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! 1 N PO Box 307
I\u.clear‘Matenals Safety Section ‘ . o 30T 2765450307
United States Nuclear Regulatory Commission Prone 540 869 3200

Far 540 869 5249

Region 11, Suite 2900
10] Marietta Street NW
Atlanta, GA 30323-0199

Dear NRC:

Bayer Corporation is requesting the termination of License No. 45-19163-02
issued to our Middletown, VA manufactuning facility. Since we were able to
transfer all radioactive matenals off site prior to Apnl 1, 1997, we would like
to apply for a refund of 50% of our FY 1997 licensing fee.

Enclosed 1s Form NRC-314, “Certificate of Disposition of Materials™
showing all radioactive matenals in our possession have been transferred to a
licensed affiliated facility in Indiana. The Liquid Standard had been consumed
and discarded earlier this year, per Bayer SOP G-075. (A copy of the SOP is
included for your reference.) The balance of the inventory was sealed
sources as listed.

Bayer decommissioned the site per 10 CFR §30.36 (). The results of all the
swipe and survey meter testir - were at or below background. Copies of
shipping papers and tes. results are included, along with a listing of the
inventory transferred to Indiana

If you have any questions, please contact me at (540) 869-8158 or at the
address on this letterhead.

Thank you.

d/él(féc OC A (,t()/

Marshall C. McCarty
Regulatory Affairs
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FILE CERTIFICATES AS FOLLOWS:

IF YOU ARE A DISTRIBUTOR OF EXEMPT PRODOUCTS. SEND TO:

DIVISION OF INDUSTRIAL AND MEDICAL NUCLEAR SAFETY
OFFICE OF NUCLEAR MATERIAL SAFETY AND SAFEGUARDS
U S NUCLEAR REGULA“DRY COMMISSIC ¢

WASHINGTON DC 20555 0001

ALL OTHERS, IF YOU ARE LOCATED IN:

CONNECTICUT, DELAWARE. DISTRICT OF COLUMBIA. MAINE.
MARYLAND, MASSACHUSETTS. NEW HAMPSHIPE. NEW
JERSEY. NEW YORK. PENNSYLVANIA, RHODE ISLAND. OR
VERMONT, SEND APPLICATIONS TO:

LICENSING ASSISTANCE SECTION

HUCLEAR MATERIALS SAFETY BRANCH

U S NUCLEAR REGULATORY COMMISSION. REGION |
476 ALLENDALE ROAD

KING OF PRUSSIA PA 194068 1415

ALABAMA, FLORIDA. GEORGIA, KENTUCKY, MISSISSIPPI,
NORTH CAROLINA. PUERTO RICO. SOUTH CAROLINA.
TENNESSEE, VIRGINIA, VIRGIN ISLANDS, OR WEST VIRGINIA.
SEND APPLICATIONS TO:

NUCLEAR MATERIALS SAFETY SECTION

US NUCLEAR REGULATORY COMMISSION REGION 1
101 MARIETTA STREET NW SUITE 2900

ATLANTA GA 303230199

iF YOU ARE LOCATED IN:

ILLINOIS . INDIANA. IOWA. MICHIGAN, MINNESOTA, MISSOURI,
OHIO. OR WISCONSIN. SEND APPLICATIONS TO:

MATERIALS LICENSING SECTION

US NUCLEARREGULATORY COMMISSION REGION il
801 WARFR LE ROAD

LISLE 1t -+ > 431

ALASKA, ARIZONA. ARKANSAS. CALIFORNIA. COLORADO,
HAWAIN. IDAHO. KANSAS, LOUISIANA, MONTANA. NEBRASKA.
NEVADA. NEW MEXICO. NORTH DAKOTA, OKLAHOMA .
OREGON. PACIFIC TRUST TERRITORIES. SOUTH DAKOTA.
TEXAS. UTAH. WASHINGTON. OR WYOMING. SEND
APPLICATIONS TO:

MATERIAL RADIATION PROTECTION SECTION

U S MNUCLEAR REGULATORY COMMISSION REGION IV
811 RYAN PLAZA DRIVE SUITE 400

ARLINGTON Tx 76011 8064
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Shipper’s Certificate
This parcel contains an excepted radloactive articls.

8hipping Name: Excepted Radloactive Materias, Insruments and Artic!
Hazard Class: Radicactive Materia-identification Number: UNﬂTﬂ/bar: 2510

Conulnlnwm “$7TH88 - Transpontaticn Grou IV - Sdild Forrm

No. D.O.T. mm§ Fedine-129
This I8 to certify that the above named articie(s) are preperty classified. dascriced.
packagod, marked, and labeiwd and are In proper condition for ranssoras accorcing
to spplicable raguiations cf the Department of Transporiation, the IATA Cangerous

Goods Regulations and the ICAQ Technical Instuctions fer the sale transperiaton of
dangerous goods by air.

