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1 (o) NAME AND STREET ADDRESS OF APPLICANT (institution hirm  hospital per- b STREEY ADDRESS(ES) AT WHICH BYPRODUCT MATERIAL WIlL 8F USED (if
son. atc Inciude 2P Code and telephone number | different trom 1la)  include Z2IP Code |
V/%ffbrence Laboratory Division Reference Laboratory Division
iamond Shamrock Health Sciences Inc. Diamond Shamrock Health Sciences Inc.
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Powell, Ohio 43065 Powell, Ohio 43065
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plecse indicol and give number |
34-10463-01 Searle Diagnostics Inc.
- Acquired by Diamond Shamrock Health Sciences

4 INDIVIDUAL USER(S| (Nome and titie of imdividualls) who wiil use or directly 5 RADIATION PROTECTION OFFICER  (Name of per-on des.gnoted os rd:m.m protec

Reference Laboratory Division
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eo E. Gau ette, Ph.D us in lhema 8 sad 9.)
Nguyen Huu Chinh, Ph.D. Keith Keplinger, B.S.

C. Agnes Gaudette B.S.
Carol Mount, B.S.

Gary Wilkinson, B.S.
|____Edward Harris, B.S. .
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and mass number of each | ICAL FORM THAT YOU WILL POSSESS AT ANY ONE TIME  (If secled source(s) olio stote nome of monulachwer. model number
number of sourcer and mosumum actiiity per source |

Tritium - 10 Ci 10 Ci Steroid, hormones, drugs, biometabolite in solvent/snlutjon

Carbon 14- 5 mCi Steroids, biclogic metabolites in solvent/ solutions

lodine 125- 200 mCi Iodide
10 mCi lodinated polypeptides, steroids, drugs, metabolites in sqlYen1/
solutjon
lodine 131 - 10 mCi Todide
S mCi Iodinated polypeptides in solvent/solutions
Cobalt 60 - 500 uCi B]Z in aqueous solutions

3 Sealed_Sources
H] Packard - N1139; ‘HTdeocap - 181340
C* "Packard - 0196; C' Isocap - 181330

CelSZ Nuclear Chicago 18462
sim!251 Nuclear Chicago - 184681
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be sored and/ or vsed |

ALL IN VITRO STUDIES:
Radioimmunoassay of hormones and chemotherapeutic agents in clinical and research

biologic samples for clinical diagnosis.

Developments of reagents and methods for lab analysis, and, application to laboratogfy
sample analysis.

lodination of protein hormones, non-protein hormone derivatives, small molecules
entities and biologic metabolites for routine use in radioimmunoassay.
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e it mas ety - e A e —
2 q 1 .
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SEE APPENDIX 4-ATTACHED

12 #0m BADGES, DOSIMETERS. AND 81O ASSAY PROCEDURES USED  (For film badges, wecily metherd of calibrating and processng, or nome of supplier |
Searle Analytic Inc., Box 367 Oakton St. Station, Des Plaines, Illinois 60018

U
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TRAINING AND EXPERIENCE OF EACH INDIVIDUAL NAMED IN ITEM 4 (Use supplementol sheets if necessory)
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BOTOPE | MAXMUM AMOUNT | WHERE EAPETIENCE WAS GAINED OURATION OF EXPERIENCE TYPE OF USE
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8. TYPe OF v’wnm.o " og:::ng:oo' I?N .mz ;o’ 'OCMAL Counse
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Ay . - - . >
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Radiation Protection Rules and Required Procedures

1. Radiation Protection Responsibilities

1.
A. Enviroment Control Director (ECD)
~ The Division Laboratory Director will also function as Division ECD
and will be responsible for developing and maintaining a radiation
protection program.

B. Radiation Protection Officer RPO

The RPO is responsible directly to the ECD for:
1. Implementing and maintaining radiation protection services.
2. Maintaining all records and correspondence necessary to
insure compliance with government regulations.
Providing adequate information and training to personnel
relating to radiation protection procedures.
Supervising radiation emergencies and special decomtamination
operations.
Implemerting decontamination procedures when allowable values
for restricted and non-restricted areas as exceeded,

v & W

C. Laboratory Supervisor

Each Laboratory supervisor is responsible for:

Safe conduct of work performed within assigned laboratory.
Posting supplementary rules pertinent to individual lab
operations.

Training assigned personnel to the lab in safe practices and
procedures related tc individual lab procedures.

Assignment of duties to assure a secured area at close of
each work period.

Evaluate potential hazards of new lab operations, with rec-
omnended SOP to radioisotope committee.

w o w B -
. - . . .

