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October 25, l"&

Mr. Williew Miller

U.S. Nuclear Regulatory Commission
Licensing Fee Management Branch
Washington, D.C. 20555

Dear Mr. Miller:

I recently received a rencwal application frem the U.S. Nuclear Kegulatory
Commission. Radiation Co' vultants of Mid-America is involved in performing
routine medical physics cc sulting for nuclear medicine facilities. Our
consilting involves the use of equipmunt checks, record checks, and leak
checks.

1 was anmuzed at rthe licensing reneval fee required for our license. The fee
is in excess ol §1,000.00. A fee this high places an unnecessary burden on
the small consultants who service a few swall accounts. In addition, I do

not believe that the NRC's costs for revicwing a license renewal for a consul~
ting program is $1,000,

1 discussed the licensing fee with Ms. B.J. Holt in the Regional Licensing
Office in Chicago. She informed me that the licensing fees are being reviewed
on an annual basis. 1 feel that the NRC should seriously consider reducing

the fee structure for individuals doing routine m.dical physics consulting.

The present fee structure will probably result in several people dropping their
NRC licensc. This is the route that I plan to take. The fee is such that I do
not feel that it is justified to maintain the NRC license.

If at some time in the future the fee struiture is lowered to a point which
makes the performance of services under an NRC license reasonable, I will re-
consider applying for approval.

fincerely,

Emory Larimore
Radiological Physicist

EL/be
8200 891129
8C PDR
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MEMORANDUM FOR: Ronald M. Smith, Attorney
Division of Rulemaking & Fue) Cycle
Office of the General Counsel
FROM: John J. Surmeier, Acting Director
Planning and Program Analysis Staff, NMSS
SUSJECT: COMMENTS ON PROPOSED REVISION OF PART 170

We appreciate the briefing you gave us on the proposed revision. In response
to your March 10, 1987 memorandum and items discussed during the briefing, NMSS
has the following comments:

1. Regional Involvement

We suggest that the Regions be given the opportunity to comment an the
proposed rule. The Uranium Recovery Field Office of Region IV will have
to be involved in the process of gathering/analyzing historical data on
uranium recovery to support this new rule. A1l five regions issue
materials licenses; NMSS will take the lead in gathering/analyzing
historical data for this . ‘ea.

2. Flat Fees for Materials _icensing

During the March 19, 1987 meeting, you mentioned $2,000 arbitrarily as the
threshold. Such an approich for “full cost" vs. flat fees for materials
licensees seems reasonabl:, provided that there are nct too many materia)
licensing zases in the "full cost" categories. The large numbar of
material licensing actions (about 6,000 per year) would make it very
difficult to keep accurate records of time spent on each individual
licensing action. If $2,000 is the cutoff, it appears that "full cost"
would apply principally to large irradiators (Category 3G). The number of
licenses in this category is small enough that the licensing staff could
be expected to keep accurate records. We hope that whatever the threshold
i, it should be hi?h enough that only a small percentage (e.g., 1-5
percent, of material licensing actions are subject to full cost.

Please note that the phrase describing Category 3G is broad enough to
include not only the megacurie irradiators which might appropriately be
charged “full cost," but also teletherapy units with 12,000 Curie
cobalt-60 sources used to irradiate various items (e.g., animals, bio-
logical samples, etc.). Consideration may need to be yiven to revising
the descriptive phrase for Category 3G to ensure that it covers only the
“service" irradiators or adding a new category specifically for "service"
irradiators.
YR A LAY
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The following phrase should be added to section (2) of the “byprocuct
material" definition for consistency with Part 40.

"including discrete surface wastes resulting from uranium solution
extraction processes. Underground ore bodies depleted by such
solution extraction operations do not constitute 'byproduct material’
within this definition."

The definition of "materials )icense" should also be modified for the
reason stated above.

"'Materials license' means a byproduct material license issued pur-
suaqt to Part 30 of this chapter, or & source or byproduct material

9. New Regulations

The text of the Federal Register notice needs to be revised to take into
account recent revisions to the requlat ons and those that are
anticipated; e.g, Part 39 should be published in effective form shortly;
the revision of 10 CFR Part 35 thal pecame effective April 1, 1987,
deletes the in vivo general license authorized in 10 CFR 35.31.