D.0.T.. 49 CFR 173.422. LATA: Section 5.7.28 ICAQ: 7.5.3
Name and Address of Shipper;
. al : Shipping Date: .l/ 3 ’ 7

Poriev G ¢ By: ___ KENYON D. YODER
L3S \Juldlew Plo -
A adic VA 22

\-LS[V\;
Reason for return;

Tille: RADIATION SAFETY OFFICER

Phons: 218.262.7524
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2
O Chemical cleaning per Purchase Order No. &

O Detactor rapalr per Purchase Order No.
O Credit (Past must be accompanied by return authorlzation,)

Send to: /a<fv\£h )/o J?Y

JS."/# POY. Al. |
N4 rea 4
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Notes:
1. Categerization, labeling and Shipper's Declazation ers nct reGuiraz.
2. Easoh erticle must be marked “RADIOACTIVE™,
3. Securaly package In carabesrd contalng: (minimum size 4° x 4°).
4. Place 8 completed copy ¢f this document inside the outer ccnine’.
5. The consignment must be cescribed cn he waybill as “Radicactive matarial axcectsd
PACKAGH-IRMIIMONIEY. | et b e S
UM ¢ S
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RARIOCACTIVE SOURCE MATERIALS USED IN RIA TESTING IN THE IN-PROCESS LAB

SOWRCE SERIAL  RADIOMUCL IDE ACTIVITY DATE TYPE SOURCE  MU@ER
DESCRIPTION WPGER

: % U758 T AV SEALED T
ABORATORIES
ISOTOPE PRODUCTS  7247-4 1-129 0.253 Wl 11/1/79 SEALED 2
LABORA, ORIES
BV ENGLAD WUCLEAR  W/A 1-129 0.103 Wi 1/9/81 SEALED 3
BEW ENCLAND BUCLEAR /A 1-129 0.090 i 2/6/19 SEALED ’
™ WUCLEUS WA MOCK 1-125
1-129 & A-241  0.056 ull 6/3/80 SEALED 5
ABBOTY WA BA-133 0.5 ui 2/1/18 SEALED 6
onOM 3478 BA-133 0.5 Wi 12/12/75 SEALED 7
BEW ENGLAND WUCLEAR /A €0-57 0.116 W1 1/19/81 SEALED 8
THE MUCLEUS /A €0-57 2.0 uCt 8/39  LIQUID STAMOARD 9 —> [, 5 carded 1/17/97 @050
TUTAL ACTIVITY 3,876 W
FOR USE IN BERTHOLD MULTI CRYSTAL GAMMA COUNTER SERIAL NUMBER 1211 DO WART 1y~
10/12/94 PRYAL
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BAYER .
STANLARD OPERATING PROCEDURE

SOP No.:

Page 1t of 5

MIDOLETOWN, VIRGINIA +-075 l

Rev : 02

I TME:  USE OF RADIOACTIVE MATERIAL
HISTORY

Originator: _C Clanci

$-0640 o1 Changed wording. Updated and removed forms from

S-1452

SOP.

AUTH

]

tor

02 Name and format change, added Sections 3.4.4, 3.5.5

M 7 21 %

on form no. 386, "Running Total" column to form 385,
and "Background CPM" column to form 386. All are
NRC requirements.

inftial when Rew User Review Section Effoctive Dat
2D
}) ‘L ‘ i i
! ("«, L
O] . »

) L

| LGN ‘

L OC U UTAENTATON |

R

Form Approval P_Strom-Jensen, 03/20/95

Form No 388




BAYER .
STANDARD OPERATING PROCEDURE
MIDDLETOWN, VIRGINIA

G-075 I Rev.: 02

1.0 PROCEDURE

TLE:  USE OF RADIOACTIVE MATERIAL

This procedure outlines the facility program for the control and use of radioactive materials in the form of
Radiolimmunoassay kits (RIA).

20 SCOPE

This procedure is applicable to the Middietown, VA facility.

Use of radioactive materials at this facilty Is limited to the purchase of commercially available in-vitro
diagnostic RIA kit, containing low-level quantities of ' or Co® for testing of Bayer products. (Bayer
products are non-radioactive).

A specific license will be maintained for the-possession and use of these materiais, issued by the U.S.
Nuclear Regulatory Commission of State, as appropriate.

