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JREGULATORY GUIDE

OFFICE OF NUCLEAR REGULATORY RESEARCH

hilil

REGULATORY GUIRE 10.8
(Task FC 4154)

GUIDE FOR THE PREPARATION OF
APPLICATIONS FOR MEDICAL USE PROGRAMS

P " —
The substantial number of changes in this revision has made it impractical to indicate the changes with lines in the margin

USNRC REGULATORY GUIDES The guider are (ssueo In the following ten broad divisions
Regulatory Guides are issued to describe and make avallable to the
Public methoas acceptable to the N stat! of implementing . Power Reactors 6. Products
specific parts of the Comnission’s regulations, 1o delineate tech- . Research ano Test Reactors 7. Transportation
niques used by the staff! in evaluating specific problems or postu Fuels ano Materials Facllities 8. Occupational Mealth
aAcCidents, or 1o provide guidance 10 applicants, Regulatory Environmental ang Siting 9. Antitrust and Financial Review
g% are not substitutes for reguiations, ang compliance with Materials andg Plant Protection 10. General
s NOt required. Methoos 2nd solutions difierent from those set
the guides will be acceptable If they provide a dDasis for the
fingings requisite to the ssuance or continuance of a permit o Coples of issued guides may be purchased from the Government
license Dy the Commission Printing Office at the current GPO price. Information on currant
GPO prices may be obtained by contacting the Superintendent of
This guide was issued after consigeration of comments received from Documents, U.5. Government Printing Office, Post Office Box
the pudlic. Commaents ang suggestions for improvements in these 37082, washington, DC 20013-7082, tslephone (202)275-2060 or
Juiges are snzouraged at all times, and guicges will be revised, as (202)27%-2171.
appropriate, 1o accommodate commaents and to reflect new informa
tion or experience

lssued guldes may also be purchased from the National Technical
Written comments may be submitted 10 the Rules and Procedures Information Service on a stanoing orger basis. Detalls on this
Branch, DRR, ADM, US. Nuclear Regulatory Commission, Service Tay be obtained by writing NTIS, 5285 Rort Royal Roed,
washington, DC 2058 Springtieid, VA 22161




Achievable," contain information, methods, and references useful in ectablishing
radiation safety programs to maintain exposures ALARA is medical institutions.
Applicants should consider the ALARA philosophy in the development of plans for
work with radioactive materials.

1.4 TYPES OF LICENSES

The NRC issues three types of licenses for the use of byproduct material
in the practice of medicine. They are described below. This guide is only for
persons who want to apply for a specific medical use license. However, persons,
who are applying for other types of licenses may find the information in this *
guide useful in designing their radiation safety program.

1.4.1 General License

Section 31.11 of 10 CFR Part 31, “"General Domestic L enses for Byproduct
Material," establishes a general license authorizing phys...ans, veterinarians,
c¢linical laboratories, and hospitals to receive, acquire, possess, Or use cer-
tain small quantities of byproduct material for in vitro clinical or laboratory
tests not involving medical use (that is, not involving administration to humans).
Section 31.11 explains the requirements for using materials listed in that
section. If the general license alone meets the applicant's needs, only
Form NRC~483, "Registration Certificate--In Vitro Testing with Byproduct Mate-
rial under General License," need to be filea. Medical use licensees do not

need to file the form (see paragraph 31.11(b)). W .
T T R — —'~~—~»_.M\\ \\-._\\
If you need more than 200 microcuries of photon-emitting § 31.11 materiaTls

you may request an increased inventory limit as a separate line item on your \\

NRC Form 313 application. Licensees generally reguest 3 miilicuries. The use |
of materials listad in § 31.11 within the inventory limits of that section will /
only be subject tvo the requirements of that section and not subject to the
requirements of Parts 19, 20, 21, and 35 except as provided in § 31.11. If yol
request an increased inventory 1imit, you will be subject to the requirements

of _those parts, including the requirements regarding waste disposal.

- ———————

1.4.2 Specific License

’

¢ licenses for physicians in private practice are generally limited
who are located in private offices and not on hospital premises.
Safety Committee is not required. Methods of use that require

tion of the patient are not permitted.

Specific licenses re also issued to medical institutions. A medical
institution is an organization in which several medical disciplines are prac-
ticed. These licenses authorize byproduct material for medical uses by physi-
cians named on the institution's license. The regulations in § 35.22 of 10 CFR
Part 35 require an institutional licensee to have a Radiation Safety Committee
to oversee the use of licensed material throughout the institution and to review
the institution's radiation safety program. The physicians named on the insti-
tution's license conduct their programs :ith the approval of the Radiation Safety
Committee.

