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COOPERATIVE RESEARCH AND DEVELOPMENT AGREEMENTS (CRADAs)- PROCEDURES
 
B. CRADA SPFF and Joint Work Statements (JWS)
The LBNL scientific division 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.  In addition, the Division Analysts enter data into RAPID following the specific instructions for Funded and Unfunded CRADA Proposal Setup that augment the RAPID Training and Reference Manual:  Creating and Managing Proposals.

All DOE, University, and the LBNL required information is to be completed in the RAPID/Proposal Review Panel Group in order to comply with DOE, University, and LBNL policies such as Conflict of Interest, protecting Human and Animal Subjects, Nuclear Nonproliferation and having the work reviewed for Environmental Health, and Safety (EH&S) issues.

For reference purposes, the CRADA proposal administrative information, including the appropriate review factors, can be printed as the CRADA Sponsored Projects Proposal Form

 HYPERLINK "http://fsdwprod.lbl.gov/fsdwprod-viewdocs/SPOPolicies/upload/CRADA%20Doc%208%20SPPF%20CRADA.pdf" \t "_blank" (SPPF) from RAPID as outlined in the specific instructions for Funded and Unfunded CRADA Proposal Setup that augment the RAPID Training and Reference Manual:  Creating and Managing Proposals.  

In addition to completing the data entry into RAPID, the scientific division is responsible for preparing the  CRADA Joint Work Statement (JWS) as the proposal to DOE,  CRADA Exception to Full Cost Recovery (if appropriate),  and a separate statement of work. The scientific divisions are also responsible for preparing the proposed scope of work, budget, and the briefing for the LBNL Director.

CRADA Conflict of Interest (COI) Forms need to be submitted for all LBNL employees involved in the preparation, negotiation, and approval of the CRADA.  Typically, the employees needing to provide signed COI forms are the Principal Investigator, Division Director or designee, Patent Department reviewer, Laboratory Director, Technology Transfer Department Licensing Manager, SPO Contracts Officer and SPO Manager.  

Each CRADA Proposal, including the JWS, 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.

The scientific division also submits a copy of the SPPF and other required information to the LBNL NEPA/CEQA office and if necessary, the LBNL Human and Animal Subject Review Committee (HARC).         

SPO Process for JWSs and CRADAs

The SPO COs have the institutional review responsibility for submitting all CRADA proposals to the Laboratory's CRADA partners and the JWS and CRADA to DOE for review and approval.  The SPO CO should review the division supplied information elements contained 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 Funded and Unfunded CRADA Proposal 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 proposal file for each new proposal received from the Divisions.  The SPO CO and/or CA may include the CRADA Checklist and place it in the file to remind them of the actions necessary to the CRADA proposal review and submittal process.

For CRADA proposals and in their review of the JWS, SPO COs should give special attention to the following: 

(a) The CO should review the JWS and the Statement of Work to ensure that the project involves a real work effort on the part of the Partner.  The CRADA is to be used only if there is a true collaboration on behalf of the Partner and LBNL.   If the CO feels that the JWS and SOW do not include such collaboration, then the Division PI and staff should be contacted to discuss whether a true collaboration is intended.  If not and there is no DOE funding involved, then consideration should be given to doing the research as a WFO contract rather than a CRADA.  If there is collaboration or DOE funding involved in the project, then the JWS and SOW should be re-written to better describe the collaborative effort on behalf of the Partner.  There must be in-kind contributions to document the Partner's collaborative activities to demonstrate that the Partner is providing more than money.
(b) Fairness of Opportunity.   Describe how the LBNL and the Partner joined efforts for the proposed CRADA, including how the Partner became aware of LBNL's capability and willingness to participate.  This data is entered into the RAPID Proposal Reports Panel under Fairness of Opportunity in addition to the Abstract.  It will print out on the CRADA SPPF.

(c) U.S. Competitiveness.  The JWS should describe if the Partner will agree to the standard DOE clause on U.S. Competitiveness.  If not, then a description of the alternative benefits the Partner is willing to contractually agree to will need to be described utilizing the U.S. Competitiveness Work Sheet  which was distributed via DOE Memorandum on 2/26/93, Restatement of Departmental Technology Transfer Policy on U.S. Competitiveness.

(d) Check the CRADA Exception to Full Cost Recovery form to ensure that the proper exemption information has been included.

(e) Review the amount of advance invoice that the Division Analyst has estimated for this award.  This amount should be at least equal to the highest estimated costs for four (4) consecutive months along with equipment and any other unusual startup or operational costs as represented in the total proposed budget.  This amount should be at least equal to the straight-line calculated amount of four months of the total proposed budget.   The amount estimated should be recorded in the RAPID/Proposal Profile/Additional Information/ Non-Federal Advance Amount field so it will print on the SPPF.  The SPO CO should review this field because it is also the amount SPO will use on the advance invoice.  The Advance Invoices are currently generated from the Invoice Log in the File Maker Pro Database.

