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: MATERIALS LICENSE Amendment No. 45

= Pursuant 1o the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438). and Title 10. Code of
| Federal Regulations, Chapter 1, Parts 30, 31, 32, 33, 34, 35, 36, 39, 40, and 70, and in refiance on statements and representations heretofore made
by the licensee, a license is hereby issued authorizing the licensee 1o receive, acquire, possess, and transfer byproduct, source, and special nuclear
material designated below: 1o use such material for the purpose(s) and at the place(s) designated below; to deliver or transfer such material 1o
persons author ized to receive it in accordance with the regulations of the applicable Part(s). This license shall be deemed to contain the conditions
specified in Section 183 of the Atomic Energy Act of 1954, as amended, and is subject to all applicable rules, regulations, and orders of the
Nuclear Regulatory Commission now or hereafter in effect and to any conditions speciied below

?. VobRalt e | , 301898 .

g Licensee - In accordance with letter dated 4
y . September 25, 1996 E
# | Pharmacia & Upjohn Company | 3 License Number 21-00182-03 is amended -
. in its entirety to read as follows: b
# - 7000 Portage Road e et — ~—-—~——~—t,
= Kalamazoo, MI 49001 4. Expiration Date January 31 2005

L e A S S R
[ 5. Docket or t

T T R e T ~ e X !l Reference No. 03_0 04781 . i i, b
6. Byproduct, buuru and/or 71.C hcmlul and/or Physical 8 Muxmlum Amount lhall icensee .
Special Nuclear Matenal Form May Possess at Any One Time lig
Under This License .
| A. Any byproduct A. Any A. Not to exceed 1 .
D material with Atomic curie per .
4l Nos. 1-83, inclusive radionuc]ide. -
. Total .
o possession not to .
- exceed 10 curies. .,
j B. Any byproduct B. Any .
- material with Atomic B. Not to exceed .
o Numbers 1 through 83 1 curie per -
- radgionuc]ide. ‘
o Total possession .
- not to exceed 25 .
4 curies, except as .
o listed below: .
‘ﬁ Hydrogen-3 150 curies; ;
j Carbon-14 20 curies; A
g lodine-125 3 curies £
- C. Americium-24] C. Sealed sources (An C. Not to exceed 150 .
o evaluated source millicuries per .
s which has been source. Not to .
- registered with the exceed 1 curie .
u NRC or an Agreement total. E
“ State in accordance .
“ with 10 CFR 32.210) o
- d
¢ ‘ o
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License Num -t s e e
21-00182-03 &
MATERIALS LICENSE [Docket or Reforence Number ML g, b
SUPPLEMENTARY SHEET __030-047 ;:
Amendment No. 45 .
— ———————————————————————————— " ot S . s S _— - e — ‘.
>
Byproduct, source, 7. Chemical and/or 8. Maximum amount S
and/or special physical form that lTicensee may p
nuclear material possess at any one s
time under this F
license .
Nickel-63 D. Plated or foil D. No single source :
sources (Any source to exceed 25 ®
which has been millicuries. Not ‘
evaluated by the NRC to exceed 5 curies :
or an Agreement total R
State in accordance K
with 10 CFR 32.210) &
E. Cesium-137 E. Sealed sources (Any E. No single source -
source which has to exceed 100 >
been evaluated by millicuries. Not ”
the NRC or an to exceed 2 curies .
Agreement State in total .
accordance with 10 : .
CFR 32.210) .
F. Cesium-137 F. Sealed source (Any F. One source not :
source which has to exceed 100
been evaluated and millicuries >
approved by the NRC >
or an Agreement )
State for use in &
J.L. Shepherd Mode) *
28-5 calibrator) &
»
G. Cesium-137 G. Sealed sources (AECL G. Two sources not to 8
Model C-161 Type 8) exceed 4200 curies .
each '
H. Californium-252 H. Sealed sources H. Three sources *
(Isotopes Products not to exceed >
Laboratories 20 microcuries *
Model FF252/5K362) each 4:
I. Cesium-137 I. Sealed source I. One source ®
(Amersham-Searle not to exceed ~
Model No. CDC-700) 100 millicuries »
.
1’.‘
9. Authorized Use: t
A. To be used in human research as approved by the FDA approved Research Drug Research f
Committee. .
v
.
E
.
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MATERIALS LICENSE
SUPPLE"INTARY SHEET

For pharmaceutical research and development as defined in Section 30.4, 10 CFR

Part 30, including animal studies,

To be used as sources for calibration and standardization of radiation detection
instrumentation, and in NRC approved source holders for measurements of flow, level

and/or density of materials.

