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From: E. Jacobs-Baynard
To: Tammy Croote
Date: 4/26/05 2:40PM
Subject: Reply: Fwd: Response: Re: Biennial Review of Materials Flat Fees

Tammy:

In response to OGC's request, see the attached additional narrative to consider for use in the FY 2005
Final License Fee Rule regarding Categories 3H-Exempt Distribution - Dev. Review, 31-Exempt
Distribution - No Dev. Review, 9A-Device Review-Commercial, and 9B-Device Review-Custom. Let me
know if you have any further questions.

Liz

>>> Tammy Croote 04/25/05 08:48AM >>>
Liz: OGC is requesting that we put more info in the final fee rule regarding why processing times for 3H,
31, 9A and 9B applications increased. I have some info in the attached about 3H. Is there anything more
we can say in this regard? I could propose to OGC that we state that the reviews have been more
'complex' over recent years, but I think they will request more info than that (e.g., are there any new
requirements or circumstances that have made reviews more complex)?

Thanks,

Tammy

CC: Charles Miller; Claudia Seelig; E. William Brach; George Deegan; Jack Strosnider;
Joseph Holonich; Margaret Federline; Michael Layton; Patricia Holahan; Thomas Essig
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4/26/05
Additional information to include In the final FY 2005 License Fee Rule

Related to Categories 3H, 31, 9A, and 9B

The hourly expenditures for 32 materials program fee categories are reviewed biennially. The
most recent biennial review, conducted in FY 2004, resulted in 20 categories with hourly
estimates remaining the same; 8 categories decreasing; and 4 categories increasing. Four fee
categories (3H, 31, 9A, 9B) increased substantially. Even though these are small categories in
terms of the number of licensees that would be impacted, NRC believes that the magnitude of
the increases requires some additional explanation.

The reasons for the increases are both administrative and technical. Administratively, several
prior biennial reviews showed very small sample sizes of completed licensing actions in these
categories, therefore NRC was reluctant to adjust fees based on the fluctuations that could
occur from small statistical samples. Thus, the hourly estimates on which these fees were
based were legacies from many years ago. During the last biennial review, a more meaningful
sample size was reviewed, and the new data were appropriate for including in the fee
determination. A management review, and a comparison against other similar type fee classes
showed that the original fees were no longer representative of the complexity of the reviews,
and the amount of review time required. NRC believes that the new fees, based on recent
hourly expenditure data, are more representative than the prior year fees. Technically, program
review practices have also changed in the past several years. The product vendors, and device
manufacturers are, in some cases, combining their submissions. This means that NRC is
reviewing more complex and substantial submittals. An additional reason is that a second level
of review and signature authority is now required for some of these fee categories to assure the
continued quality and adequacy of our technical reviews and regulatory determinations.


