What is a CRADA?

eCooperative research and development
agreement.

 Statutory authority for Federal labs to enter
R&D agreements with non-federal entities or
persons. FAR and OMB Cir. do not apply!!

eAnother means for the government to
acquire R&D.

*A means to help move government-invented
technologies into the commercial
marketplace.



When is a CRADA appropriate?

e When the PI’s want to collaborate.

 \When the parties can agree on how any new

intellectual property or data created will be
handled.

 When the parties have the resources or have
a plan to get the resources to do the R&D.



When is a CRADA not appropriate?

e When the government would normally use a
procurement contract. *

e When an International Agreement is appropriate.

e When a Commercial Test Agreement is more
appropriate.

* Caution also when using CRADAs for products in advanced development or already
commercialized.



What resources can be used?

Federal Labs
e Personnel
* Services
e Facilities
e Equipment
e Intellectual Property
e Other resources

With or without
reimbursement!!!

CRADA Collaborators

Personnel

Services

Facilities

Equipment
Intellectual Property
Other resources
FUNDS!!!



Who has authority to sigh a CRADA?

e Commander USAMRMC
Lab Directors/Commanders
WRAIR USAMRIID USACEHR
TATRC USAARL USAISR




Examples of CRADAS

e Material Transfer Agreements.
e Personnel

* Clinical Trials



When Procurement and Assistance
converge with CRADAs

What if a federal contractor or grantee wants to
use his contract or grant funds to pay a
federal lab to do part of the agreed-to R&D?

Guidance: Procurement Advisory Notice 06-05

e Canyou pay the lab directly?

e Can you negotiate down indirect costs on the pass
through?

e Are the labs costs reasonable?



New Subject

Distinguishing between
Procurement Contracts and
Assistance Agreements

(i.e., grants and cooperative agreements)



Statutory Purposes Generally

Procurement Contract Assistance Agreement
The principal purpose is to The principal purpose of the
acquire property or services activity to be carried out
for the direct benefit or use under the instrument is to
of the United States stimulate or support a
Government; or Public Purpose (i.e., to
the agency decides in a provide assistance).

specific instance that the
use of a procurement
contract is appropriate.



Statutory Authority for Assistance

 Agencies have inherent authority to use
procurement contracts.

 Agencies must have statutory authority to use
assistance agreements.



Department of Defense Assistance
Authority
10 USC 2358

May engage in basic research, applied research,
advanced research, and development
projects™ that

 Relate to weapons systems and other military
needs

* Are of potential interest to DoD
by contract, cooperative agreement, or grant.



* Development Projects

Development projects nearly always shall be
performed by contract because their principal
purpose is the acquisition of specific
deliverable items (e.g., prototypes or other
hardware) for the benefit of the Department
of Defense. DODGARs 22.205(a)(2)



Fee or Profit

Use a procurement contract if :

1.Fee or profit is to be paid to the recipient of
the instrument.

2.The instrument is to be used to carry out a
program where fee or profit is necessary to
achieving program objectives.



Grant or Cooperative Agreement?

Grant Cooperative Agreement

Substantial involvement is not Substantial involvement is

expected between the expected.
Department of Defense and

the recipient. Substantial involvement is
relative, and may include
collaboration, participation,
or intervention in the
program or activity.



Regulations

Contracts Assistance Agreements
 AFARS e OMB Circulars
* FARS e DODGARS

* DFARS



