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Biosafety REGISTRATION
Submit this application for IBC review of research or teaching activities utilizing Recombinant DNA and/or Infectious Agents. Send the completed application to fyori@uaf.edu and send the signed PI Assurance (page one of this form only) to the Office of Research Integrity via campus mail (Box 7270) or drop it off at 212 L West Ridge Research Building.

For Office of Research Integrity Use Only:
IBC Registration No.       

Date Received:           



Approval Date:      

Renewal Month:      

I. General Information

Principal Investigator*:       
Department:       
UAF Mailing Address:       
Phone Number:       
Email:       
Project or Course Title:       
*Note: Only UAF Faculty and Research Associates who have the permission of their dean or director can be directly responsible for projects involving infectious agents. The Principal Investigator must sign the Assurance below.

II. Principal Investigator Assurance
I am familiar with and agree to abide by the NIH Guidelines, OSHA standards and other federal and local regulations relating to this project. 

I accept responsibility for training all personnel involved in the proposed project in matters of potential biohazards, relevant biosafety practices, techniques, and emergency procedures.

I will submit reports to the Institutional Biosafety Committee and the Office of Biotechnology Activities at NIH concerning: (i) any accident that results in potentially toxic exposures to recombinant DNA materials, or any incident releasing recombinant DNA material into the environment; (ii) any problems with physical or biological containment; and (iii) any novel information bearing on the safety of this work such as new technical data relating to biological hazards of specific recombinant DNA molecules.

I will not carry out the work described in this registration until it has been approved by the Institutional Biosafety Committee.
The laboratories that I supervise or co-supervise have a current Chemical Hygiene Plan (CHP) on file.  I understand that future and ongoing approval by the IBC to conduct this work is contingent on my maintaining an up-to-date CHP and Chemical Inventory. 


PI Signature








Date
III. General Information
Anticipated Timeline:
Start Date:       

Completion Date:       
Location:  Identify where the physical location where the proposed work will be done (Building and Room Numbers).  If multiple rooms will be utilized briefly describe what will be done in each location.  Be sure to identify relevant storage locations as well (i.e. 80º C freezers).
     
Security:  Describe the procedures and physical security measures taken to prevent unauthorized access to infectious agents, rDNA and/or toxins.  Provide a list of individuals (other than those listed as personnel below) with access to areas where the infectious agents, rDNA and/or toxins are stored when not in immediate use by authorized personnel.  Limit this list to those that have access to the locked freezer, cabinet, refrigerator, etc. if items are kept in an open access room.

     
Institute or Department Chemical Hygiene (Safety) Officer:  Please provide name, email and phone number.
      
Funding:  Provide any of the following identifying numbers you know, but at minimum you must include the UAF proposal or grant number for funded programs.

 FORMCHECKBOX 
  Unfunded     Provide Course, Workshop or other ID:       
 FORMCHECKBOX 
  Internal
UAF Proposal#:         UAF Grant#*:         Source:          
 FORMCHECKBOX 
  External
UAF Proposal#:         UAF Grant#*:         Agency:         Agency#:         


Grant Deadline if applicable:       

*Note:  This is the “Fund” number for active grants/contracts.
IV. Personnel:  Project personnel working with a biosafety cabinet must complete the Biosafety Cabinet Training in Blackboard before beginning work on the project. 
	Name
	UAF Status**
	Email
	Role on Project & 
Relevant Training/Experience***

	Principal Investigator
	     
	     
	Describe the individual's practical experience & training with rDNA and/or infectious agents.

	     
	     
	     
	Describe the individual's practical experience & training with rDNA and/or infectious agents.

	     
	     
	     
	Describe the individual's practical experience & training with rDNA and/or infectious agents.

	     
	     
	     
	Describe the individual's practical experience & training with rDNA and/or infectious agents.

	     
	     
	     
	Describe the individual's practical experience & training with rDNA and/or infectious agents.

	     
	     
	     
	Describe the individual's practical experience & training with rDNA and/or infectious agents.

	     
	     
	     
	Describe the individual's practical experience & training with rDNA and/or infectious agents.

	     
	     
	     
	Describe the individual's practical experience & training with rDNA and/or infectious agents.

	     
	     
	     
	Describe the individual's practical experience & training with rDNA and/or infectious agents.

	     
	     
	     
	Describe the individual's practical experience & training with rDNA and/or infectious agents.