To be used in gas chromatographs for sample analysis.

Tc be used in NRC approved source holders for measurements of flow, level and/or

density of materials.

To be used for in-house calibration of the licensee’s radiation detection

instrumentation.

For research and development as defined in 30.4 of 10 CFR Part 30, excluding

irradiation of flammables and/or explosives.
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To be used in applied Biosystems Biolcn 20 for time of flight measurements. =

To be used in Victoreen Calibration Kit, Model No. 848-8 for calibration of area ®

radiation monitors.

10.

11.

12.

CONDITIONS

Licensed material shall be u.ed only at the licensee’s facilities located at
301 Henrietta Street, 2605 East Kilgore Road and Upjohn Research Center - Jasper,
526 Jasper Street, Kalamazoo, Michigan, 5300 N. 28th Street,

7000 Portage Road, Portage, Michigan.

A. Licensed material shall be used by, or under the supervision of,
individuals designated by the Upjohn Company Radiation Control
Committee, Clark W. Smith, Ph.D., Chairman.

B. The Radiation Safety Officer for this license is Lawrence J. Kenaga.

A. Sealed sources and detector cells shall be tested for leakage and/or
contamination at intervals not to exceed 6 months or at such other intervals as
specified by the certificate of rogistration referred to in 10 CFR 32.210.

B. Notwithstanding Paragraph A of this Condition, sealed sources designed to emit
alpha particles shall be tested for leakage and/or contamination at intervals

not to exceed 3 months.

C. In the absence of a certificate from a transferor indicating that a leak test
has been made within 6 months prior to the transfer, a sealed source or
detector cell received from another person shall not be put into use until

tested.
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E. Sealed sources need not be leak tested if:
(i) they contain only hydrogen-3; or
(ii) they contain only a radicactive gas; or
(iii)the half-life of the isotope is 30 days or less: or

(iv) they contain not more than 100 microcuries of beta and/or gamma emitting
material or not more than 10 microcuries of alpha emitting material; or

7 7T AT AT T TAT AT AT T TR AT AT A AT TA T AT

i (v) they are not designed to emit alpha particles, are in storage, and are not

o being used. However, when they are removed from storage for use or

i transferred to another person, and have not been tested within the

. required leak test interval, they shall be tested before use or transfer.
No sealed source or detector cell shall be stored for a period of more
than 10 years without being tested for leakage and/or contamination.

q F. The leak test shall be capable of detecting the presence of 0.005 microcurie of i
N . radioactive material on the test sample. If the test reveals the presence of i
4 0.005 microcurie or more of removable contamination, a report shall be filed ®
s with the U.S. Nuclear Regulatory Commission in accordance with 10 CFR L
s 30.50(b)(2), and the source s%a!l be removed immediately from service and R
; decontaminated, repaired, or disposed of in accordance with Commission 5
J regulations. The report shall be filed within 5 days of the date the leak test "
J result is known with the U.S. Nuclear Regulatory Commission, Region 111, ATTN: "
J Chief, Nuclear Materials Safety Branch, 801 Warrenville Road, Lisle, I1linois
4 60532-4351. The report shall specify the source involved, the test results, f
4 and corrective action taken. :
e H. Tests for leakage and/or contamination shall be performed by the licensee or by |g
i other persons specifically licensed by the Commission or an Agreement State to |[g
ﬁ Perform such services, r
L]
ﬂ 13. Sealed sources or detector cells containing licensed material shall not be opened or |g
a sources removed from source holders by the licensee. ®
>
W 14. The licensee shall assure that the shutter mechanism is locked in the closed ®
i position durirg periods when a portion of an individual’s body may be subject to the .
o direct radiation from the gauges. The licensee shall also modify their "lock-out” .
o procedures whenever a new gauge is obtained for use other than purposes for which »
ﬁ they are currently authorized to incorporate the device manufacturer’s .
- recommendations. .
. »
& 15. The licensee shall not use licensed material in or on human beings except as »
o provided otherwise by specific condition of this license. .
el >
16, The licensee shall not use licensed material in field applications where activity is 3
§ released except as provided otherwise by specific condition of this license. E
. COP :
a \\ \\/ﬁ/ L >
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17. Experimental animals, or the products from experimental animals, that have been ~
administered licensed materials shall not be used for human consumption. >
L
18. The licensee is authorized to transport licensed material only in accordance with -
the provisions of 10 CFR Part 71, "Packaging and Transportation of Radioactive .
Material." .
19. 1In addition to the possession limits in Item 8, the licensee shall further restrict t
the possession of licensed material to quantities below the limits specified in 10 s
CFR 30.72 which require consideration of the need for an emergency plan for "
responding to a release of licensed material. s
20. Except as specifically provided otherwise in this license, the licensee shal) t
conduct its program in accordance with the statements, representations, and )
procedures contained in the documents, including any enclosures, listed below. The &