A specific license may also be issued for a mobile nuclear medicine service
(see § 35.29 of Part ?5). Both private practitioners and institutions may apply
for authorization to use byproduct material in a mobile service.

3
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®KADIATION MONITORING PROCEDURES

WORK AREA MONITORING

The purpose of this procedure is to allow an RIA de-
partment employvee or supervisor to monitor the work
area were radioactive materials are used, stored or
disposed.

Procedure:

The person performing the survey should first verify
that the calibration of the survey meter is in date.
This instrument is calibrated twice per year. An im-
portant second step is to take a background survey well
away from the radicactive materials use area. A note
should be made of the background counts per minute at
the " X 1"scale. It is the reading of "counts over back-
ground" which is important tc the interpretation of any
survey reading. When performing the survey hold the
probe approximately 6 inches from the area being survey-
ed, whether a lab coat, bench top, or instrument. If
the meter response appears to indicate a need for a
quantitative reading hold the probe perpendicular to the
area of interest and hold the instrument at rest for the
reading.

Note the scale being used and multiply by the factor as
appropriate.

Limits of acceptability are 100 cpm over background for
all work areas except waste disposal areas, the limits
of which are 300 CPM over background.

PERSONNEL MONITORING

The purpose of this survey meter monitoring procedure is
to provide the capability of im-mediate inspection of
personnel for an accident related to radioactivity ex-
posure. The Following procedure should be performed in
any event of a spill of radioactive material to which
personnel have been exposed, or upon the determination
of contaminated levels of isotope around bench areas or
instruments used by employees. This procedure used in
the absence of a spill or suspicion of contamination, is
a very sensitive indicator of exposure to radiation.

As above, verify the calibration date of the survey
meter is within & months of the date of use. Perform a
background check well away from the area where radio-
active materials are used or stored and record back-
ground cpm. Perform the survey by holding the probe as
perpendicular to the area of interest as possible at a
distance of about 6 inches. Wwhen surveying personnel it
is important to survey surface areas from the shoe level
to face level. The meter will respond quickly and an
effective way to determine exposure is to activate the
"audio" portion of the response.

gllAC
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determine 1f an isolated
a4 quantitative survey,
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ADCO SERVICES, INC.

P.O. BOX 35 ¢ TINLEY PARK, ILLINOIS 60477 * 312/428-1660

£hbi D

Mr. Virgil R. Autry
Director
Division of Radicactive Material Licensing & Compliance
Bureau of Radiological Health
and Environmental Control
2600 Bull Street
Columbia, South Carolina 29201

Dear Mr. Autry*

Adco Services, Inc. will be providing radiocactive disposal services for
METPATH. INC. , a generator located in your sited region.

Pursuant to our American Nuclear Insurers policy of $1,000,000 coverage for
our facility in Tinley Park, Il., Adco Services, Inc. also provides financial
liability coverage in the amount of $5,000,000 for any radioactive material

we have in our possession during transport.

The above named generator/undersigned understands that you will accept

Adco Services, Inc. liability coverage for financial requirements involved with
the issuance of a transporter permit, in order to service this generator.

Plauaocaptmislaturumtimofmmtbctvmourtw
organizations.

Randy JEfLets

Technical Services Manager %aénnlr . Y
Title

ADCO SERVICES, INC. Mlﬁw;ﬂ;

Campany : Company
Youdvy. . 5259
Date Date




Radioactive Waste
ngCOIog), Please Print or Type Generator Registration

O
®

Shaded Areas For LS Ecology Use Only

GENERATOR NAME ETP 0T N ENG T - R,

GENERATING lglsl-l‘lsl 1(10161€1.eisl Jsl-r-le lEjElT—l BN B N V) ‘

FACILITY

ADDRESS :
' l VN R ST N RS SE TR ST Do G N IS SRl DR DWW TRl SN NIRRT IOLT R Tk J
cITY tnAanB;RJJb‘GnEnv4 PR SRR T ] COUNTY W?('JJIL SeX ™

.u?‘

STATE lmt'ﬂ @© wrcooe LOR‘RJ,IL/'RJ-I i EEEI
ADMINISTRATIVE CONTACT E:L"la'lsltlflwlﬂnklt TR T R TR WL YOO e B Sher R l..I.J

"WoURs  ac l‘n[ 47l % IK‘J‘{I' l?lzlolo] £XT. “,OQl . I
N‘;YUEI.S Nclnnl-lAnj-IJAAJ (x7,||||_|

Indicate the site user permit number(s) assigned (o you by the state.

