Glossary

Awardee Institution – Institution the gets the award directly from the Sponsor
Certification – document prepared by the HARC office to provide assurance that proposal submitted is backed by approved use of humans and/or animals for research purposes.

Certification Request Form (CRF) –document prepared by a proposal’s Principal Investigator (PI) to request human subjects and/or animal use Certification.

Competing Renewal – An application requiring competitive peer review and funding agency action to continue beyond the current competitive segment.  Can also be an amendment for additional support form a non-federal entity.
Continuation (Non-competing Continuation) – A year of continued support for a funded award within the approved project period (i.e., year 3 of a 5-year grant award.
HARC – Human and Animal Research Committees office:  Administrative and compliance support for Human Subjects Committee (HSC), LBNL’s IRB, and the Animal Welfare and Research Committee (AWRC), LBNL’s IACUC.

IACUC – Institutional Animal Care and Use Committee (at LBNL, the AWRC)
IRB – Institutional Review Board (at LBNL, the HSC)
Lead investigator – principal investigator, program leader, or project leader submitting a protocol for human and/or animal research.

NOITR – Notice of Intent to Rely.  Inter-UC campus administrative procedure for documenting the reliance of one IRB on the review of another IRB at a campus which has signed an appropriate inter-campus MOU.

Primary Funding Agency – The agency, company etc. that provides the primary funding.  If LBNL receives a subcontract from UCSF who receives their funding from NIH/NCI, then the Primary Funding Agency is NIH/NCI
Principal investigator – individual who is recognized by a granting agency and/or LBNL Sponsored Project Office as the person responsible for submitting a proposal for funding and is responsible for leading the research and utilizing the funding in support of that research effort.

Program – research in a broad area led by one or two individuals and made up of several more targeted research projects each lead by a project leader.  Most animal and human use protocols are part of a single project. 

Project – research in a specific, more circumscribed study area than a program.

Protocol – A document prepared for submission to the Animal Welfare and Research or Human Subjects Committee that documents in a pre-set format how research with animal or human subjects will be carried out.

Short-Form Protocol – A modified human subjects protocol format prepared by HARC that facilitates documentation that an LBNL researcher is using human-derived materials collected under another institution’s human research protocol.  

Subcontract – Award made to LBNL from another institution.
SPO – Sponsored Projects Office

Subcontract – An award made to LBNL under which LBNL receives a part of the funding awarded to another institution (called the Awardee institution)to carry out specific tasks.  

Side-by-side review –the process of comparing the science from a proposal/contract/grant with the human or animal use protocols identified as supporting that research.  For human subjects, this comparison must be performed by an IRB member.  For animal welfare, the comparison may be by an IRB member or a senior HARC staff member.

UCOP MOU – University of California Office of the President (UCOP) Memorandum of Understanding (MOU).  The formal agreement signed by individual campuses and LBNL which allow one campus to rely on the human subjects review of another campus’ or LBNL’s Institutional Review Board.  (There is no similar agreement for animal welfare review).
Matrix of human subjects grant certification reviews

	
	Protocol(s) reviewed by:
	Grant funding:
	Proposal to protocol side-by-side review, proposal certification

	1
	LBNL
	Primary award thru LBNL SPO
	LBNL HARC

	2
	LBNL
	Primary award elsewhere; subcontract to LBNL
	LBNL HARC reviews and certifies subcontract only.

	3
	Other UC campus signatory to  UCOP MOU (‘Notice of Intent to Rely’ –NOITR– process)
	Primary award thru LBNL SPO
	LBNL HARC will perform side-by-side review and certify proposal.

LBNL PI must provide protocol(s) from other UC campuses.

	4
	LBNL 

(Assuming PI has filed NOITR with the protocol(s))
	Primary award thru other UC campus to LBNL PI, with no sub-contract back to LBNL.
	LBNL HARC will not provide certification.  (If PI has filed NOITR with the protocol(s), LBNL will notify relying campus of protocol approval only)

Awardee institution is responsible for side-by-side review by the IRB and proposal certification according to their local practice.

	5
	Other UC campus signatory to  UCOP MOU  (i.e., a campus eligible to use the NOITR process)
	Primary award thru other UC campus to LBNL PI (no subcontract)
	Awardee institution is responsible for side-by-side review and proposal certification according to their local practice.    

Note:  No HARC involvement or records except NOITR acknowledgement.

	6
	Protocols for human subjects interaction filed elsewhere (not at a UC-MOU campus)
	Primary award elsewhere; no subcontract to LBNL
	No avenue for HARC involvement or records; no LBNL responsibility.



	7
	Protocols for human subjects interaction filed elsewhere (not at a UC-MOU campus).  
	Primary award thru LBNL SPO
	LBNL PI must file ‘short form’ protocol and supporting documentation so LBNL can review/  certify.  Institution which reviews protocol should have a Federalwide Assurance of Compliance.

	8
	LBNL (one or more protocols) and
Other UC-MOU campus (one or more protocols)
	Primary award thru LBNL SPO
	LBNL HARC will perform side-by-side review and certify proposal.  (Note: will require development of new HARC internal procedure for tracking.)

LBNL PI must provide protocol(s) from other UC campuses.

	9
	LBNL (one or more protocols) and
Other UC-MOU campus (one or more protocols)
	Primary award thru other UC campus to LBNL PI (no subcontract)
	Awardee campus certifies according to local practice.
(If PI has filed NOITR with the LBNL protocol(s), LBNL HARC will notify relying campus of protocol approval only)
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