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A.  CRADAs and Their Benefitstc \l3 "A.  CRADAs and Their Benefits
Cooperative Research and Development Agreements (CRADAs) are a key feature of the Federal Technology Transfer Act of 1986. The Act permits CRADAs to be developed by Federal laboratories to encourage non-Federal parties and the Government to work together and stretch their research budgets.  By entering into a CRADA, the Federal Government can optimize its resources and cost-effectively perform research by sharing the costs of this research with the CRADA partner.  The collaborating partner agrees to provide resources that may consist of funds, personnel, services, facilities, equipment or other resources needed to conduct a specific research or development effort while the Federal laboratory agrees to provide similar resources but not funds directly to the partner.

The CRADA vehicle provides incentives that help speed the commercialization of federally developed technology.  The Government protects any proprietary information brought to the CRADA effort by the partner.  Federal scientists can work closely with their non-Federal counterparts exchanging ideas and information while protecting company secrets.  Also, all parties may mutually agree to keep research results emerging from the CRADA confidential and out of public domain for up to 5 years.  CRADAs also enable the Government and the collaborating partner to share patents and patent licenses.  This can ultimately result in royalties paid to the Government and to the Federal inventor(s).

To summarize, CRADAs offer the following benefits:

-  Enable both partners to leverage their research budgets and optimize resources.

- Provide a means for sharing technical expertise, ideas, and information in a protected environment.  The Federal Government can protect from disclosure any proprietary information brought to the CRADA effort by the partner(s).

-  Permit Federal scientists to work closely with their non-Federal counterparts.

-  Offer non-Federal partners access to a wide range of expertise in many Disciplines.

-  Allow the partners to agree to share intellectual property emerging from the effort.  This can result in royalties to the Government and the Federal inventor.

-  Permit the Federal Government to protect information emerging from the CRADA from disclosure for up to 5 years, if this is desirable.

A CRADA is not a procurement contract, grant, or cooperative agreement as those terms are used in 31 USC 6303‑6305.  In other words: a CRADA does not fall under Federal Acquisition Regulations (FAR).

CRADAs typically consist of two main components: General Provisions (the legal framework) and a Statement of Work or SOW (the objectives, tasks, and deliverables of the CRADA activity).

B.  Who May Enter Into a CRADA With the USGStc \l3 "B.  Who May Enter Into a CRADA With the USGS
Virtually any organization may enter into a CRADA with the USGS.  According to statute (P.L. 99‑502), "units of State or local government; industrial organizations  (including, but not limited to, corporations, partnerships, limited partnerships, and industrial development organizations); public and private foundations; nonprofit organizations (including universities); or persons (including licensees of inventions owned by the Federal agency)" may enter into CRADAs with the USGS.

C.  Types of Resources Partners May Contributetc \l3 "C.  Types of Resources Partners May Contribute
Non‑Federal partners may contribute funds, personnel, equipment, facilities, services, and intellectual property to a cooperative research and development effort.  Federal laboratories may also contribute personnel, equipment, facilities, services, and intellectual property to the cooperative effort to the non‑Federal partner.

USGS funds, however (or other Federal funds contributed to the CRADA), cannot flow to the non‑Federal partner‑‑directly or indirectly.  For example, software or equipment contributions by the non‑Federal partner that are part of the CRADA cannot have maintenance contracts that require payment by the Federal partner.  Also, when purchasing supplies, equipment, or services with CRADA funds, the USGS must follow Government procurement rules.
D.  Obligations of CRADA Partiestc \l3 "D.  Obligations of CRADA Parties
Obligations of the CRADA partners are described in the Statement of Work (SOW).  The SOW is the technical core of the CRADA, the basis for initial approval/rejection by USGS, and the source of technical information in certain articles of the CRADA.  It describes the CRADA effort, the individual tasks involved and the anticipated outcomes.  The SOW must be short enough to encourage swift review and action, but long enough to allow a review of its merits.  Information within the SOW from the obligated parties should be complete enough, and clear enough, to permit the Principal Investigator and the Business Development Branch to independently evaluate the success of the project.  The goal must be verifiable and the objectives must be measurable.

E.  Completing the Legal/Financial Components of the CRADAtc \l3 "E.  Completing the Legal/Financial Components of the CRADA
A CRADA is a legal contract forming a business agreement.  Unlike the typical contract for procured services regulated by Federal Acquisition Regulations, the CRADA between the USGS and a private sector partner is a type of “deal.”  Unless the non-USGS partner perceives sufficient safety in the activity (for example, the protection of proprietary data) and a high enough expected return, it will not invest its resources or risk its know-how on the project.  Occasionally the Federal research principal investigator may have a choice of potential partners and may be looking for the “best deal” for the agency and for the USGS inventor.