(f) Review the CRADA COI forms 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 ensure that a PI's Statement of Economic Interests (700U and Addendum) is completed and forwarded to the LBNL Conflict of Interest Coordinator with a copy to the SPO CO. 

(g) All work on submitting the proposed CRADA to the partner or the JWS 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.  

(h) Once the Laboratory has mitigated the COI, the SPO CO receives a copy of the Lab's determination.  DOE/BSO approval is needed on a positive financial disclosure.  The SPO CO sends a CRADA Positive COI transmittal letter to DOE/BSO requesting their review and approval of a positive financial disclosure prior to the commencement of the research.

(i) After ensuring that the other elements of the CRADA information in RAPID and the JWS have been properly completed and after having reviewed the proposed scope of work and budget, the SPO CO completes the Patent Clearance Form and the review for classified information, export controlled information, and intellectual property rights. 

(j) The Patent Clearance Form, review form for classified information, export controlled information, and intellectual property rights, and the CRADA COI along with the SPPF, JWS, and Statement of Work are mailed (or faxed in the case of an urgent request) to the Patent Department for review and approval.  A copy of the package should also be forwarded to the Licensing Manager in the Technology Transfer Department.

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.  Proposals can be submitted to meet critical deadlines and Patent approval should be received soon thereafter and before sending to DOE/BSO for approval.
(k) The scientific division, PI or staff or if mutually agreed, the SPO CO, arranges for the briefing on the CRADA project for the Laboratory Director.  The scientific division prepares the CRADA Briefing for the Director.  The SPO CO attends the briefing and ensures that the Laboratory Director signs the CRADA COI form and if appropriate the CRADA signature page.

(l) The SPO CO and/or CA prepares the CRADA Partner proposal transmittal letter and attaches the appropriate CRADA, Scope of Work, Budget, advance invoice, and Advance Payment Policy and sends the package to the proposed CRADA partner contact.

(m) SPO CO and/or CA prepares a DOE/BSO CRADA transmittal letter and attaches the JWS, proposed CRADA, and if applicable the Exception to Full Cost Recovery form and submits it to DOE/BSO for review and approval. The SPO Manager must review and sign the JWS prior to its submittal to DOE/BSO. 

(n) After approximately ten days have passed since submitting the proposal to DOE, the SPO CO and/or CA follows-up with DOE/BSO on approval status of the JWS and CRADA.  Respond to any DOE/BSO questions on the approval package.
(o) The SPO CO contacts the Partner's contracts office to determine if the Partner has any questions or issues on the proposed CRADA.  

1. If the proposed CRADA 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 CO arranges for the Laboratory Director's signature on the CRADA copies and prepares a transmittal letter sending a copy of the executed CRADA back to the Partner and reminds the Partner to make the advance payment, if applicable. 
2. If negotiations on CRADA 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 DOE/BSO CRADA transmittal letter explaining the basis for each change and submit the letter and negotiated CRADA to the DOE/BSO Contracting 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 are re-negotiated with the Partner until both partner and DOE and LBNL are in agreement on the negotiated contract terms.  Signatures are then obtained from the Partner and Laboratory Director on the negotiated CRADA, and partner advance payment obtained, if required.
i. Once contracts are finalized, advance payment if required is received, and DOE approval obtained, the CO verifies the NEPA/CEQA and, if necessary, HARC approvals.  The SPO CO and/or CA updates the RAPID Proposal Certification Panel to indicate approval and the Employee ID of the approver.
(p) Once all the required LBNL and DOE approvals have been obtained for the award, the SPO CO reviews the proposal information is in RAPID to assure all actions have been noted; such as, all certifications have been approved (including waiver of FAC) and that the Division has reviewed and updated the Proposal Burden Panel.  After the Division has certified (via e-mail) that the burdens are correct, the SPO CO generates an award in RAPID in order to generate the Sponsor Project Account Authorization (SPAA).  The Award Generation Process and the updating of the Award Profile is outlined in the RAPID Training and Reference Manual:  SPO Award Generation and Management.
(q) The SPAA is distributed and the Division requests that the Project ID be opened.  The Budget Office opens the project in FMS.  SPO prepares a CRADA Transmittal letter and sends it along with a copy of the executed CRADA to DOE/BSO contracts for their records.

For USIC CRADAs and similar unfunded CRADAs, no award is generated.  Follow the information in the Funded and Unfunded CRADA Award Setup.  A Memorandum is prepared and distributed to the PI and Division Analysts with a copy of the executed CRADA indicating that the project can begin.  SPO prepares a CRADA Transmittal letter and sends it along with a copy of the executed USIC CRADA to DOE/BSO contracts for their records.

The SPO sets up the SPO CRADA award file.