Beally, Nevada LQ 41‘5 |5J ADCO'S PERMIT

| L

Richliand, Washingion LI_J_L_l

I you have been assignad a US EPA generalor ID Number for hazardous wastes generated al the above
facllity address, please indicate it here:

TELEPHONE

US EPA
GENERATOR NUMBER l $ 1 ' I 1 ]—l 4 8 |—I T 1J NOT APPLICABLE

Brielly describe the nature of your business:
BCDE
i AEE

What regulatory authority issued the license for the peneraling facility:

* US Nuclear Regulatory Commission
0 Agreement State

Will you be using the services of a broker In shipping ~astes 1o US Ecology for disposal?

No
Yes Name of Broker _ ADCO SERVICES, INC. O | 1801 ]

How much waste do you expect 1o ship during a typical 12 Month period?

cu,nlnn;;nlspl

FPEEOENC =111

DETACH AND RETURN COMPLETED B i D L @
US ECOLOGY, INC. 1
P.O. BOX 7246 Print Nama B Stewa wl'

LOUISVILLE, KY 40207-0248
{ Date _&3_5—_, /7 77




Applicability:
Department
by all ge

of South Carolina.

have the primary resp

Instructions:

Radiological Health,
29201.

Columbia, S$.C.
attached, and signed
indicate “N/A".

Pursuant
Regulation
nerators who
Persons wvhose acti

Complete Items 1

PARTMENT OF FrkyTH AND ENVIRONMENTAL CONTROL

to Section 13-7-140, 1976 S.C. Code of Laws (as amended) and

61-83, a Radi{oactive Waste Transport Permit is required to be obtained
transport or have rad‘oaccive waste transported into or within the Stace
{vities result in the generation of radioactive waiste
nsibility to obtain a permit.

to Chief, Bureau of
Bull Street,
insurance or bond

applicable,

and one copy
2600
ate of

through 19. Submit original
S$.C. Dept. of Health and Environmental Control,
All {tems must be completed, required certific
and dated by an authorized persen. If an item is not

in delays or denial

co
of

plete forms and failure to provide an insurance certificate will result
he permit. dition may be used if necessary. Upon
X P,

approval, the
shall be
Bureau of Finance,

RADIOACTIVE WASTE

NOTE: Radiocactive
location of
fﬂ(.‘¢(y to

(.\,“,I
ANC4L00

Department
remitted and
2600 Bull
TRANSPORT PERMIT."

a company,
the

1al sheets
return one copy with the transport permit. All permit fees
made payable to the S.C. Departmenct of Health and Environmental Control,
Street, Columbia, §.C. 29201, Please NOTE on remittance - "FCR

13
wilid

be purchased for more than one facility or
an application shall be submitted for
certificate of insurance or bond.

Permits
ete.
fee and

may
However,
the required

each

Name and Adsress ot

lﬁ 7[;;& nerat

(3-¢S /8-

| Now E
kgt

Cam ‘”‘&‘E" Mass O (YA

Radioaccive

vd

Dimerer Liidy, Mo 02042

¢ Y ~9200 X /O3

Person rcf'onsible for
Vaste Shipment

a) Name: :r&;.s AN
b) Title: lubjorntor
c) Address:‘g-(s’kﬁ
d) Telephone: &/ 7~

Applicant i

{ L ae

Shipment Locatic

3)#‘A”~L o3 MLQ*R\

1(s8): . NRC or Agreement

State Radioactive
Material License No. for each facility:
a) S0 ~RROYIQ -0

b)

c)

rmit and Amount nf Fee Remittal:

Renewal [ | IX] 1¥]
New > | X1 §%1

Type of

’»-.’;A('(‘ Was te [
a) (l‘Vu

b l&é o

)
\
J
d)
e)

2SCYD a S

JQKA\’ \N"'\SZ( L—"JM
<L h!/ ¢Ls ‘Hve/m“,

‘L‘\a&u.}, - A{.[{ W\LM

"'l'(

LT +15
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List Prominent

]

7 o

Radionuclides: 1. Total

512‘ ¢r7<:vo

Estimated Radioactivity (Curies):

~s
0"\17 053 wa"/lﬁ_’z- 0.08 X/0Cusies I7C5

tain Any of
fied Hazardous M
sents

Styrene

the Following?
terials

Jeo 42 X889 Lo Itcm 12, Idencify and Quantify.

I A

/J/y

vach Solidi{fication

Topical

Process Received
Report Approval and Meet

-

Stability Requirements?

Lo

1 3. %09 ] No

DHEC-800 (Rev. 10/84)

(Complete Reverse Side)
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aothbia, 4k JLlaue APPLICG. ... o« LOBLILULCH

.

