Human and/or Animal Research

The PI’s Path from Research Proposal Preparation and Submission to Funding

It is a prerequisite for funding research involving humans or animals that the recipient institution certify to the funding agency that research protocols covering the proposed work have been reviewed and approved to all regulatory requirements by the applicable oversight committee(s) and that these protocols match the work described in the funding proposal.
The goals of this guidance are to have protocol approval(s) for all proposed animal and/or human use in place at the time of the Just in Time or similar notification from the granting agency and all grant-specific certifications requested by the granting agency submitted well in advance of the earliest possible start date. Investigators please note: ensuring appropriate approvals and certifications is your responsibility.

New Submissions:

1. From time of writing to time of award – Work closely with your divisional Proposal Specialist and/or the Sponsored Projects Office (SPO). 

2. Time of proposal submission – Enter human and/or animal use if appropriate in the response boxes on the application cover sheet, if required by the agency.  (Some agencies may have other ways of collecting this information upfront.)  Consult the Human and Animal Research Committees (HARC) website or office staff if you need help making your preliminary determinations.  

3. When you know of possible funding, usually based on score or guidance from the program officer: 
a)
Develop and submit for review and approval animal and/or human protocols to support research in your proposal.  If existing approved protocol(s) cover the newly proposed work, follow the procedure in 3(b) below to notify the HARC.  In either case, use the guidance and forms on the HARC web site.

If a new collaboration with another research group or institution is a part of your work with animals, submit the appropriate documentation at this time. For guidance and forms to complete this process, consult the AWRC web site.

If you will collaborate with another institution on human subjects research, consult the Human Subjects Committee (HSC) web site and/or the HARC office for the appropriate review format (full review at both sites, short form protocol, or relying on the review of another University of California through the Notice of Intent to Rely process).

b)
Once all protocols, including collaborations, have been approved, complete the Certification Request Form (CRF) for submission to the HARC office.  
Your departmental Proposal Specialist or the Sponsored Projects Office (SPO) can be consulted to obtain accurate titles and primary funding agency assignment/tracking numbers-  Information on the CRF must be complete; only completed CRFs can be processed by the HARC office.
Remember to consult with collaborators and obtain their agreement before listing their protocols on the CRF.
c)
Following the instructions on the CRF, send or ask your Proposal Specialist to send the CRF and proposal to the HARC office. The proposal and CRF may be provided in either hardcopy or PDF format, and need not be sent to the HARC office as a single submission.  The listed protocol(s) and the matching proposal will undergo a side-by-side review by HARC staff (and if necessary, the relevant committee chair or chairs) to ensure that all the proposed research is supported by an approved protocol.   If the match between the proposed research and the protocol(s) is questionable, HARC will contact the proposal’s PI for clarification.

4)
HARC will provide the certification letters for non-DOE sponsored research proposals and a copy of the CRF to SPOHARC@lbl.gov.  The certification will be copied to the PI, any additional protocol Lead Investigator(s) and other individuals as listed on the CRF.
5)
Time of receiving award letter – First, accept congratulations from staff and colleagues.  Next, examine the letter carefully for restrictions on funding.  If restrictions involve use of animals and/or humans, immediately consult SPO and the HARC office and initiate appropriate action(s) to have the restriction(s) lifted.

Continuations and Renewals
Warning to PIs – Protocol approval must be continuous for the term of the research certified by HARC for a given grant.  If protocol approval(s) have lapsed, any funding received for human or animal work during the period of the lapse may be considered an unallowable expense.  If an unplanned lapse occurs, contact SPO immediately.  Notifying SPO of lapsed protocol approvals affecting grants is a PI responsibility.
A renewal or continuation proposing no changes affecting human and/or animal experimental protocols requires only that a currently dated version of the CRF be submitted.  The PI should ensure that the protocol(s) listed on the CRF have been renewed before submitting the CRF.  This step is necessary to avoid lapses in human and/or animal use certification.
If a grant renewal proposes animal or human work for the first time, or you are proposing a major modification in animal and/or human experimentation, you must get committee approval as outlined in step 3 above, and then proceed through the subsequent steps.  This will include providing the modified science sections from the proposal for comparison to the listed protocols. 
HARC will provide the certification and a courtesy copy of the CRF to SPOHARC@lbl.gov, with copies to the PI, protocol Lead Investigators and other individuals listed on the CRF.  
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