D. Individual Employee

Each employee is personally responsible for:

1. Learning and complying to established rules of safety and
required procedures,

2. Learning and complying with all supplemental regulations
within each lab.

3. Performing assigned duties in a manner to always minimize
radiation exposure to self, collegue and general public.

4. Report immediately any real and/or suspected incident of
radiation exposure.



E. Radioisotope Committee (RIC)

The RIC will be responsible for:

1.

2'
3'

4,

Establishing a Radiation Protection Program commensurate
with government regulations and personnel safety.

Review all recommended SOP for new lab operations

Review all incidents of radiation responses and non-comp-
liance of rules and procedures.

Review all posted supplementary safety rules and regulations.

1I. Authorization to Handle Radioactive Materials

A. The supervisor of each laboratory will be responsible for train-
ing and clearing of individual employees to use radioactive-
materials according to established lab procedures.

B. Personnel cleared to handle radiocactive materials will do so
in accordance with established protocol:

General lLaboratory Areas

‘e Qe
2.

No radioactivity in excess of 10 uc is to be employed.
Standard lab coats are to be worn by all personnel,
buttoned and sleeves worn extended to cover arms and wrists.
Individually assigned and non-transferrable coats will be
routinely monitored and changed weekly.

Mouth pipetting is prohibited and protective gloves are com-
pulsory whenever operations are performed that may produce hand
contamination.

Pregnant female employees are not to be permitted to handle
any radioactive materials. It is encumbent on individual
employees to advise their supervisor.

Restricted Laboratory Areas

Disposable lab coats, shoe covers and protective gloves are to
be worn at all times in restricted areas.

There shall be no smoking or eating (including gum chewing)

in restricted areas,

Mouth pipetting is absolutely prohibited.

Personal articles are not to be taken into restricted areas.



Restricted Areas con't.

10.

11.

12.

13.

14,

Operation within a restricted area are to be carried out with
all doors of entry closed.

All operations in restricted area are to be carried out in
isotope hoods provided.

Each restricted area hood is to be operated at "high speed"
during normal work day when radioactive materials are being
handled. The hoods are to be left on "low speed'" at all other
times.

Before the end of each work day, and/or upon completion of
any specific operation, work areas and equipment shall be
inspected, surveyed and cleaned as needed.

Work in restricted areas is permitted only during normal

work day, and film badges and dosimeters are to be worn by

all personnel.

Before removal of any radioactive material from restricted area,
it must be:

(a) Contained in shatter-proof container

(b) Labeled for CAUTION RADIOACTIVE MATERIAL

(c) Identified as to isotope, quancity and nature
(d) Less than the following levels:

- 0.1 uCi
¢ - 1.0 uCi
@ - 10 uCi

Auxiliary equipment will not be removed from restricted areas
unless completely decontaminated.

Routine equipment (glassware) employed must be all disposable
and discarded in appropriately labeled waste containers.

No protective cover is to be removed from any restricted area
except as disposable waste material. Used protection cover is
to be disposed in proper waste containers located in the change
area, upon leaving the area.

On leaving a restricted area, each employee shall:

(a) Dispose of protective gloves

(b) Store lab coat in assigned area

(c) Wash and monitor hands

(d) Monitor personal clothing

Each person working in restricted areas shall submit upon
request by the RPO

(a) a'bioassay sample
(b) badges and dosimeters for evaluation
(c¢) specific organ scanning



111. Receipt, Transport and Storage Radioactive Materials

A. All incoming radioisotope shipments must be inspected,
monitored and transported to assigned laboratories by
RPO or his designated authorized representative.

B. Appropriately labeled product identified as to quantity,
kind, source and lot numbers accompanied by an inventory
log sheet will be stored according to level of activity.

Restricted Area - All activity in excess of 1 uc for
gamma emitters and 10 uc for betas.
General Area - Quantities less than above.

Inventory will be maintained for each so as to monitor
inventory of all raw materials cn an on-going basis.

C. Radioactive waste disposal will observe protocol delineated
herein:
1. Liquid Waste Disposal

a. No radioactive waste into sewage system.

b. Prepare for disposal as follows:

i. Aqueous liquid waste into specified containers -
"Aqueous Waste"
ii. Organic liquid waste into specified containers -
"Organic Waste"
iii. Acid liquid waste into specified containers -
"Acid Waste'

c. All liquid wastes solidified with solid absorbent,
(monitor radiation not to exceed 5mR/hr at a distance ot one foot
and less than 200 mR/hr at contact).

d. Solid waste and solidified waste to be disposed of
in 55 gal. sealable metal containers labeled

"Solid Waste"

e. Volatile radioactive waste vented through hood ducts L/’//'

is to be trapped by charcoal filters which are to be
. routinely changed and charcoal handled as solid waste.

f. Solid waste barrels secaled for commercial disposal
and monitored radioactive not to exceed 5 mR/hr at
one foot and 200 mR/hr at contact.