-

16. Name and Address of Broker, if used: 17. Name and Address of Carrier:\V
Aes Sevvicas X ue saweas /6.

Po Box 35
T'..lu.\ ‘pudL ,Il/l;o.ﬂ 60477

Toformation to Be Submitted as Attachment

Gl

A Certificate of Liability Insurance issued to the generator shall be submitted as
evidence of financial ability to protect the State of South Carolina and the public
large from possible radiological injury or damage due to packaging, transportation,
posal, storage, or delivery of radiocactive waste. For those applicants not maincai
liability insurance, they must deposit and maintain with the Department a cash or
corporate surety bond in the amount of Five Hundred Thousand Dollars ($500,000.00).
Failure to submit a current certificate or bond will result in processing delays.

CERTIFICATE

19.

Date Maq 51 /9??
d

DHEC-800 (Rev. 10/84)

In compliance with Act No. 429 of 1980, the South Carolina Radiocactive Waste
Transportat{on and Disposal Act, and Department Regulation 61-83, I hereby certify
behalf of the named applicant (shipper/generator) to the South Carolina Department
Health and Environmental Control that: (A) the named applicant (shipper/generator)
comply fully with all applicable laws and administrative rules and regulations, bot
State and Federal, and any disposal facility radioactive material license requireme
and criteria regarding the packaging, transportation, storage, disposal, and delive
such wastes; (B) the named applicant (shipper/generator) will hold the State of So
Carolina harmless for all claims, actions, proceedings in law or equity arising out
radiological injury or damages to persons or property occuring during the cransport.
of {ts radioactive waste into or within the State including all costs defending sam

provided, however, that nothing dontained herein shall be construed as a waiver of

State's sovereign immunity; (C) the named appl.cant (shipper/generator) has curren'
copies of the Regulations for the Transportation of Radicactive Waste Into or Withi:
State of South Carolina, DOT Regulations 49 CFR Parts 171-179, and when applicable,
disposal site radiocactive material license and the disposal site waste acceptance
criteria; (D) the named applicant (shipper/generator) has prepared this applicatio:
conform with South Carolina Department of Health and Environmental Control's Regula/
for Transportation of Radivactive Waste Into or Within South Carolina, agd that all
information contained herein, including any required supplements attached hereto, {:
and correct to the best of my knowledge and belief.

ZREN

ignature

“Type Name and Title of Applicant™s
Authorized Representative

TR G— - ———————————. d— .
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METPATH
INTEROFFICE MEMORANDUM

FROM: J.E. Stewart DATE: 4-28-89
T0: John Bower REFERENCE:
L1z Keay

SUBJECT: Ccbalt 57 waste
disposal

We have contracted for the dispcsal of I'25 and Co%7 waste separately
because of their substantially different half-1ir/es. Please develop pro-
cedures to maintain Co®7 solid waste in a separate container. Because of
the dual-lahelled reagents, there will be some 1'2%5 in the Co%7 waste, This
separation should begin as soon as possible.

JES:dsr

¢cc: Jerry Frank
reculatory files
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" SOLID RADIOACTIVE WASTE PROCEDURE *. 1

1125 and C957 must be disposed of separately because of thEII
substantially different half- 1*333 Because of dual- labg}l 5';:_?1
reagents, there will be somfzg in the Co57 waste. must

not be disposed of in the I vaste.

125 Dispousal

1. Boxes (20"x20"x20") and clear plastic bags are available in
the logistics supply room. Boxeg should be double~bigged
and marked "RADIOACTIVE WASTE-~1I1 5" on 2 sides of a box.
(Do not use Biohazard boxes or other shipping containers).

2. Write: "“START", date box was set up, and initial.

3. Tubes, contaminated paper towel blotters, and rinsed/defaced
tracer bottles containing 1125 only must be disposed of in
this box.

**NOTE: Coi;SMUST NOT UNDER ANY CIRCUMSTANCES BE PUT IN THE
I BOX.

4. When full, seal the bags by twisting the opening and taping
shut. Close the box and seal with tape.

5. Write:"FULL", date box was closed, and initial.

6. Set up a new box. f |
7. Notify warehouse staff (Gary Medairos x . 135) for removal.
8. The contents of the box will be compressed and transferred

to a 55 gal. barrel which, when filled, will be removed to
a contracted storage site.

Co™ Disposal

de Boxes (18"x14"x13") and clear plastic bags are available
in logistics supply room. Double bag the box and mark
"RADIOACTIVE WASTE--Co-’" on 2 sides of the box.

> B Write:"START" ,date box was set up, and your initials.

I Tubes, contaminated paper ;owel blotters, and rinsed/defaced

bottles that contained Co°’ must be disposed of in this box.