10. Inspections

We recommend a review of the inspection frequencies listed in 10 CFR
i70.32 to ensure that they correspond with those specified in the
appropriate Manual Chapter.

11. Revisions to Fee Categories

This rulemaking provides an opportunity to clarify the descriptive phrases
in several fee categories. We suggest the following:

. Add a statement to Category 1) that industrial measuring devicee
include x-ray fluorescence devices.

. Revise Categories 3C and 30 to include not only distribution, but
also redistribution.

. Specifically exclude from Category 3L medical use (or human use).

. In 10 CFR 170.11(a), consider specifying that: (1) medical
institutions that hold another NRC license are not subject to fees
for a nuclear pacemaker licunse, and (2) individuals who hold an '°C
license authorizing possession of ai implanted nuclear pacemaker are
also not suoject to fees. T!is is the current practice and the
proposed rule should document it.
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-

. Consider \st. . l1ishing a separate fee category for organizations
licensed to calibrate instruments. Alternatively, clarify that they
are not covered by the phrasing in Category 3N and are included in (
the “all other" Category, 37, |

12. 10 CFR 170.2(b)

This should be changed as follows to include byproduct material,

]
-/

“(b) An applicant for or holde of a spec. fic sourre material or
byproduct matérial license issued pursuant to Part 40 of this
chapter,”

13. Enforcement

Paragraph 170.12(1) should be clarified to indicate NRC intends to bill
for all NRC staff time asscciated with enforcement actions, not just time
expended by OF and 0GC.

NMSS has also marked minor corrections/typos on the enclosed draft. We
recognize the sensitivity of the license fee issue and will work with you, given
available resources, on formulating this proposed rule If you '.ve any
comments, please coniact Claudia Seelig on ext. 74072.

John J. Surmeier, Acting Director

Planning and Program Analysis Staff

Office of Nuclear Materia) fafety
and ‘afeguards

Enclosure: As stated
DISTRIBUTION:

PPAS File 2.6.1
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UNITED STATES
NUCLEAR REGULATORY COMMISSION
WASHING TON, D. C. 20858

SEP 15 1989

NOTE TO: Jim Holloway
FROM: Glenda Jackson

SUBJECT: FEES FOR CALIBRATION/LEAK TEST/OTHER SERVICES (CATEGORIF3 3N AND 3P)
AND HUMAN AND NON-HUMAN USE OF LIXI SCOPE DEVICES

On May 18, 1989, | discussed the subject fees with John Glenn, NMSS. The
discussion for éategories 3N and 3P was based on Stan Huber Consultants'
December 18, 1985 letter; Vandy Miller's March 19, 1985 memoranaum to

William 0. Miller; John Surmaier's April 10, 1987 memorandum to Ron Smith;
Health Physics Associates' July 22, 1988 comment on the June 27, 1988 proposed
rule; and Vandy Miller's Sevtember 37, 1980 memorandum. Copies of these
documents are attachea. John confirmed that it is appropriate to treat
calibration service the same as leak test service tor fee purposes and
recommended this change be includeu in revised Part 170,

The discussion on the medical versus non-medical use of the Lixiscope was

based on a comment from Lixi, Inc. concerning the June 22, 1988 proposed rule
énd /andy Milier's September 30, 1988 response. John Glenn statec that \
although the review effert moy be the same for med.cal and industrial uses of
the Lixiscope, the same could be said for all diagnostic sealed sources; ’
however, it would not be reasonable to make a separate category for each
manufactured item or for each individual use of an item. John believes that
these licenses are currently grouped in the most logical manner. John
recommended that the current fee categories be retained for the human and
nor-human use of diagnostic devices.

Sincerely,

ZLG,.,L‘ U edeo s/

Glenda Jacksog, Chief

Materials icense Fee Section

License Fee and Debt
Collection Branch, OC/DAF

Attachments:
A; Stated

~Y4r2otoree

-
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MEMORANDUM FOR: C. James Holloway, Jr., Chief
License Fee Management Eranch
Division of Accounting and Finance
Office uf Administ- tion and
Resources Maragement

FROM: Vandy L. Miller, Chief
Medical, Academic, ena Commercial
Use Safety Branch, NMSS

SUBJECT: COMMENTS ON 10 CFR 170

This is in reference to your September 16, 1988 memorandum, requesting
information on several issues. Our response follows in order your requested

information.

A, Lixd, Inc.

