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V.  COOPERATIVE RESEARCH AND DEVELOPMENT AGREEMENTS

     (CRADAs) - PROCEDURES
 
C.  Process for Amendments to CRADAs
1.  Amended CRADA Package 
The LBNL scientific divisions prepare a CRADA Amendment Proposal in RAPID to cover changes in the scope of work and funding. If the amendment is only a no-cost time extension with no other change to the scope of work, then new Proposals will not be required.  For amendments involving scope of work and funding the scientific divisions also prepare the additional proposed scope of work, budget, and if required CRADA Exception to Full Cost Recovery form.  In addition, CRADA Conflict of Interest (COI) Forms need to be submitted for all LBNL employees involved in the preparation, negotiation, and approval of the amended CRADA.  

a) The LBNL scientific division creates an amended proposal through the "create continuation" function in the RAPID/Establish Award Panels and enters all required information into the Research Administration Proposal/Project Information Data (RAPID) as outlined in the RAPID Training and Reference Manual:  Creating and Managing Proposals and the specific instructions for Funded CRADA Amendment Setup or Unfunded CRADA Amendment Setup. 

b) Each CRADA Amended Proposal, including a Statement of Work and Budget for the additional research, must be approved by the Division Director and PI.  Approval is accomplished through the online Automated Proposal Approval system as outlined in the RAPID Training and Reference Manual:  Automated Proposal Approval.
c) The scientific division also submits a copy of the CRADA SPPF and other required information to the LBNL NEPA/CEQA office and if necessary, the LBNL Human and Animal Subject Review Committee (HARC).

2.  SPO Process for CRADA Amendments 
The SPO CO's have the institutional review responsibility for submitting the proposed CRADA amendment to the partner and to DOE.  The SPO CO should review the division supplied information elements contained in RAPID Proposal Panels and the resulting reports such as the CRADA SPPF and CRADA Exception to Full Cost Recovery Form (as appropriate), etc.  as outlined in the specific instructions for Funded CRADA Amendment Setup or Unfunded CRADA Amendment Setup that augment the RAPID Training and Reference Manual:  Creating and Managing Proposals.  Any item found to be in error or in need of additional work should be brought to the attention of the submitter for discussion and revision.  The SPO CA sets up a separate CRADA proposal file and may include a CRADA Checklist in the file to remind them of the actions necessary in the CRADA review and submittal process.  

SPO COs should give special attention to the following:

a) The CO should review the Statement of Work and budget to ensure that they cover only the added effort.  They should also clearly state the responsibilities of each of the parties, the schedule, the deliverables, and the budget.

(2)  If a CRADA Exception to Full Cost Recovery form is being submitted it needs to be checked to ensure that the proper exemption information has been included.  

(3)  Review the CRADA COI forms and PI's Statement of Economic Interests to ensure that there are no positive responses to the forms' questions.  If there is a positive response, then the SPO CO should follow-up with the Division to remind them to work with the LBNL Conflict of Interest Coordinator to resolve the issue.  The SPO CO may also be furthered involved in discussing the issue with DOE/BSO.  All work on submitting the proposed CRADA to the partner or to DOE should be put on hold until the COI issues are resolved.  The employee with the potential Conflict of Interest should be informed that they should have no further contact with the Partner until the issues have been resolved.  DOE/BSO approval is needed on a positive financial disclosure.  The SPO CO uses the COI transmittal letter template to DOE/BSO  requesting their review of  a positive financial disclosure.

(4)  After ensuring that the other elements of the CRADA SPPF have been properly completed and after having reviewed the proposed scope of work and budget, the SPO CO completes the Patent Clearance Form and review for classified information, export controlled information

 HYPERLINK "http://fsdwprod.lbl.gov/fsdwprod-viewdocs/SPOPolicies/upload/CRADA%20Doc%2021%20Export%20Control.pdf" \t "_blank" , and intellectual property rights.  The SPPF, Budget and proposed Statement of Work are then attached to the completed forms and are faxed to the Patent Department for review and approval.  The Patent Department approval, as well as the completed COI form for the Patent Department reviewer, should be received by the SPO CO prior to submittal of the proposal to the Partner or DOE/BSO.

(5)  If necessary, the scientific division, PI or staff arranges for the briefing on the CRADA project for the Laboratory Director.  The scientific division prepares the Briefing for the Director's review.  The SPO CO attends the briefing and ensures that the Laboratory Director signs the CRADA COI form and if appropriate the CRADA Amendment signature page.

b) For amendments only involving no-cost time extensions, the CRADA briefing and signature from the Laboratory Director will not be required.  The SPO CO can sign amendments for no-cost time extensions for CRADAs.  For no-cost time extension amendments, once the partner and the SPO CO have signed, the DOE/BSO CRADA Amendment Transmittal Letter is prepared and letter with the amendment is sent to the DOE/BSO.  The CRADA award is updated in RAPID for the new performance period and the SPAA issued.   For all other amendments the following process applies.

(6)   The SPO CO or CA prepares a CRADA Partner transmittal letter and attaches a CRADA Amendment, Scope of Work, Budget, and advance invoice and sends the package to the proposed CRADA partner contact.

(7)  SPO CO and CA prepare a transmittal letter and attaches the  proposed CRADA Amendment, and if applicable, the CRADA Exception to Full Cost Recovery form and submits it to DOE/BSO for review and approval. 

(8)  After approximately ten days have passed since submitting the proposed CRADA Amendment to DOE/BSO, the SPO CO follows-up with DOE/BSO on approval status of the CRADA Amendment.  The SPO CO should respond to any DOE/BSO questions on the approval package.

(9)  The SPO CO contacts the Partner's contracts office to determine if the Partner has any questions or issues on the proposed CRADA Amendment. 

(i) If the proposed CRADA Amendment terms are acceptable, the SPO CO should request that the Partner signs both copies of the CRADA and returns them to the SPO CO for signature.  The SPO Manager signs the CRADA Amendment.  SPO copies and prepares a transmittal letter sending a copy of the executed CRADA Amendment back to the Partner and reminds the Partner to make the advance payment, if applicable.

(ii) If negotiations on CRADA Amendment terms are necessary, the SPO CO should not agree to changes to terms and conditions that DOE would be unlikely to approve.  The SPO CO should only agree to changes that they feel have a reasonable chance of obtaining DOE approval.  Once contract negotiations are complete, the SPO CO should prepare a transmittal letter explaining the basis for each change and submit the letter and negotiated CRADA Amendment to the DOE/BSO Contracts Officer for approval. SPO CO should follow-up with the DOE/ BSO CO to determine if the negotiated contract terms are acceptable.  If not, then the DOE changes to the negotiated CRADA Amendment are re-negotiated with the Partner until both partner and DOE/BSO and LBNL are in agreement on the negotiated contract terms.  Signatures are then obtained from the Partner and SPO Manager on the negotiated CRADA Amendment, and partner advance payment obtained, if required.

(10)  Once the Amendment is finalized, advance payment if required is received, and DOE approval obtained, the CO verifies the NEPA/CEQA and if necessary, HARC approvals.  The CO updates the RAPID Award Modification Panel.  The SPAA is distributed.  The Division updates the project in FMS if required.  SPO prepares a CRADA Transmittal letter and sends it along with a copy of the executed CRADA to DOE/BSO contracts for their records.
