurate and complete.  I agree to comply with the requirements pertaining to handling, shipment, and transfer of biohazardous agents and recombinant DNA.  I am familiar with and agree to abide by the provisions of the current NIH/CDC Guidelines and other federal, state, and local regulations pertaining to the proposed project.

I further attest that all research personnel under my jurisdiction are properly trained, such training is documented, all laboratory personnel understand the potential biological hazards, proposed precautions, appropriate emergency procedures, and that the practices and techniques required to ensure safety will be followed.  I agree to accept responsibility for training of all laboratory workers covered by this MUA.

Written reports will be submitted to the Institutional Biosafety Committee (IBC) through the Biosafety Office concerning:

1.
Any accident that results in inoculation, ingestion, or inhalation of biohazardous agents or recombinant DNA or any incident causing serious exposures of personnel or danger of environmental contamination.

2.
Any problems pertaining to the operation and implementation of biological and physical containment safety procedures or equipment or facility failure.

3.
Any new information bearing on the NIH Guidelines such as technical information relating to hazards and safety procedures or innovations.

I will not carry out the work described in the attached application until the application has been approved by the IBC and all sponsoring agency requirements have been met.  

Signature of Principal Investigator: ___________________________________ 

Date:
     
VIRGINIA COMMONWEALTH UNIVERSITY

INSTITUTIONAL BIOSAFETY COMMITTEE

Request for Institutional Review/Approval for Research Involving Biohazardous Agents and/or Recombinant DNA
(Please complete the following form electronically or print clearly)

This Memorandum of Understanding and Agreement (MUA) is valid for THREE years beyond the indicated IBC approval date.  All MUAs will require completion of an onsite preliminary facility inspection which will include the Principal Investigator (PI) and an IBC inspector.  Continued IBC approval of MUAs will be dependent upon annual compliance inspections thereafter.  If research in relation to this protocol continues beyond the completion of the 3-year cycle, full renewal of MUA will be required.
	Principal Investigator:       

	Title:       
	Phone Number:       

	Department:       
	E-Mail Address:       

	Box Number:       
	Fax Number:       

	Title of Research Project:       

	     

	Grant Title (if different):       

	

	List all Biohazardous/rDNA agent(s) involved in protocol:        

	Biosafety Level:       

	Project Duration -  From:       
	To:       

	Project Sponsor:       


	OTHER INSTITUTIONAL REVIEWS/APPROVALS:  

	IACUC

	
Use of Animals:   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	Approval Received:   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	
Animal Biosafety Level:       
	Protocol Number (s):       

	Human Use Committee

	
Use of Human Subjects:   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	Approval Received:   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No


PERSONNEL:  List all protocol staff and include other personnel who may be at risk of exposure.  Only those personnel identified below are granted IBC approval for work on this protocol.  Online training modules may be found at http://www.vcu.edu/oehs/chemical/training/modules.html, research staff are required to complete and demonstrate proficiency on all modules applicable to their job description at the discretion of the PI.  As a minimum, laboratory personnel should complete the laboratory safety core module.  “Task specific training” pertains to familiarizing staff regarding the hazards present within their workplace and/or their job description.  PIs or laboratory managers will maintain documentation within their central files which verifies that each employee has completed all required and designated elements of online and task-specific training.

	Name
	Title
	Date of safety training

	     
	     
	Online training      
Task specific training     

	     
	     
	Online training     
Task specific training     

	     
	     
	Online training      
Task specific training     

	     
	     
	Online training      
Task specific training     

	     
	     
	Online training      
Task specific training      


LOCATIONS OF EXPERIMENTS, STORAGE OF AGENTS, AND TRANSPORTATION
Approval of this protocol is granted only for those location(s) designated below.  The PI is responsible for notifying the Biosafety Office if the designated experiment/storage locations change.  

	
	Building
	Room
	Biosafety Level
	Shared Room1

	Waste Disposal2


	Location(s)

Where

Study

is

Conducted
	     
	     
	     
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

	
	     
	     
	     
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

	
	     
	     
	     
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

	
	     
	     
	     
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

	Location(s)

Where the

Agent(s) are

Stored
	     
	     
	     
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
	

	
	     
	     
	     
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
	

	
	     
	     
	     