1. In general, the staff effort required to review applicavion for use
of a Lixi device is the same for both human anc inaustr.sl use.

2. In general, the staff effort required to inspect & Ticensed program
for use of a Lixi device is the same for both human and industrial

use.

3. I general, the staff effort required to review an application for
human vse of a Lixi device is about the same as other devices used
for humdn use.

4. To our knowledge, Policy and Guidance Directive FC 85-1 did not
result 1n & decrease in the staff etfort required to review
appiication for use of the Lix1 devices. It was intended to en:ture
that all five Regions reviewed such request in & similar manner.

3 To our knowledge, Policy and Cuidance Directive FC 85«1 dicd not
result in a decreased effort required to inspect licensees.

O Health Physics .ssociation, Inc,

1. We basically agree with Health Physics Associates comments that the
service categery is to brosd. Some types of service company, €.C.,
calibration company require far 1oss review and inspection time,
than other licensee sucn as manutacturing company's. The following
are our answers for la. through ld. of paragraph B,

HAOXTRIORIZ M o
, o



c. vms KOIIONIy. Jro - 2 -

. Approximately 1/3 of the effort
b. About the same

¢c. Approximately 1/3 of the rffort
d. About § of the effort

Wwe hope this information will be helpful. If you require edaitional
cssistance, please contact Michasl A, Lamestra of ny staff on Ext, 23416,

/ d
Lkl vt

MedicaV¥, Ac - mic, and Commercial
Use Safet, .ranch, NMSS
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MEMORANDUM FOR: Vandy Miller, Chist
Medical, Academic ano Commercial
Use Safety dranch, NMSS

FROM: C. James Holloway, Jr., Chiet
License Fee Management Branch, ARM
SUBJECT: COMMENTS ON 10 CFR 170

AS you are aware, on June 27, 1988, proposea revisions tu 17 CFR 170 and
171 were published in the Feaeral Register (53 FR24077). Must of the
comments received from materials licensees related to the proposal to
charge for each routine inspection rather than based on the current
prescribed frequencies. Although we dic not propose any changes to tie
I1cense fees for small materials programs, Lixi, Irc. and Health Physics
Assdciates commented on the current materials license fees. Copies of
their comments, cated July 19, 1988 and July 22, 1988, respectively, are
enclosed. [n order to evaluate the issues raised by (ixi and Health
Physics Associates, we would appreciate receiving information on the
following:

A. Livi, Inc,

1. Lix1 has commented that they believe docters should be
charged the same as an industrial user for the review of
an application for a new license to use 2 Lixi device.
is the staff _ffort required to review an application for
use of the Lix1 devices on humans the same as that
required to review an application for the industrial use
of the same device? If not, in what respects do the
staff effort requirenents differ? Currently, the fee for
@ doctir 1s $5B0 (Category 7C) while an indusirial user
15 acsessed a fee ot $230 (Category 3P).

2. s the staff e«ffort requirea to inspect a licensed
program the same for the humarn use nf the Lixi devices
as that for the industrial use of the same devices? It
not, how do they differ? Currentiy, the routine
inspecti in fee assessed for human use 1s $480 (Category
7C) while the inspection fee for industrial use is $530

(Category 3P),

{8 1s the staff effort required to review an application for
the human vse of the Lixi gevices less than the

staff effort requireo to review an application for the
human use of uther devices? If so, is the vifference
significant enough to support a new category as Lix1
suggests?

— PP TIORAT S A - - 2pp
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4. 01d Policy and Guidance Directive FC 85-1 result in a
decrease 'n the starf effort required to review |
applications for use of the Lix1 devices? If so, to what \
extent was 't jessened’ .

5. D¢ Policy and Guidance Directive FC 851 result in o
gzcrease in the staff effort required to inspect licensed

programs ‘uthorizing the use of the Lixi devices? |f s,
to what extent was 't lessened?

B, Heaith Physics Associates, Inc,

1. Health Physics Associates objects to the fee of $930
(Category 3N) for a license that authorizes services
for other licensees when compared to other types of
iicenses. How does the staff effort required to review
an application for a license to provide services to other
licensees (such as installation, calibration, and
relocation) compare with the staff effort required to
review applications for the following types of licenses:

‘a) Manufacturing of i1tems containing byproduct
material for commercial distribution to specific
licensees?