Most articles in the CRADA General Provisions are negotiable.  Negotiable items include intellectual property rights, protection of information, publication rights, and deadlines.

F.  Steps for Creating and Executing a CRADAtc \l3 "F.  Steps for Creating and Executing a CRADA
There are basically five steps for establishing and executing a CRADA with the USGS:

STEPS FOR EXECUTING A CRADA
1.  Determine the Validity of a Potential Partner

2.  Negotiation of the CRADA Terms and Statement of Work (SOW)

3.  Applicable Bureau Discipline Review and Recommendation 

4.  Associate Director Approval

5.  Post‑Project Evaluation

Complementing these five steps are seven key documents and forms that should be completed to organize and establish a CRADA:

KEY DOCUMENTS FOR A CRADA
Steps Where Used
1.  Optional Industrial Participant Questionnaire
1

2.  Federal Register Notice
2

3.  CRADA Document (Cover Page, Statement of Work, and General Provisions)
2

4.  The Discipline Proposal
3

5.  The Principal Investigator's Conflict of Interest Statement
3

6.  The CRADA Decision-Tree and Criteria Checklist
3

7.  The Discipline’s Recommendation Memorandum
3

Step 1:  Determine the Validity of a Potential Partner

Most technology transfer and Cooperative Research and Development Agreement activities occur at the laboratory, branch and Discipline levels of an agency.  The researcher or Principal Investigator (PI) may be the first point-of-contact for a potential CRADA cooperator.  To assist the researcher in determining whether or not the prospective partner is technically and financially suitable for a CRADA, an optional Industrial Participant Questionnaire (Form 1) has been prepared.  Although there is no requirement for completing this form, the researcher should use some documented system that will provide a satisfactory audit trail and demonstrate that an effort was made to establish the viability of a potential cooperator.  This information should be provided to the applicable research division.

Suitability of a potential partner also must be considered from ethical and public perception points of view.  The Decision-Tree (Form 6a) has been prepared to help the researcher evaluate these subtler but very important issues when considering a potential partner.  It is highly recommended that the researcher seriously go through the decision tree at this point in considering a potential CRADA partner. If the Decision-Tree creates doubts or develops questions, the researcher should consult with his or her supervisors and/or the Business Development Branch before proceeding further towards a CRADA.  If the Decision-Tree is completed successfully, proceed with the questions on Form 6b and make sure they are answered properly.

Step 2:  Negotiation of CRADA Terms and Statement of Work

Statement of Work (SOW)

Once the researcher determines that the technical and economic objectives of an industrial partner matches the needs of his/her research program, the researcher should work with the potential cooperator to draft a Statement of Work (SOW) that describes the CRADA effort and its outcomes.  The SOW should be a concise, technical proposal containing the kinds of information found in typical contracts.  It should consist of the following subsections:

Background – Include the history of the opportunity or problem; the market demand, industry need, or commercial potential of the idea; earlier attempts to solve the problem or exploit the opportunity; projections of increasing need or demand.

Objective – Include the specific measurable result of the current R&D (or evaluation) project: the problem to be solved; the device to be designed, enhanced, tested, or refined.

Tasks – Identify each task or step necessary to reach the stated objective should be described in detail.  Included in the description should be a list of the Federal laboratory responsibilities for that task and the responsibilities of the CRADA partner.

Expected Results – Determine the implications of the project; short‑term generations of additional projects or research; longer‑term commercialization of the research materials; estimates of expected financial return on the inventions associated with the project.

Constraints – Identify uncertainties in the future or estimates associated with the project; assumptions about future events and the availability of resources, personnel, or equipment; questions of technical feasibility; deadlines, windows‑of‑opportunity, or other constraints.

Resources - A detailed list of all resources being supplied to the CRADA by the partners including cash contributions and an estimate of in-kind expenses MUST be included.

Once approved, the SOW becomes the key part of the completed CRADA.  

Detailed instructions for completing the Cover Page (form 9 - 2040) and Statement of Work are included under CRADA form 3.  Also, these instructions cover amendments to a CRADA.

Federal Register Notice

It is suggested that before pursuing further negotiations, a Federal Register notice similar to the samples included in Forms 2a and 2b should be prepared and published by the applicable Bureau Discipline to substantiate that the Bureau has met the fairness-of-opportunity obligations required by technology transfer statutes.  The fairness-of-opportunity standard encompasses two elements:

1) The Government agency or Bureau engaging in the technology transfer activity has widely communicated or advertised its scientific capability and its interest in collaborations; and

2) The selection of a single company from multiple applicants is based on objective criteria.  The objective of most Federal agencies or Bureaus should be to accommodate as many collaborative partners as possible in a single CRADA; however, in many situations, a single partner is the best approach for transferring a particular technology.