**UAF status means faculty, staff, graduate student, undergraduate student or volunteer.  If the individual does not have UAF status please put “none” in the space provided.  Note:  Due to liability concerns, the participation of individuals without UAF status may be limited by the IBC or Risk Management.
***Role on project should describe the actual duties with respect to this project (i.e. lead investigator, supervisor or support staff).  This section should also reflect the individual’s training (formal or informal) in the use of the techniques and biosafety procedures to be used in the proposed work or that have been used in similar past projects.  Simply listing degrees obtained (BS, BA, MS, PhD, DVM, MD etc.) will not suffice.  Additional training may be required by the biosafety officer or Institutional Biosafety Committee.  
V. Non-Technical Summary:  Provide a brief (less than 1000 words) description of the proposed work. Please keep in mind that the IBC members come from diverse backgrounds and are not all trained in molecular biology.

     
VI. Experimental Design & Methodology:  Describe the procedures and timeline for the proposed work, if events will occur in more than one location specify where each activity will occur.  For projects involving exposure of living organisms to infectious agents or toxins provide specifics regarding the infection/exposure process/technique (e.g. route, number and frequency of doses/exposures, volume and concentration, etc).  

     
VII. Infectious Agents:  Identify all of the infectious agents you are proposing to use.
	Name
	Type
	Pathogen (specify host species)
	Vector
	Method of Transmission
(“natural” and within the laboratory environment) 
	NIH Risk Group*
	BSL

	Ex:  Yersina pestis
	bacteria
	Human,  Rats
	flea
	Flea bites (saliva), through the body fluids of infected people or animals
	3
	2

	     
	     
	     
	     
	     
	  
	  

	     
	     
	     
	     
	     
	  
	  


	     
	     
	     
	     
	     
	  
	  

	     
	     
	     
	     
	     
	  
	  

	     
	     
	     
	     
	     
	  
	  

	     
	     
	     
	     
	     
	  
	  

	     
	     
	     
	     
	     
	  
	  

	     
	     
	     
	     
	     
	  
	  

	     
	     
	     
	     
	     
	  
	  

	     
	     
	     
	     
	     
	  
	  


*Note:  If the organism is listed as restricted in the NIH Guidelines put “R” for the NIH Risk Group.  If organism is not listed please contact the Office of Research Integrity.
VIII. Host Strains and Cell Lines:

	Host Strain or Cell Line
	Supplier
	Special Characteristics 

(i.e. human embryonic liver cells, K12 strain, non-infectious, etc.)
	NIH Risk Group*
	BSL

	Ex:  E. coli (TOP10 cells)
	Invitrogen
	K12 strain
	1
	1

	     
	     
	     
	  
	  

	     
	     
	     
	  
	  

	     
	     
	     
	  
	  

	     
	     
	     
	  
	  

	     
	     
	     
	  
	  

	     
	     
	     
	  
	  

	     
	     
	     
	  
	  

	     
	     
	     
	  
	  

	     
	     
	     
	  
	  

	     
	     
	     
	  
	  


IX. Vectors and Inserted DNA:

	Vector 
	Supplier
	DNA to be Inserted

(if viral provide the fraction of viral genome in the rDNA)


	Organism 

(Common name, genus and species)

	Expressed?
	BSL

	Ex:  pKK214GFP
	Promega
	Green Fluorescent Protein
	Aequorea victoria (jelly fish)
	 FORMCHECKBOX 

	1

	     
	     
	     
	     
	 FORMCHECKBOX 

	  

	     
	     
	     
	     
	 FORMCHECKBOX 

	  

	     
	     
	     
	     
	 FORMCHECKBOX 

	  

	     
	     
	     
	     
	 FORMCHECKBOX 

	  

	     
	     
	     
	     
	 FORMCHECKBOX 

	  

	     
	     
	     
	     
	 FORMCHECKBOX 

	  

	     
	     
	     
	     
	 FORMCHECKBOX 

	  

	     
	     
	     
	     
	 FORMCHECKBOX 

	  

	     
	     
	     
	     
	 FORMCHECKBOX 

	  


X. Proposed Uses:
	Proposed Use
	Instructions

	1.  Live vertebrates:  IACUC#       
 FORMCHECKBOX 
  Transgenic species

 FORMCHECKBOX 
  Transfer of rDNA molecules 

 FORMCHECKBOX 
  Exposure to infectious agents* 
 FORMCHECKBOX 
  Release to the environment 
	All uses of live vertebrates require prior approval of the Institutional Animal Care and Use Committee (IACUC).  If you have received approval from the IACUC, put your assurance number in the box provided.  If an IACUC assurance has been submitted, but hasn’t received approval put “pending” in the box provided.  Final IBC approval is contingent upon IACUC approval.

	2.  Live animals (other than vertebrates) or plants:

 FORMCHECKBOX 
  Transgenic species

 FORMCHECKBOX 
  Transfer of rDNA molecules 

 FORMCHECKBOX 
  Exposure to infectious agents*
 FORMCHECKBOX 
  Release to the environment 
	Complete the Supplement for use of Live Animals or Plants and submit it with this registration.