(b) Distritution of devices containing bypri.uct
material which require a device evaluation to
persons exempt from licensing? (Note: This refers
‘o the “"E* license only; separate fees are assessed
for licenses to manufacture these products and for
the safety evaluation of the products).

(v) Ingustrial radiography at field sites?

(g) "Large" gauge programs authorizing the licensen to
install his own devices, to calibrate his own survey
meters, and to test his detection system in several
states?

we woulC appreciate receiving a response to this reguast by
September 30, 198E in order to address the comments in the final rule.

Sgned by
C. James Mollowsy, i,

C. James Holloway, Jr., Chief

License Fee Management Branch

Division of Accounting and Finance

Office of Administration and
Kesources Management

Enclosures:
1. 7/19/88 Ltr., Lixi

5 2/9%/80 | & Masleh Dhwuadisre Aaevr »
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July 19, 1988

Secretary of the U.S.
Nuclear Regulatory Commission
bashington DC 20555

Attn: Docketing an¢ Service Branch

Subject: Proposed revisions to 10CFR 170
and 171 on License and annual fees

Dear Sir:

He wish t0 point out an TNeQUIty 1n the current )icense fee sChedule,
Under category 7. “Human use of byproduct, source or specia) nuclear
material", there is no gistinction made be: ween a user with one or two
sealed sources for diagnestic use and a hospital that has many sources for
teletherapy use. '

In 1983, when the WRC began 1ssuing licenses to doctors for [-125 Lixy
Imaging Scopes, they were placed in Category 7{C) which was originaily
Intended for hospitals with teletherapy devices. The Lixi Imaging Scope,
like the Bone Mineral Analyzer, is a diagnostic instrument which uses a
sealed 1-125 source. It cannot be used as & teletherap:; Cavice. Its
primary user 1s the individual doctor and not a hospital.

The NRC placed the Lixi Imaging Scope and the Bone Mineral Analyzer .n
category 7(C) because it had no other choice at that time. The NRC
simplified the licensing procedure for this device 1n 1985, see attached
"Policy and Guidance Directive FC 85-1" Recordkeeping by the doctors has
Leen simplified and so has the MRC's inspection of these users.

He request that the MR( create a new category for diagnostic devices. Some
Agreeaent States such s Texas have already done this. The license and
inspection fees should also be reduced accordingly, Currently the WRC
charges a doctor or climc $580 for a license and $460 for an inspection
which is the same as a hospital. At the same time, an industrial .ser is
charged only $230 for 2 license and $210 for an insg- . .on for use of a
Lixi«Imaging Scope, refer %o category 3(£). e believe that voctors should
de charged the same 4s an ingustrial user since there 15 no additienal work
reguired by the MRC to write or inspect the medical license over the
industrial license.

Jul, 26 1988

"
Satnoiwt Bmgaw wr BT
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We were advised Dy various NRC personne) that this change was ungder
consideration three vears 3go. we request that the NRC take thig

OPpOrtunIty to correct this deficiency
Sincerely,
LIXI, INC. .
F,
Robert J. Saving
Executive vice President

RJIS/ah

Enclosure

1n 1ts license Categories.



FY 1990 Bugngt 0* Nagor Category
n n

Salaries and Benefits $196.40
Aaministrative Support 87.95
Trave!l .31
Total Nonprugram Support
Obligations $296.66
Program Support 178.34
Total Budget $47¢6 0

The Direct FTE Prouuctive Hourly Rate ($95/hour rounded dowr) is
calculated by dividing the annal nonprogram support costs ($296.66
®illion) less the amount applicable to exempted functions ($26.8
sillion) by tle product of the direct FTE (1,618 FTE) and the numbs ¢ of
produciive hours in one year (1,746 nours) as indicated in OMB Circular
A-76, “Performance of Commerciai Activities.*®



Allocation of Direct FTEs by Office

Ofrice Number of Direct FTEs *
NRR/SP 982.2
RESEARCH 185.0
NMSS 307.5
AEOD 93.1
ASLAP/ASLBP 22.2
ACRS 25.0
06C 3.0

Total Direct FTE 1,618.0

i Regional employees ave counted in the office of the program each
supports,



ESTIMATED COLLECTIONS
FY 1990
$ In Million

PART 171 Fees $80
PART 170 Fees 50
DOE Waste Fund 2
Total Estimated $157 million

Collection FY 1990