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
	


1 Indicate if room is used by more than one PI

2 Indicate if biological/infectious waste is picked up from this room
BIOLOGICAL SAFETY CABINETS:  Biological safety cabinets (BSCs) utilized for research activities classified at BSL-2 or greater must be certified annually in accordance with the National Sanitation Foundation - Standard 49 (NSF-49).  The IBC strongly recommends that an NSF-49 accredited testing consultant is utilized for BSC certification.  Protocols classified at BSL-2 or greater will not be approved unless a valid BSC is listed below or a hazard assessment verifying per CDC/NIH publication:  "Biosafety in Microbiological and Biomedical Laboratories, 5th edtion" (BMBL) that the agent does not pose an aerosol risk and a description of prudent benchtop practices (per BMBL) is included in the Project Description. 
	Building
	Room
	Class (I, II, or III)
	Type (for Class II only: A1, A2, B1, or B2)
	Manufacturer/

Model
	Date Of Most Recent Certification

	 FORMDROPDOWN 

	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	     
	     

	 FORMDROPDOWN 

	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	     
	     

	     
	     
	     
	     
	     
	     


AEROSOL PRODUCING ACTIVITIES  

	Will a cell sorter be utilized for processing of biohazardous and/or rDNA materials?*
	YES  FORMCHECKBOX 

	NO  FORMCHECKBOX 


	Will sonication of tissues/cells with biological and/or rDNA hazards be performed?** 
	YES  FORMCHECKBOX 

	NO  FORMCHECKBOX 


	Will centrifuging of infectious/rDNA materials be performed?**
	YES  FORMCHECKBOX 

	NO  FORMCHECKBOX 


	Will any other procedures with potential for producing hazardous aerosols be performed?**
	YES  FORMCHECKBOX 

	NO  FORMCHECKBOX 



*Cell sorting of materials with potential biological and/or rDNA hazards requires prior approval from the cell sorting (flow cytometry) facility manager and the IBC.  Researchers wishing to conduct sorting of materials with biological and/or rDNA hazards must provide SOPs detailing personal protection equipment (PPE), containment engineering controls, and safety protocols to be implemented for minimizing health and safety hazards in the project description.  

**Engineering controls, PPE, work procedures, and safety precautions for minimizing personnel exposure must be identified in the project description.

LABORATORY BIOSAFETY MANUAL:  The BMBL requires that a laboratory-specific biosafety manual which addresses emergency response procedures and other health and safety concerns be developed for all research facilities performing work classified at BSL-1 or greater.  The Biosafety Office offers a University Model Biosafety Manual to aid researchers in the fulfillment of this requirement. 

	Has a laboratory-specific biosafety manual been developed for all research facilities involved in this protocol?
	YES  FORMCHECKBOX 

	NO  FORMCHECKBOX 



NEEDLE RECAPPING:  Recapping of needles and other sharps without justification is prohibited.  If protocol-specific procedures require recapping, IBC approval/permission must be obtained through completion/submission of a needle recapping waiver form.  

	Is needle recapping anticipated during the execution of this protocol?
	YES  FORMCHECKBOX 
 


	NO  FORMCHECKBOX 


	If  yes, has a needle recapping waiver form been approved by the IBC?

	YES  FORMCHECKBOX 

	NO  FORMCHECKBOX 



PROJECT DESCRIPTION:  Attach a short (preferably 1 page or less) summary of the project in lay language for review by the Institutional Biosafety Committee.  A risk assessment for all materials with potential biological and rDNA hazards must be included within the project description.  Refer to the BMBL for additional information regarding risk assessment criteria. 

RESEARCH INVOLVING RECOMBINANT DNA:  Pertains only to recombinant DNA molecules and organisms and viruses containing recombinant DNA molecules, exclusive of naturally occurring biohazardous agents as detailed in the NIH Guidelines for Research Involving Recombinant DNA Molecules, 2002 revision.  Please provide the following information or reference section where provided in project description:
1.  Sources of DNA (species, organ, or tissues, etc.):  
2.  Nature of the inserted DNA sequence:  
3.  Description of vectors and hosts:  
4.  Hazard Assessment:  indicate potential risk to personnel and primary route(s) of infection and provide summary of work methods, personal protective equipment, and engineering control to be employed to limit exposure potential:  
5.  Will the research involve deliberate transfer of a drug resistance trait to a microorganism(s)?  
6.  Will a deliberate attempt be made to obtain expression of a foreign gene?  If so, what protein will be produced? 
7.  Refer to Section III of the NIH rDNA Guidelines for completing this section:

      a.  Appropriate NIH rDNA Section(s) for rDNA applications in protocol:  
      b.  Does NIH classify the proposed  rDNA applications as: 