: U.S. Nuclear Regulatory Commission’s regulations shall govern unless the statements,
t representations, and procedures in the licensee’s application and correspondence are o
4 more restrictive than the regulations. :
j A. Application dated March 31, 1993: and ®
ﬁ B. Letters dated September 6, 1994 (with attachments), April 7, 1995 (with »
- attachments), August 17, 1995, September 22, 1995, November 3, 1995 (excluding |d
o reference to an alternative method for incinerating radioactive liquid waste), |
May 20, 1996, June 11, 1996 and September 25, 1996. ;
»
.
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PHARMACIA & UPJOHN COMPANY

301 Henrietta Street
Kalamazoo, MI 49007
License No. 21-000182-03

Upjohn Laboratories
Clark W. Smith, Ph.D.
Director, Biochemistry
7240-209-638

Telephone No. (616) 833-0924
Fax. No.: (616) 833-2500

September 25, 1996

Dr. Charles F. Gill

US Nuclear Regulatory Commission
801 Warrenville Road

Lisle, IL. 60532-4351

re: US NRC Region III letter from CFGill to CWSmith
dated August 28, 1996 and NRC Control # 301423.
Dear Dr. Gill,

Here are the responses to your comments relating to the above referenced document.

NRC Comment 1 -

You stated in Attachment 1 that the current facilities layouts for the locations where
licensed material will be used or possessed was in Attachment 3B. However, this
document was not in your submittal.

S

Attachment 3B, "NRC License Requirements" section, was submitted as part of a license
amendment dated April 7, 1995. Although the information has not changed since that
submittal, a copy of 3B has been included as Appendix 1 to this letter.

NRC Comment 2 -

We cannot authorize you to release your BCIU space for unrestricted use until we have
received and reviewed a copy of the results of your revised close-out survey. This revised
survey should consist of exposure rate measurements to show that all sources of
radioactive material have been removed, and contamination checks of areas where
radioactive materials were used or stored.

Response -
Please see our response to NRC Comment 5 below, for results of our contamination
surveys.

We have concluded that no radioactive material remains in the BCIU and a formal
radiation survey (i.e., dose rate determination in uR/hr) of the BCIU is not warranted.
This conclusion is based upon:

a) 1-125 used in RIA kits and human use protocols has not wcune&ﬁgmm
any residual material has long sense decayed to background levelsSEP 30 199

REGION 111
SEP 50 B

P T2 ey guvaten 4 30123
FEE NOT REQUIRED

- 4 -2 4"
. '..-{VA/ l/‘/“")



Nuclear Regulatory Commission, Dr. Charles F. Gill Page 2

b) Human use metabolism studies using H-3 and C-14 were conducted in a manner
which ensured a high percentage of the radioisotope (usually > 95%) was
recovered in blood samples or excreta, and,

c) The results of a pancake probe survey (HP 265 probe) and a wipe test survey, of
surfaces in the BCIU, are essentially < background.

NRC Comment 3 -
Please submit... a history of all radionuclides used at BCIU located at Bronson Methodist
Hospital, 252 E. Lovell St., Center Building - Fifth Floor, Kalamazoo, Michigan.

Appendix 2 liste the dates, types and amounts of radioactive material that were used at
the BCIU.

Please submit... a current copy of the leak test results for the sealed sources used at your
BCIU space. Also a history of leaking sealed sources (if any).