3.0 PROCEDURE

3.1

32

3.3

3.4

Radioactive Materials to be Used.

3.1.1

312

Radioactive materials to be used are restricted to |'** or Co® In the form ot commercially
available prepackaged in-vitro RIA test kits, and sealed calibration sources ("Mock I*'%).

Total inventoried material will not exceed quantities allowed under a general NRC licenss,
l.e. 200 uCl, individual tracer units not to exceed 10 uCl (') or as specified in a specific
license (Co™).

Purpose for Which Radioactive Materials Will be Used.

3.2.1  Radioactive materials are used in the testing of Bayer products and for instrument {(gamma
counter) calibration, as previously described.

3.22 RIA testing will be performed according to the package instructions provided with kits.

Personnel

3.3.1 Radioactive material will be used by, or under the supervision of, the facility radioaction
safety officer (RSO). The RSO will maintain the radiation safety program. training, and
monitor procurement, receipt inventory, and disposal of all radioactive materials.

332 Only qualified, designated personnel will be allowed to perform testing using radiocactive
materials.

3.33 Training and qualifications of all personnel performing tests with radiocactive materials will

be documented. These records will be maintained in the employee’s personal training file.

Faciities and Equipment

3.4.1

342

Radioactive materials procured by this facility will be used only at this location; no material
will be transferred or distributed off-site.

RIA kits will be received and delivered directly to authorized personnel in the designated RIA
area of the laboratory and stored only in the designated area of the refrigerator used for
radioactive materials.




BAYER .
STANDARD OPERATING PROCEDURE
MIDDLETOWN, VIRGINIA

TME:  USE OF RADIOACTIVE MATERIAL

Rev.: 02

SOPNo.  G-075 I

343 The Berthold Muiti-Crystal Gamma Counter, Model LB-2101, is used for sample analysis.
Refer to Instrument Operation Manual.

344 Before performing testing, GM Monitor should be set to Monitor counts per minute (CPM)
for approximately 4 hour to determine background (15-20 CPM is a typical background
count). (See instrument manual for complete operating instructions.) A GM Tube survey
meter will be used for area and hand monitoring.

35 Radiation Safety Program

3.5.1  Personnel training will inciude basic problems, procedures and policies associated with the
safe utilization of radiological materials.

3.5.2 Radioactive materials will be stored and used only in designated areas. These areas wil
be monitored for contarination following activity.

3.53 “Caution-Radioactive Materials® sign will be posted on the outside of the refrigerator door
where/when kits are being siored.

3.5.4 Record receipt and disposal of materials; the inventory log is to include total quantities of
radioactivity per kit. This will represent total maximum activity on hand.

3.55 Wipe test will be performed at the completion of each day (when used) on Form 386. Swab
over work areas, bench top, near gamma counter, etc. Count swabs on gamma counter.

36 Waste Management

36.1 The following: Liquids containing radioactive materials, residual kit contents, and test
wastes, and rinsate from glassware and accessories will be disposed of in a designated
laboratory sink, with copious quantities of water. This discharge is the sanitary sewage
system.

3.6.2 When empty the User will peel or deface all radioactive embiems from kit vials and package
when empty, and discard in normal trash receptacle.

40 ATTACHMENTS
4.1 Radioactive Materials Receipt & Inventory Log. Form No 385 (Example only )
42 Radioactivity Contamination Survey Log, Form No 386 (Example only )
5.0 RESPONSIBIUTY
51 All facility personnel using radioactive materials are responsible for complying with this procedurs.
52 The RSO is responsibie for implementation and interpretation of this program

53 Plant Management is responsible for enforcement of this program




STANDARD BAYER . Page 4 of 5
. OPERATING PROCEDURE | sop No.
MIDDLETOWN, VIRGINIA ° G-075 Rev 02

TME:  USE CF RADIOACTIVE MATERIAL

Attachment 4 1

Radioactive Materials Receipt/Inventory Log
Relerence SCP No G075

Maximum Actvty 200 ,C.

Product Rec o Total Actvey/ Running Date Disposed | Wipe Survey
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oT. ARD BAYER . Page 5 of 5
AND OPERATING PROCEDURE SCP N ’ ¢

MIDDLETOWN, VIRGINIA © G075 Rev C2
TTLE:  USE OF RADIOACTIVE MATERIAL

Attachment 4.2
Radioactivity Contamination Survey
Reference SCP No 54075

Date Pertormed - Pertormed By =

Method ‘nylrument o

Setting, | sotope Count Ture o

Descnption of Area,
Surtace Monitored
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