IV. Emergency Procedure to be Observed for Radioactive Contamination
A. General Laboratory
. Contact RP0 immediately.
Close hoods to safety position to maximize venting of volatiles.
Isolate potentially contaminated area from re-entry.
. Assemble potentially contaminated personnel and monitor them
for contamination.
. Remain in area until released by RPO.
Under directions of the RP0O, institute clean up and
decontamination procedures of the area. _
7. Monitor until background levels are achieved.

LB
- -
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B. Restricted Area
1. Contact RPO immediately
. Close hoods to safety position to maximize venting of volatile.
Isolate contaminated area.
. Monitor related personnel for contamination.
. Remain in area until released by RPO.
. Under RPO directions decontaminate.
. Monitor until background levels are achieved.
C. Exceptions
1. In the event of a contamination problem arising from
volatile gases or liquids:
a. FEvacuate the area to a specified location of safety.
b. Close & lock room doors to prevent re-entry, after
maximizing air flow through charcoal filtration.
2. 1In the event of a contamination problem with associated
injury:
a. Evacuate injured personnel to specified location of
safety.
b. Proceed with safety procedure as specified in A and/or B.

NN a&aWuN

V. Guide for control for radiation exposure

A. Personnel

1. Exposure
a. Dosimeter
b. Badges
c. Bioassay
d. Specific Organ Scanning
2. Monitoring
a. Hand/Shoe Survey
b. Protective clothing
3. Medical Services
a. Emergency procedures
b. Annual physical exams
4. Operations
a. Review of procedures and facility
b. Training programs
c. Monitoring equipment
5. Records
a. Tally of internal and external exposure
b. Historical records
B. Environment
1. [Exposure
a. Environmental Monitoring
2. Contamination
a. Floor and general wipe surveys
b. Routine use monitoring equipment
3. Waste disposal program
4. Routine record keeping
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APPENDIX I - INVENTORY RECORD
ZEKLY INVENTORY OF RADIOCHEMI. .S

. Date
Lab___
DAJLY USAGE
: Amount Where used or
__Date 1sotope Compound (mCi or uCi) disposed of
RADIOCHEMICALS RECEIVED
5 Amount Where used or
___Date Isotope Compound (mCi or uCi) disposed of




N , #4200
u. r . 1a
£ ) &, _ =
& '
” . b 4 ....u. ) .
5 8 < ¥ 0
.M N 1
2 2
—
wm. =
2 m o < ‘_ I S a e
, : . E . : N
o % -~
-~ ‘Nn [
™
, .vm/ O | N ~
o | 8 . ol PEp—
.w. . mc | h&mﬁ . ® _ :
e B o Heed —y -
0 0 o R0 I 369 Roum . QuUaary <owmel
. - 5 .
v
\o @_ e 8
- yry oILovd yzy 003US
L . , o) X 5 T 1 o )
- UI ’ / AJ~
et i A SIS 03 ' 1.~ . e -
L™ e[ E Jomgpromreg ° =& :
T.. ] o res 29
. U 2 Nw i & 0
" 3 .= i

R A

21

Reo

a3

Ir ofYy

— HNOD

il

S

iy

g3
o




A —

APPENDIX LIi -~ Envirommmer* Monitor Record

MONTHLY MONITOR REPORT -

. Date " -
" Background Blank Survey Meter
Cl4 cpm Water 15.5 Source mr/t
H3 cpm Cl4 cpm 3.0 Bource mr/t
1125 and 1131 mr/hr H3 cpm
Methanol
Cl4 cpm
H3 cpm
i Cla H3 1125 & 1131
Lab and Area . cpm cpm mr/hr Solution Comments




APPENDIX - IV
CALIBRATION OF GAMMA COUNTERS

Model 1185:

Count daily and record (plot) counts in the A window and in the B
window the following standards:

(a) Blank for bai§§round 129
(b) Simulated 1 Standard (I - 0.1 uCi- #S1567)
(c) Cesium - 137 Standard (0.1 uCi - April 1971 - # 184642)

Model 1285:
Count daily and record (plot) the counts of the following standards.

These standards are not removed from the machine and are always counted
in the same position.

Column #1 Column #2 Column #3
Row #1 100-184681-C 100-184681-D 100-18468-F
Row #2 100-184681-E 100-184681-H 100-18468-G
Row #3 100-184681-B 100-184681-A Blank for background

Weekly count junk label by pipetting 30 tubes with label and counting 10
tubes in each column. Calculate, mean, standard deviation and C.V.

and record mean as well as the per cent variation beuiween the means of
the three columns.

CALIBRATION -LSC

Packard/Nuclear Chicago:

Count daily and plot counts of the following standards:

Isocap- 181330-c14 Packard- N1139 - H
181340~H3 0 196 - C14

181350 - Blank
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