4. When full, seal the bags by twisting the opening and taping
shut. Close the box and seal with tape.

$. Write "FULL", date box was closed, and your initials.

6. Set up a replacement box.
7. Notify warehouse staff (Gary Medalros X 135) for removal.

8. The contents of the Co°’ box will be compressed and transferred

to an appropriate container, which when filled, will be removed
to a contracted radioactive waste site.
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RIA WIPE TEST PROCEDURE

The wipe test involves wiping the decontaminated Saceceee -
designated areas with one inch diameter filter paper or a
cotton swab, and then counting the filter paper or the swab

in a plastic tube (12 X 75 mm) in a Gamma Counter along with a
background tube. As a rule of thumb, if the reading in an

area exceeds ‘ﬂa unts per minute, it should be considered as
a2 "hot" area. fé

251
1) Regularity of swabs shall be bi-weekly(ewws -?wo-l"> %“

2) Number o 5 gwabs or wipes shall be ten from areas noted on the
s attache iagram.
3) Type of swab or wipes:
125

area will be wiped with a cotton swab or filter
paper and counted in a plastic test tube (12 X 75 mm)
in a Gamma Counter. A blank test tube with swab or
filter paper will be counted as a backgrcund for 1
minute.

a)

b) Non-RIA bench top area wi.l be wiped with a cotton
swab or filter paper and ‘rounted in a plastic tube
(12 X 75 mm) in a Gamma Counter along with a back-
ground with swab or filte. paper for 1 minute.

4) Data: '
A rough schematic drawing of the laboratory, marking
where the wipes were taken and a record of the CPM
of the wipe and background will be filed in "Wipe
Test" file in Radiation Safety Manual. The CPM
should not exceed ?Nul /4 abgﬁq

5) Action taken for high count areas:

1f absorbent paper is covering bench top, the paper
shall be removed and discarded in the radioactive
waste drum for iodine. The area is washed with
Radiacwash and water and re-monitoied. New absorbent
paper is placed over the area. The same procedure

is used for an area not covered by absorbent paper.

If any of the above situations exist, the supervisor
is notified in order to review handling protocol.

JES/nl
10/12/83

/(Si ~39
u/,., e
8/%/&1




WIPE -TEST FLocR PLAN
FOR SPECAL CHEMISTRY

QPECIAL CHEMISTRY
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Radiation Safety E)(L; L “.‘. I

Personnel Monitoring Program

The following procedure has been indicated by the recent change of our
Radioactive Materials License from a “general" type to a "specific" cne.

The level of use of radicactive isotope by this laboratory remains
sufficiently low that adherence to established policies for use of lab coats
protective gloves, radiation safety, and use of good judgement will place
the exposure of any employee to levels below detectable 1limits of any
established monitoring program. In order to address the responsibility of
the Company to provide an estimate of exposure of each employee to radia-
tion, we will use a monitoring program designed to establish the minimal
levels of exposure of those persons using the greatest amount of isotope as
part of their daily responsibility.

Personnel in Special Chemistry will all be provided a badge and be required
to wear it on the lab coat at all times. Personnel in Toxicology may enroll
in the badge program by a request to their Manager, providing him their
Social Security number and date of birth.

The service emr’oyed is that of Landauer, Glendale, 1Illinois. The badge
will be replaced monthly and returned for development. A copy of the

report will placed in the personnel file of each monitored employee when
returned. g

A second part of this procedure involves the use of the survey meter to
monitor all lab coats for exposure. This procedure is outlined in an at-
tached policy. The survey meter is an extremely sensitive method of detect-
ing radioactivity (Note that the radiation from natural sunlight is
detectable with this meter at a level of 50-100 cpn.) The use of the meter
to monitor lab coats may in fact detect an otherwise unknown spill. It's
greatest use, however, 1is a measure of the general level of careful
performance of procedure at the bench.

If a significant degree of contamination is shown, (100 cpm or more) on a
lab coat it should be placed in the dirty laundry bin immediately. If such
an action is necessary on a regular basis, the employee(s) should be
counceled relative to careful laboratory technique. Although 100 cpm does
not constitute a health hazard, per se, the lack of careful technique may
lead to other errors which compromise safety or gquality.

The survey meter may detect areas of the work area or instruments which are
contaminated. All isotope reagents we use are water soluble and may be
easily decontaminated with a damp, soapy paper towel, or alcohol pad. (Note
that care should be used with damp towels on electric instruments or Kkey-
boards.

In the rare case of a significant spill of tracer to the face, immediately
wash repeatedly with a continuous stream of water. Avoid ingestion (swallo-
wing). Notify the Director and Lab Manager immediately at any time of the
night or day.
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