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The Council on Governmental Relations (COGR) sent the following message that you should be aware of if you are involved with NIH grants.  Rutgers is one of over 150 colleges and universities that are members of COGR.  COGR acts for its members with the various government offices and agencies to improve, streamline and simplify research administration with the Federal government.  Where they can't accomplish that they attempt to mitigate and reduce the negative impacts of governmental rules and regulations.      
 

 

This originator of this message is Tony DeCrappeo.  If you have questions/comments, please email: tdecrappeo@cogr.edu

The NIH has completed a complete revision of its Grants Policy Statement (GPS). As announced in a November 26, 2003, NIH Guide Notice, this revision supercedes the March 2001 version of the GPS as a standard term and condition of all NIH grants and cooperative agreements, and is applicable to all awards with budget periods beginning on or after December 1, 2003.

In reviewing the November 26 Notice, you will see that NIH identifies what it considers the most noteworthy revisions, in five categories: Policy changes implemented with this revision of the GPS, Policy changes that have occurred since March 2001, Public Policy changes, Policy clarifications since March 2001, and Document enhancements. While many of these revisions were expected and in some cases are positive developments, we have concerns on a few.

Patent Costs

One item caught the attention of a number of COGR representatives - listed as a policy clarification, the GPS now states that patent costs are unallowable as either direct or F&A costs because "the creation of intellectual property is not a requirement of NIH grant awards." Attached is a letter sent yesterday to the Deputy Director for Extramural Research at NIH, pointing out that we believe this policy statement is incorrect, exceeds NIH's authority, and contradicts other sections of the GPS and the spirit of the NIH Roadmap initiatives.

Effort Reporting

Another policy clarification establishes criteria that must be met for an institution to include clinical compensation in institutional base salary for effort reporting purposes. We have been in discussions with NIH officials on this subject for some time, and consider this language a work in progress. Earlier versions of this policy included a detailed definition of the term "guarantee" that were overly restrictive and did not take into account the variations in compensation systems at our institutions. That language is not included in the final policy. We, along with representatives from the academic medical centers, will continue to press NIH and DHHS for a policy that makes sense for both NIH and the institutions.

Cost Transfers

A new policy on cost transfers states that transfers of costs from one project to another or from one competitive segment to the next solely to cover cost overruns are unallowable. However, the policy for allowing pre-award costs on competitive segments has not changed. Therefore there could be some confusion or uncertainty between what distinguishes a cost overrun from a legitimate pre-award cost. We intend to discuss this with NIH and ask for a clarification with examples of situations that would help draw the proper distinction between overruns and pre-award costs.
 
The GPS itself is nearly 300 pages. If you see any other revisions that you believe need attention, please contact the COGR office.
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December 2, 2003

Dr. Norka Ruiz Bravo

Deputy Director for Extramural Research

National Institutes of Health

Building 1

Bethesda, Maryland  20892

Subject: Revisions to the NIH Grants Policy Statement

Dear Dr. Ruiz Bravo:

It was good to meet you at the OSTP regional meeting at the Berkeley National Laboratory and I look forward to a follow-up meeting on December 15, as an opportunity to tell you more about the Council on Governmental Relations. Unfortunately an issue has come up that greatly concerns us, which may require your attention right away.

We were alerted by our members to a number of policy changes in the revised NIH Grants Policy Statement (GPS), which was issued on November 26, 2003. Most striking among them is a change in policy regarding reimbursement for patent costs, which is actually described as a policy clarification.  The NIH policy now states on page 92 that invention, patent or licensing costs are unallowable as either direct or as Facilities and Administrative (F&A) cost.  We maintain that certain patent costs are allowable for the following reasons:

1. While the GPS indicates the costs are unallowable because “creation of intellectual property is not a requirement of NIH grant awards”, the GPS also cites the Bayh-Dole Act and implementing regulations, and states “the regulation requires the grantee to use patent and licensing processes to transfer grant-supported technology to industry for development.” In fact, the GPS contains an extensive description of the responsibilities of grantees for compliance with such requirements, imposed by the Act and by NIH policy, beginning on page 113. It appears that NIH is saying that grantees must comply, but are not allowed to include the costs for compliance in their F&A recovery. 

2.  Patent costs are an allowable cost under OMB Circular A-21, section J.29. In August 2002, OMB proposed revisions to all the costing circulars, and the respective section in Circular A-21 is being revised to reflect the requirements of the Bayh-Dole Act, to make such costs specifically allowable when the Government receives a royalty free license. Many of our member universities currently include the patent and technology office expenses as an F&A cost in one of the administrative cost pools within their F&A rate agreement. It appears that NIH has exceeded its authority in determining what is 
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allowable for F&A purposes. Such determinations are under the purview of OMB, and we are not aware that NIH received a waiver from OMB to make patent costs unallowable.

3. Institutions negotiate F&A rates with their cognizant federal agency, either DHHS or ONR. Even if such a waiver from OMB were obtained, it would be difficult (if not impossible) for an institution to identify and “scrub out” only the NIH portion of patent expenses from its F&A rate. This places the institution in a potentially untenable position between NIH and its cognizant agency.

4. The current DHHS Long-form Review Guide for General and Administrative Expenses in F&A proposals also follows Circular A-21 by stating that only “Patent Infringement Litigation” costs are unallowable.

It is evident from the above that legislative, regulatory and audit provisions support our view that patent costs are allowable under current government policy. It is surprising, therefore, that NIH should issue such a drastic change without advance warning or discussion with the grantee community. Finally, it does not seem to be in the interest of the NIH in general, and the new NIH Roadmap initiatives in particular, to include a statement in the NIH GPS that “the creation of intellectual property is not a requirement of NIH grant awards.” All the Roadmap initiatives seem to be centered on speeding up the process of development and deployment of new technologies and treatments to improve public health. Such a statement seems oddly out of touch with the Roadmap. We have had many discussions with NIH officials in which they have emphasized that it is an NIH priority to facilitate commercialization of NIH-funded research.

We clearly would like to see this issue resolved expeditiously. Please contact me, Robert Hardy, or Tony DeCrappeo, Associate Directors with COGR, if we can provide further information. 

With best regards,

Katharina Phillips

Cc:  Gilbert Tran, Office of Management and Budget