Response -
There were no sealed sources used at BCIU, thus no leak test records exist.

NRC Comments 5-10 -

Please submit... a diagram of your old facility with survey and wipe test results keyed to
specific locations. Please record your survey results using the appropriate units as
described in 10CFR30.36(j)(2)(i). (Records should include) the name of the person
performing the survey, the date the survey was performed, the instrument(s) used for
exposure rate measurements and for analysis of the wipes, background readings, and the
date that the survey instrument was last calibrated.

Appendix 3 provides the revised records of the wipe test results and direct surveys for
areas in BCIU where radioactive material was used or stored. As far as can be
determined, radioactive material was transported in the hallways and use in 13 specific
rooms. Surveys for these areas are enclosed.

If you have any further questions relating to our request to remove the BCIU from our
byproduct material license, please contact Mr. L.J. Kenaga at 616-823-9383.

Sincerely,

CIA AND UPJOHN

2% "
Cldrk W. Smith
Chairman, Radiation Safety Committee

enclosure
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NRC Li{:eme Requirements; Lic. No. 21-0018203; The Upjohn Company
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NRC License Requirements;

Lic. No. 21-00182-03;

The Upjohn Company

UPJOHN FARMS
RICHLAND

UPJOMN FARM LOCATIONS
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Attachment 3-B

L])



NRC License Requirements;

The Upjohn Company

PORTAGE ROAD BUILDINGS

EAST SIDE
South of Industrial Drive

Lic. No. 21-0018203;

April 7, 1995

Attachment 3-B
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NRC License Requirements; Lic. No. 21-00182-03;

PORTAGE ROAD BUILDINGS
EAST SIDE

The Upjohn Company

North of Industrial Drive
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182 CENTER RELOCATABLE CLASSROOM ES 388 HAZARDOUS SOLVENT WASTE STORAGE Me
183 WEST RELOCATABLE CLASSROOM (1}
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Protocols Involving the Use of Radioactive Material in
Humans - Bronson Clinical Investigation Unit

1983 - 1995

Protocol Isotope Quantity (uCi)
4/83 BC 404 C-14 240
4/83 BC 456 C-14 300
8/83 BC 312 H-3 540
3/84 BC 336 H-3 1200
{ 2/87 BC 590 C-14 275
1/89 BC 812 C-14 300
3/89 BC 628 1-125 1470
1-131 1260
5/91 BC 911 C-14 300
6/92 BC 978 C-14 300
3/94 BC 1042 C-14 600
BC 1080 C-14 800

Experiments Involving the Use of Radioactive Material -
Bronson Clinical Investigation Unit

1983 - 1995

m

Experiment Isotope Quantity (uCi)
RIA Kit 1-125 12
RIA Kit 1-125 20
RIA Kit 1-125 12
RIA Kit 1-125 24
RIA Kit 1-125 12
RIA Kit 1-125 20
RIA Kit 1-125 24
RIA Kit 24
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FEB 10 1997

Clark W. Smith, Ph.D.

Chairman, Radiation Safety Committee
Pharmacia and Upjohn Company

301 Henrietta Street

Kalamazoo, Ml 49007

Dear Dr. Smith:

Enclosed is Amendment No. 45 to your NRC Material License No. 21-00182-03 in
accordance with your request.

Please review the enclosed document carefuiiy =nd be sure that you understand all
conditions. If there are any errors or questions, please notify the U.S. Nuclear Regulatory
Commission, Region Il office at (630) 829-9887 so that we can provide appropriate
corrections and answers.

Please be advised that, per your request, the Bronson Clinical Investigation Unit (BCIU)
was removed as a place of use in License Condition 10. The enclosed amendment
authorizes you to release your BCIU space for unrestricted use.

Please be advised that your lice nse expires at the end of the day, in the month, and year
stated in the license. Unless y ur license has been terminated, you must conduct your
program involving byproduct m aterials in accordance with the conditions of your NRC
license, representations made i1 your license application, and NRC regulations. In
particular, note that you mur.:

s Operate in accurdance with NRC regulations 10 CFR Part 19, "Notices, Instructions
and Reports to Workers; Inspections,” 10 CFR Part 20, "Standards for Protection
Against Fadiation,” and other applicable regulations.