	3.  Large scale fermentation (>10 liters) of organisms containing rDNA or infectious agents.
	Indicate which organism(s) will be used for large scale fermentation and what rDNA they contain:       

	4.  Use of human subjects:  IRB#      
	All uses of people as research subjects require prior approval of the Institutional Review Board (IRB).  If you have received approval from the IRB, please provide the protocol number.  If an IRB protocol has been submitted, but hasn’t received approval put “pending” in the box provided.  Final IBC approval is contingent on IRB approval.

	5.  Use of human blood, tissue, body fluids and/or excreta covered by Universal Precautions (regardless of whether or not IRB approval is required).
	A.  Attach specific procedures for compliance with Universal Precautions and the UAF Bloodborne Pathogens Policy (available on the EHS&RM website).  

B.  Personnel must receive annual Universal Precautions training.  This can be arranged through the Biosafety Officer.

C.  Personnel must participate in the Occupational Health & Safety Program and comply with all required immunizations, monitoring, etc.  (Specific requirements to be determined based on risk assessment by the Office of Research Integrity in consultation with UAF’s contract health care provider.)


*Note:  All personnel working with agents infectious to humans must participate in the Occupational Health & Safety Program and comply with all required immunizations, monitoring, etc.  (Specific requirements to be determined based on risk assessment.)

XI. Permit and Shipping Requirements:  Help is available to assist you in complying with permitting and shipping requirements.  Contact Tracey Martinson (x6771 or fntam@uaf.edu) regarding shipping regulations and packaging requirements.  Contact Kelly Hochstetler (x7832 or fnkjh1@uaf.edu) about permitting issues (select agent registration, import/export permits, certain host species, etc).
Do you plan to receive, send or transport any of the agents from sections VII or VIII?  This includes transfers between buildings on campus, inter- or intra-state shipments or international shipments.  If yes, provide a detailed explanation.

     
Note:  If you answered “yes” to this question, you must contact the Biosafety Officer regarding applicable regulations and requirements prior to transferring the agents from the locations specified in section III (above). This has legal and budgetary issues for all concerned so planning ahead is beneficial.
Is a CDC, USDA or APHIS permit required to ship, use or store this agent/toxin?  If so, please specify.


     
XII. Waste Disposal:  

Describe the specific procedures that will be used for disposal of wastes containing rDNA, biohazards and/or infectious material.  If the project involves living animals or plants you must include how you intend to dispose of animal wastes, bedding, carcasses, infected plant material, etc. 

     
Specify the location (building and room number) of the autoclave you plan to use for waste material disposal, if applicable:  

     
Describe the procedures for disposal of non-infectious bacterial or tissue culture samples:


     
XIV. Personnel Safety Issues:  
If living plants or animals are to be used specify any special precautions or procedures to be taken by personnel while doing daily care or husbandry activities.


     
Identify potential exposure hazards during sample preparation and experimental manipulations (e.g. aerosol generation when transferring, mixing or centrifuging, use of sharps, waste disposal considerations).

     
Describe the personnel protective equipment (latex gloves, N95 mask, face shield, lab apron, etc) required when personnel are working with hazardous materials (particularly infectious agents).  Be sure to specifically address times when there is increased potential for exposure as identified in the proceeding questions.

     
Describe procedures for responding to an accidental spill and/or release.


     
Is there a vaccine available and recommended for personnel working on this project?


     
List any other health and safety monitoring, precautionary medical treatment, or training you feel is appropriate for personnel working on this project?  Note:  All personnel working with agents infectious to humans must participate in the Occupational Health & Safety Program and comply with all required immunizations, monitoring, etc.  (Specific requirements to be determined based on risk assessment.)

     

For ORI Use Only
Select Agent(s):   FORMCHECKBOX 
 no   FORMCHECKBOX 
 yes – specify agent and list:         
Personnel Restrictions in Award:   FORMCHECKBOX 
 no   FORMCHECKBOX 
 yes – describe:       
Publication Restrictions in Award:   FORMCHECKBOX 
 no   FORMCHECKBOX 
 yes – describe:       
Fundamental Research:   FORMCHECKBOX 
 yes   FORMCHECKBOX 
 no – answer next two questions.

Export Controls:   FORMCHECKBOX 
 no   FORMCHECKBOX 
 yes, specify        


Is a license exception available?   FORMCHECKBOX 
 no   FORMCHECKBOX 
 yes, specify      
 
INSTITUTIONAL BIOSAFETY COMMITTEE 