            FORMCHECKBOX 
   Exempt (Section III-F only), or 

            FORMCHECKBOX 
   Nonexempt (includes Sections III-A, III-B, III-C, III-D, and III-E)

      c.  Appropriate Biosafety Level:  
8.  Procedures for storage, transport (both within and outside VCU), and disposal:  
9.  Culture volumes in excess of 10 liters are prohibited; indicate maximum anticipated volume of culture:  
10.  Provide brief details of the medical surveillance practices recommended in the agent summary statement of the BMBL for personnel at risk:  
RESEARCH INVOLVING BIOHAZARDOUS AGENTS:  Pertains only to agents classified at BSL-2 or greater, exclusive of recombinant DNA constructs.  Criteria for conducting hazard assessment and a partial listing of common biohazardous agents utilized in research is provided in the BMBL.  Please provide the following information or reference section where provided in project description:

1.  Name of the agent(s):  
2.  Source of the agent (from where the agent was acquired):  
3.  Biosafety level (relevant sections of the CDC-NIH Guidelines to be cited):  
4.  Purpose of biohazardous agents in this project:  
5.  Hazard Assessment:  indicate potential risk to personnel and primary route(s) of infection and provide summary of work methods, personal protective equipment, and engineering control to be employed to limit exposure potential: 
6.  Procedures for storage, transport (both within and outside VCU), and disposal:  
7.  Volume and concentration of agents to be generated (culture volumes in excess of 10 liters are prohibited without prior IBC approval):  
8.  Provide brief details of the medical surveillance practices recommended in the agent summary statement of the BMBL for personnel at risk:  
RESEARCH INVOLVING HUMAN/PRIMATE BLOOD, CELL LINES, AND TISSUE CULTURES:

The OSHA Bloodborne Pathogens Standard is to be applied for all human cells, blood, and tissue cultures.  The BMBL and the VCU Cell Line Policy further requires that research involving blood, cell lines, tissue cultures of human and primate origin, and all mammalian tumor cells be conducted under BSL-2 conditions. 

1.  Materials of human origin  FORMCHECKBOX 
 or primate origin FORMCHECKBOX 
?

2.  Check all that apply in your study:   Blood  FORMCHECKBOX 
   Cell Cultures  FORMCHECKBOX 
   Tissues Cultures  FORMCHECKBOX 
   Mammalian Tumor Cells  FORMCHECKBOX 

3.  Is your sample of clinical origin  FORMCHECKBOX 
 or from an established cell line FORMCHECKBOX 
?

4. Has an Exposure Control Plan (as required by OSHA) been developed for the laboratory?  Y  FORMCHECKBOX 
   N  FORMCHECKBOX 

5.  Have laboratory staff and personnel been trained per OSHA Bloodborne Pathogen Standard?  Y  FORMCHECKBOX 
  N  FORMCHECKBOX 

6.   Is a sink for hand washing available within laboratory where blood and/or cell cultures are used?  Y FORMCHECKBOX 
  N  FORMCHECKBOX 

7.  If “no” to above question, is a hand disinfectant within the laboratory available?  Y   FORMCHECKBOX 
  N   FORMCHECKBOX 
 

8.  Have Hepatitis B vaccinations been offered to all employees?  Y   FORMCHECKBOX 
   N   FORMCHECKBOX 

9.  Is documentation or declination for a Hepatitis B vaccination available for all employees?  Y   FORMCHECKBOX 
  N   FORMCHECKBOX 

IBC USE ONLY

IBC Protocol Inspection: 

MUA#_______________  Initial IBC approval date_____________  Valid through_____________

□  Preliminary Inspection Date______________  IBC Inspector____________________

□  Annual Re-inspection  Inspection Date:_______  IBC Inspector___________________

□  Annual Re-inspection  Inspection Date:_______  IBC Inspector___________________

□  Annual Re-inspection  Inspection Date:_______  IBC Inspector___________________

Findings: 

□  No deficiencies, recommend IBC approval/continued approval without conditions.

□  Deficiencies:  

     A.  Newly submitted MUAs or MUAs up for 3-year renewal:  The PI must attest (through signing base of this page) that the following deficiencies will be corrected within 20 working days:

     B.  Annual re-inspections:  The PI must confirm that deficiencies listed below are corrected within 20 working days (verification of corrective action must be provided electronically to the IBC inspector, failure to comply may result in suspension of MUA):

The Principal Investigator and IBC Inspector will sign below after completion of the IBC on-site protocol inspection to confirm that all findings and conditions are understood:

_________________________________     ______________________________     ___________  

   Principal Investigator, printed name                Principal Investigator, signature                  Date

_________________________________     ______________________________     ___________  

          IBC Inspector, printed name                         IBC Inspector, signature                          Date
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