2. Notify NRC, in writing, within 30 days:

a. When the Radiation Safety Officer permanently discontinues performance of
duties under the license or has a name change; or

b. When the licensee’s mailing address changes (no fee is required if the
location of byproduct material remains the same).

3. In accordance with 10 CFR 30.36(b) and/or license condition, notify NRC,

promptly, in writing, and request termination of the license when you decide to
terminate all activities involving materials authorized under the license.

;z’o}?q\('



C. Smith 3

4, Request and obtain a license amendment before you:
a. Change Radiation Safety Officers;
b. Order byproduct material in excess of the amount, or radionuclide, or form

difterent than authorized on the license;

c. Add or change the areas of use or address or addresses of use identified in
the license application or on the license; or

d. Change ownership of your organization.

5. Submit a complete renewal application with proper fee or termination request at
least 30 days before the expiration date of your license. You will receive a
reminder notice approximately 90 days before the expiration date. Possession of
byproduct material after your license expirzs is a violation of NRC regulations. A
license will not normally be renewed, except on a case-by-case basis, in instances
where licensed material has never been possessed or used.

In addition, please note that NRC Form 313 requires the applicant, by his/her signature, to
verify that the applicant understarids that all statements contained in the application are
true and correct to the best of the applicant’s knowledge. The signatory for the
application should be the licensee or certifying official rather than a consultant.

You will be periodically inspected by NRC. Failure to conduct your program in accordance
with NRC regulations, license conditions, and representations made in your license
application and supplemental correspondence with NRC will result in enforcement action
against you. This could include issuance of a notice of violation, or imposition of a civil
penalty, or an order suspending, modifying or revoking your license as specified in the
General Policy and Procedures for NRC Enforcement Actions. Since serious consequences
to employees and the public can result from failure to comply with NRC requirements,
prompt and vigorous enforcement action will be taken when dealing with licensees who do
not achieve the necessary meticulous attention to detail and the high standard of
compliance which NRC expents f its licensees.

Sincerely,

Original Signed By

Charles F. Gill

Nuclear Materials Licensing Branch
License No.: 21-00182-03
Docket No.: 030-04781
Enclosure: Amendment No. 45

DOCUMENT NAME: M:\03004781.CL6

To receive » copy of this Hocument, indicate in the box: “C" = Copy without attachment/enclosure “E" = Copy with attachment/enclosure "N" = No copy

OFFICE | DNMS/RIII £
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MEMORANDUM TO: Pharmacia and UpJohn (BCIU) File

FROM: Mark Mitchell, Radiation Specialist ;L éiW
Nuclear Materials Inspection Section 2 A . 4

SUBJECT CONF IRMATORY SURVEYS OF CLINICAL STUDIES AREAS ON THE FIFTH
FLOOR OF BRONSON HOSPITAL SOUTH

On December 17, 1996, 1 conducted surveys for removable contamination in rooms
5120 5404 and 5406 on the fifth floor of the south wing of Bronson Hospital in
Kalamazoo, Michigan.

The wipes were taken from the rest room walls and floor as well as surfaces
accessible to normal patient activities like bed stands and window sills.

Attached are the results of analysis of the wipes. No removable contamination
was identified.

Additional surveys in these rooms, common areas and current employee work
areas were conducted using a portable survey instrument (Ludlum 3 with a 44-9
probe, NRC No. 46891, calibrated 8/96). No contamination was identified.
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LISLE, ILLINOIS 605324351

December 3, 1996

MEMORANDUM TO: 7/ B. J. Holt, Chief, Nuclear Materials Licensing Branch
P2
FROM: B. L. Jorgensen, Chief, Decommissioning Branch:gii

SUBJECT: RESPONSE TO REQUEST FOR TECHNICAL ASSISTANCE REGARDING
PHARMACIA UPJOHN COMPANY (CONTROL NO. 301895)

