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The following inquiry has been received:  “Can one of our subcontractors be a foreign entity? Can
I purchase components that are manufactured outside the US?”

The following response applies:

Foreign subcontracts will not be accepted.  Purchase of foreign components is acceptable; however,
if there are rights or ownership issues that convey with the components, then these issues need to be
identified and discussed in the proposal.

This amendment does not alter the source selection criteria or procedures of the solicitation as
posted and subsequently amended.

The following inquiry has been received:  “I am considering a submission in response to the pediatric
support RFP that would require partnering with a corporate organization.  Before proceeding, the
question has been raised by this corporate organization about any obligation, royalties, and intellec-
tual property management they would owe the NIH if the proposal were funded.”

The following response applies:

Each resulting contract will contain intellectual property clauses appropriate to the proposal as nego-
tiated.  Existing intellectual property that a contractor or subcontractor might bring to the program
would be retained by that organization.  The intellectual property that arises from the program would
be retained in accordance with the terms of the contract.  Typically, the contractor is allowed to
retain the intellectual property rights in accordance with the clauses arising from the Bayh-Dole Act.
Those same clauses give the Government unlimited rights to “use, disclose, reproduce, prepare deriv-
ative works, distribute copies to the public, and perform publicly and display publicly, in any manner
and for any purpose, and to have or permit others to do so.”

Also, the typical clause we use states that the “Contractor has the responsibility to obtain from its
subcontractors all data and rights therein necessary to fulfill the Contractor’s obligations to the Gov-
ernment under this contract.  If a subcontractor refuses to accept terms affording the Government
such rights, the Contractor shall promptly bring such refusal to the attention of the Contracting
Officer and not proceed with subcontract award without further authorization.”   We would review
the subcontract before approval to make sure that this occurs, and if we believe it is warranted, we
would have an acceptable subcontract in hand before we award the prime contract.

Additional guidance concerning intellectual rights issues is described at http://ott.od.nih.gov/New
Pages/64FR72090.pdf as indicated near the bottom of page 18 of the BAA.

This explanation is provided as guidance to potential offerors and does not supersede any terms of
the solicitation.

The following inquiry has been received:  “In Task 1 there is reference to ‘physiologic performance
for the normal and diseased heart conditions.’ We are interpreting this statement to mean our device's
physiologic performance and NOT the physiologic performance of the patient's native heart. Is this
correct?”

The following response applies:

The question is believed to refer to task 1 of the sample statement of work (SOW) on page 4 of the
solicitation or BAA.  Offerors must read the last three italicized sentences preceding task 1 in the
sample statement of work on page 4 and be sure also to read Part I of Section L on pages 30-34
before drafting a proposed statement of work.

This explanation is provided as guidance to potential offerors and does not supersede any terms of
the solicitation.

http://ott.od.nih.gov/NewPages/64FR72090.pdf
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The following inquiry has been received:  “Directions for the ‘Past Performance Information’ section
only request information about contracts. Should we interpret this to mean only the contract form
of funding or the more general Federal contracts and grants?”

The following response applies:

For the purpose of item 3 of the Business Proposal Instructions, as set forth from the bottom of page
46 to the top of page 47, the text of the solicitation means what it says.  Offerors must provide refer-
ences for contracts, for which past performance is required to be rated.  Grants are not included in
this past performance section.

This explanation is provided as guidance to potential offerors and does not supersede any terms of
the solicitation.