Forms 2a and 2b show two types of Federal Register notices.  The first format is most suited for CRADAs where only one partner is appropriate.  The second format is appropriate for situations in which the primary collaborator is willing to open the CRADA to others in order to increase the resource pool or expertise base.

Once replies have been received in response to the Federal Register notice, the principal investigator may wish to conduct preliminary discussions about possible partnership opportunities with other companies expressing interest.

Sharing the CRADA General Provisions

At the same time he/she is preparing the Federal Register notice, the principal investigator should send the potential cooperator a copy of the Bureau’s General Provisions for a CRADA.  The researcher may wish to indicate to the cooperator that elements of the CRADA are negotiable, however, terms of the General Provisions cannot be changed from the model without involving the Business Development Branch.  If the potential partner has any questions concerning the General Provisions or wishes to change any of the articles, they should be referred to the Business Development Branch.  Copies of the USGS General Provisions are included as part of Form 3 of this section.

The principal investigator must keep his/her respective branch, office and/or Discipline apprised of discussions conducted with the potential cooperator since all proposed CRADAs must be supported by the researcher’s immediate supervisor and Discipline chief.  The principal investigator must follow any applicable Discipline policy on the submission of CRADAs.

Step 3:  Applicable Bureau Discipline Review

The researcher would prepare a Discipline proposal (see Form 4) for official Discipline review while final negotiations are underway.  Proposals should be submitted for Discipline review, as soon as possible, to allow time for modifications or clarifications.  Final Discipline agreement is normally not granted until the negotiations are concluded.

The researcher should also complete a Conflict of Interest Statement (Form 5).  This form identifies any potential conflict that the researcher may have other than possible patent royalties.

Completion of the CRADA Decision-Tree (Form 6a) and meeting the criteria for acceptance as evidenced by a properly completed checklist (Form 6b), as well as a brief memorandum (Form 7) signed by the Discipline's approving authority complete the Discipline Approval Package.  This package basically certifies that the Discipline has the resources and interest in pursuing the CRADA activity.
Step 4:  Agency Director's Approval

The Discipline-approved CRADA package, including:

1) The complete CRADA document consisting of cover page, statement of work, and General Provisions (Form 3),

2) A copy of the Federal Register notice (Form 2),

3) A copy of the Discipline-approved Conflict of Interest Statement (Form 5),

4) Completion of the Decision-Tree and a copy of the CRADA Criteria for Acceptance checklist  (Form 6b), and

5) The memorandum from the Discipline recommending the CRADA for approval   (Form 7) 

should be forwarded to members of the Business Enterprise Council (BEC) through the Discipline’s representative on the BEC.  This council, consisting of representatives from the Office of the Director, Business Development Branch and the Disciplines, reviews all CRADAs.  If the CRADA effort meets USGS objectives and standards, the council recommends approval of the CRADA. Any negotiations over changes to the General Provisions will have occurred prior to the Discipline approval of the CRADA.  Within the USGS, these negotiations are conducted by Business Development Branch personnel with support from the Department’s Office of the Solicitor.

Once the BEC recommends approval of the CRADA, the Discipline is notified.  The Discipline prepares the transmittal letter for the Associate Director's signature (Form 7).    The Associate Director signs the two copies of the CRADA and forwards both to the partner for signature.  The Associate Director's letter of transmittal to the partner asks that the partner sign both copies, retain one copy and return the other to the Business Development Branch.  (See Form 8).

When the original signed CRADA copy is returned to the Discipline, it should be treated as a valuable document, particularly since the final agreement may contain some proprietary data from the partner.

Step 5:  Post-Project Evaluation

The principal researcher involved with the CRADA effort should track progress and ensure that expenditures of any incoming collaborator dollars and program funds are reported as per their Discipline’s policy.  Form 10 may assist in annual project reporting and closeout to the Discipline concerning CRADA progress, expenditures, and milestones.  This type of reporting also provides audit trails.

Under the terms of the CRADA, each party to the agreement has the obligation to report inventions to the other partner.  The CRADA's General Provisions at Article 4 (Patent Rights) provides a detailed invention disclosure format. USGS employees can use the Department's form DI-1215 (shown in this handbook as Form 9).  The cooperator can use any format that provides the details called for in the CRADA.  It is the principal researcher's responsibility to make sure that these disclosures are incorporated into the Discipline's monitoring program for each project.
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