In a Request For Technical Assistance dated October 23, 1996, John Madera
requested our review of data and information submitted by Pharmacia & Upjohn
Company regarding the unrestricted release and removal from the license of
the Bronson Clinical Investigation Unit (BCIU), at the Bronson Methodist
Hospital, Fiftn Floor, 252 East Lovell Street, Kalamazoo, Michigan (License
No. 21-00182-03). We have completed our review as requested and determined
that this facility can be evaluated under the Type Il Decomuissioning
criteria. As such, our review has concluded that the data and information
submitted by the licensee were adequate to demorstrate that the BCIU at
Bronson Hospital is free of radiological contamination that would pose a
health and safety concern to members of the public. Although a final cluseout
inspection is necessary, we have determined that a confirmatory inspection of
BCIU will not be required. Therefore, we will be scheduling a closeout
inspection at BCIU in the near future. If the closeout inspection finds that
BCIU has been adequately decommissioned, the facility will be 2ble to be
released for unrestricted use and deleted as a place of use from the license.
You will be notified of the results of the inspection when it is completed so
that you can take appropriate action as necessary. A summary of our technical
review and subsequent conclusions for these determinations are attached.

If you have any questions regarding this review, please contact William Snell
(x9871).

Attachment: As stated



PHARMACIA UPJOHN COMPANY

License No. 21-00182-03
November 20, 1996

Technical review for unrestricted release and removal from the
license as a locatien of use, the Bronson Clinica) Investigation
Unit (BCIVU), at the Bronson Methodist Hospital, Fifth Floor, 252
East Lovell Street, Kalamazoo, Michigan.

References:

1) Letter from Clork W. Smith, Pharmacia & Upjohn Company, to Charies F.
Gi1l, US NRC, dated September 25, 1996.

2) Letter from Cassandra F. Frazier, US NRC, to Clark W. Smith, Pharmacia &
Upjohn Company, dated August 28, 1996.

3) Letter from Clark W. Smith, Pharmacia & Upjohn Company, to Cassandra F.
Frazier, US NRC, dated June 19, 1996.

Review:

Appendix 2 of Ref. 1 contained a line-by-line listing of each isotope used,
the date of its use, and the quantity used. These isotopes were used for
experiments and protocols involving the use of radioactive material in humans.
The isotopes used included I1-125, 1-131, H-3 and C-14. For 1-125 and 1-13],
considering the dates when they were used (1989-1990), and due to their short
half-lives (I-125, T,=60 days and I-131, T, =8 days), both will have decayed
to background levels.

For H-3, there were only 2 uses: August 1983, 540 uCi, and March 1984, 1200
pCi. With a 12.3 year half-life, these quantities would have decayed to 260
pCi and 590 pCi. These quantities are below the 10 CFR Part 20 Appendix C
quantity for H-3 of 1000 pCi. The exempt quantity listed in 10 CFR Part 30,
Schedule B, is also 1000 #Ci. In combination this would still only equal a
total of 800 uCi.

C-14 was used B times as follows:

Date Quantity (uCi) Date Quantity (WCi)
4,83 240 5/91 300
4/83 300 6/92 300
2/87 275 3/94 600
1/89 300 8/95 800

The 10 CFR Part 20 Appendix T quantity for C-14, as well as the 10 CFR Part
30, Schedule B exempt gquantity, are buth 100 pCi, which is less than each of
these quantitie:. Additionally, with a T, =5730 years, the decay of the C-14
is negligible.



The Ticensee stated in Ref. 1, that the "Human metabolism studies using H-3
and C-14 were conducted in a manner which ensured a high percentage of the
radioisotope (usually > 95%) was recovered in blood samples or excreta". For
H-3, this makes the potential remaining quantity only about 40uCi (assuming
only 5% was unaccounted for), which is of minimal concern. For C-14, if it is
also assumed that on average only 5% was unaccounted for, this would leave at
most an unaccounted for quantity in each case of less than the Part 20
Appendix C and Part 30 Schedule B 1imits. A total for all C-14 cases would
equal 156 pCi, which is only 56% above the Part 20 Appendix C and Part 30
Schedule B 1imits. From a practical standpoint, it is a very conservative
assumption to add all the potential unaccounted for guantities together based
on the fact the injections took place over a 12 year period, and occurred in
different rooms. The licensee also stated that each room where the studies
took place were surveyed at the time each study, which lessens significantly
the potential for these areas to have been left contaminated.

A review of the survey data provided by the licensee indicated that the scope
of the surveys was adequate. For each of the 13 rooms surveyed, the entire
surface area of the flcor was scanned with a pancake probe. In addition, from
10 to 40 wipes were taken in each room, with a direct measurement at each wipe
location. The wipe test results identified only one room where values
exceeded the 15-40 dpm/100 cm’ background range, and the highest value
measured in that room was 146 dpm/100 cm*. This compares with the maximum
allowable limit for removable beta-gamma emitters of 1000 dpm/100 cm®.

