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SHARING EXPERIMENTAL ANIMAL RESOURCES


To fulfill Berkeley Lab’s Assurance of Compliance with Public Health Service Policy on the Humane Care and Use of Laboratory Animals, it is essential that all animal research conducted at or in any way sponsored by Berkeley Lab be carried out under an appropriately approved Animal Use Protocol (AUP).  When animal use takes place off site, Berkeley Lab must ensure that investigators provide documentation showing that: 
	(1) the animals or tissues will be used appropriately, and
	(2) animal derived material or data received at Berkeley Lab were obtained under an animal use protocol approved by an Institutional Animal Care and Use Committee (IACUC) covered by an Office of Laboratory Animal Welfare (OLAW) Assurance or other appropriate ethical standards.
The Collaborative Study review process can be used in the following cases:  
Category 1 - Joint Research:  This form of collaborative protocol should be submitted when prospectively engaging in joint research with a researcher at another site.  This includes but is not limited to situations such as jointly filing grant proposals where Berkeley Lab is the filing institution, supplying Berkeley Lab funding or resources to support animal use at another site, and receiving animal derived material or data from an active collaboration.  Expiration Policy:  Expires when protocol or SOP at the collaborating institution expires or 12 months after its approval at Berkeley Lab, whichever is sooner.  HARP will send courtesy reminders prior to expiration.  
Documentation needed:	HARP Collaboration Protocol
	The animal use protocol from the collaborating institution; 
	Proof of the protocol’s current IACUC approval;
	Collaborating institution’s OLAW Assurance of Compliance number;
Please note that the AWRC may request further documentation if the collaborating institution is not accredited.  
Category 2 – Use of a Commercial Laboratory:  This form of collaborative protocol should be submitted when an investigator wishes to contract with an outside laboratory to perform routine animal use procedures such as polyclonal antibody production or toxicology testing.  The Berkeley Lab Investigator receives a product; such as analytical results, sera, or purified antibodies from the supplier; usually for a fee.  Expiration Policy:  Expires when protocol or SOP at the collaborating institution expires or 12 months after its approval at Berkeley Lab, whichever is sooner.  HARP will send courtesy reminders prior to expiration.  
 To renew, file a Category 2-Renewal Protocol and proof of the protocol or SOP’s ongoing approval.
Documentation needed:	HARP Collaboration Protocol
		The protocol or SOP to be used by the other research institution or commercial laboratory;
Proof of the protocol or SOP’s current IACUC approval; 
	OLAW Assurance of Compliance number and current AAALAC accreditation (for antibody production protocols).  
Category 3 – Receiving Archival/Surplus Tissues:  Use by a Berkeley Lab investigator of surplus or archival animal-derived materials provided by an on- or off-site colleague.  The understanding is that the tissues are not a product of joint research; the tissues should not have been derived with the intent of pursuing the collaborative research.  Expiration Policy:  Expires three years after date of approval; file new HARP collaboration to renew. HARP will send courtesy reminders prior to expiration.  
Documentation needed:	HARP Collaboration protocol, which includes the signature of the investigator providing the material to certify that the material was originally obtained under an IACUC-approved animal use protocol.  
Category 4 – Shipping Animals Off-Site:  Shipment of animals from LBNL to an off-site investigator for use in his/her personal research.  Under Category 4, the only contribution from the Lab is the animals, and there is no intent of the part of the Lab investigator to pursue joint research.  Expiration Policy:  12 months after the collaboration’s approval at Berkeley Lab.
Documentation needed:    HARP Collaboration Protocol; 
	Import/Export form; 
	Proof of a currently approved protocol for the use of the LBNL animals at the recipient institution;	

Researchers should bear in mind that additional documentation up to and including filing a full Berkeley Lab animal use protocol may be requested by the AWRC on a case-by-case basis.  For example, the collaborating institution’s AAALAC accreditation number may be required. Additional documentation is most likely to be requested when the collaboration involves ethically sensitive forms of testing such as monoclonal antibody production by ascites or lethal dose testing, or where the species of animals to be used in the research requires additional oversight to assure appropriate care and use (i.e., dogs, cats, primates).

AWRC Review Policy --Collaborative Research/Shipping
Administrative review
All forms of collaboration including shipping protocols are eligible for DMR. Collaboration (including shipping protocols) meeting any of the following criteria are not eligible for DMR and must be submitted to the full committee:
--Collaborations for which the documentation is not complete, or 
--Collaborations that involve ethically sensitive forms of testing such as monoclonal antibody production by ascites, repeated survival surgeries, or lethal dose testing, or 
                       
I want to set up a collaborative study with a researcher involving animal experimentation.  What do I need to do?
	Description of Collaboration
	Collaborator provides
	Documents needed
	Approval period 

	Animals are supplied by a collaborator, but experiments are done by you at LBNL
	Live animals of a unique genetic strain 
	For new research:  List the collaborating institution as a source of animals in section 2(a) of your LBNL protocol; give collaborating institution’s OLAW Assurance number.
For ongoing research: Submit a Modification identifying the collaborating institution and giving their OLAW Assurance number.
	Expires with your LBNL protocol approval.

	Participate in a joint project in which animal experiments are done at collaborator’s site for the benefit of your joint research goals
	Data and/or animal-derived materials resulting from jointly defined experimental manipulations
	· HARP protocol  
· Collaborator’s full protocol
· IACUC approval letter
· OLAW Assurance number
	Expires when protocol or SOP at the collaborating institution expires or 12 months after its approval at Berkeley Lab, whichever is sooner.  

	Contract with an outside lab to perform animal procedures on your behalf (e.g., make antibodies, conduct a tumorigenicity test). 
	Specific animal-derived product and/or information and data
	· HARP protocol
· Collaborator’s currently approved full protocol or commercial firm’s standard operating procedure and proof of its current approval
· OLAW Assurance number or equivalent 
· AAALAC accreditation letter (for antibody production)
	Expires when protocol or SOP at the collaborating institution expires or 12 months after its approval at Berkeley Lab, whichever is sooner.  

	Receive archival or surplus animal derived material from another research project conducted by an on- or off-site colleague.
	Animal derived material (e.g., paraffin blocks, tissue specimens, purified proteins, antibodies) archived from or surplus to approved experiments 
	· HARP protocol
· Letter signed by your collaborating colleague assuring that material was collected under an approved animal use protocol
	Expires three years after initial Berkeley Lab approval. 

	Ship animals to an off-site investigator for her/his research.  You are a supplier, not a collaborator. 
	Nothing, e.g. no data or animal-derived materials are returned to Berkeley Lab
	· HARP protocol 
· Shipping checklist
· Recipient’s full protocol and proof of its current approval;
· Recipient institution’s OLAW Assurance number
	Expires 12 months after approval at Berkeley Lab 
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