Because the licensee used H-3 and C-14, which have half-lives greater than 60
days, this amendment request would normally automatically qualify as a Type
111 Decommissioning. However, based on the above review, it is concluded that
due to the minimal quantities used and the frequency and manner in which they
were used, that this can be evaluated as a Type Il Decommissioning as allowed
by the NMSS Handbook for Decommissioning Fuel Cycle and Materials Licensees,
Rev. 0, October 1996.

Confirmatory Survey:

IP 83890, Section 02.03b provides the 4 criteria specifying when a
confirmatory survey is required.

1. Use of unsealed radionuclides with T,>60 days where significant
residual contamination is possible.

This facility is pot considered to have a potential for significant
residual contamination based on the minimal levels used and the
frequency and manner in which they were used.

2. A significant safety issue has occurred.

There has been no known significant safely issue identified at this
facility.

3. Politically sensitive issues or other technical issues have been brought
to the attention of the NRC.



We are not aware of any politically sensitive issues concerning this
facility.

4. An adequate closeout survey has not been conducted by the licensee.

The final surveys provided by the licensee have been determined to be
adequate.

Based on the review of these 4 items, it is determined that a confirmatory
survey in support of the unrestricted release of this facility is not
necessary. However, a final closeout inspection will be performed.
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REGIONAL TECHNICAL ASSISTANCE REQUEST FORM
Date: 10/21/96

Mail or E-Mail to: James R. McCormick-Barger (JWM), Chief
Decommissioning Branch

From: B. J. Holt (BJH), Chief
Nuclear Materials Licensing Branch

Licensee: Pharmacia & Upjohn Company License No: 21-00182-03
O Control No: 301895

O Letter dated: September 25, 1996

O Suggested change in licensing procedure (e)closed): N/A

O Problem/Issue: The licensee has requested the free release, unrestricted use,
and removal from the license of the Bronson Clinical Investigation Unit (BCIU), as a
place of licensed material use, at the Bronson Methodist Hospital, Fifth Floor, 252
East Lovell Street, Kalamazoo, Michigan. Their application included closeout
survey results and the past isotope use at this facility. On October 8, 1996, Bill
Snell of your staff did a preliminary review of the supporting attached information
(enclosed). Mr. Snell indicated that because two of the isotopes (H-3 and C-14)
used at the facility had half-lives greater than 60 days, a Type lll decommissioning
appeared appropriate. He requested that our branch formally request technical
assistance from your branch to ascertain wheth:r a Type-lll decommissioning
would be appropriate for the licensee’s specific circumstances.

O Action Required: Review the licensee’s request for free release to determine if it
can be granted or whether a Type-lll decommissioning is necessary.

0O Recommended Action (with revisions): Approve or X Reject

Since the licensee did not conduct a formal radiation survey (i.e., dose rate
determination in micro R/hr) and did not describe how that waste products
resulting from the human use metabolism studies, using H-3 and C-14, were
dispositioned, residual contamination at the BCIU facility remains a possibility.
Presently, it appears appropriate to proceed with a Type Ill decommissioning, reject
the licensee’s free release request, have the licensee conduct a formal radiation
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survey and conduct NRC confirmatory radiation and wipe-test surveys of the
facility. However, the above actions may not be necessary i/ discussions with the
licensee results in discovering that the radioactive material was appropriately
removed from the facility, the surveys already conducted by the licensee were
adequate and any projected releases to the environs (e.g., the sanitary sewage
system) would have minimal potential dose consequences to the general public.

Remarks: It is suggested that your staff obtain a clear understanding of isotopic
use and the close-out surveys at the licensee’s facility to put the licensee’s request
for free release in the proper perspective. This discussion with the licensee may be
enough to ascertain whether a Type-Illl decommissioning is an appropriate
consideration.

Decommissioning Reviewer:

Regional Reviewer: Charles F. Gill

Reviewer Code: S8

Reviewer Phone No.: (630)829-9814 Fax No.: (630)515-1259
Request Needed by: 11/04/96

Enclosures: As stated
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