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K VeteransN Administration

September 10, 1985 in Reply Refer To: 578/115

Control No. 17743.

William J. Adam, Ph.D.
buterials Licensing Section4

United States Nuclear Regulatory Commission
Region III
799 Roosevelt Road

j Glen Ellyn, IL 60137

Dear Dr. Adam:

The enclosed information is submitted to you in response to your letters

| dated July 11, 1985 and August 1, 1985.

We wish to thank you for the extension which you granted us on August 1, 1985.
It has enabled us to be more complete in our response and truly reexamine our
license application.

f

Although we understand that you must retain all documents which you receive,
~

we will perform the following changes in our copy of the license application:

; 1. Response to Item 1 - July 11, 1985
,

Please remove page (1-1, 6-12-84) and insert page (1-1, 9-10-85).a.

This should separate the diagnostic and therapeutic uses from research uses.
It is felt that it is not necessary to change Item 7 (Medical Radioisotope
Committee), Item 8 (Training and Experience), or rearrange equipment lists
in Item 9 (Instrumentation). As you can see, we have adjusted the " broad
scope" part of the application in Item 6.

b. Please remove page (6-1, 6-15-84) and insert page (6-1, 9-10-85).
:

2. Response to Item 2 - July 11, 1985
.

Please remove page (7-1, 6-15-84), (7-2, 6-15-84), and (7-3, 6-15-84)a.

and insert pages (7-1, 9-10-85), (7-2, 9-10-85), and (7-3, 9-10-85).
a

| Facilities always have been an important consideration in the authorization
of radioactive material usage. Ve did not document that fact in the license
application because it is incorporated in our internal procedures,

b. Please remove page (8-6, 6-15-84) and (8-7, 6-15-84) and insert
page (8-6, 9-10-85) and (8-7, 9-10-85).:

l RECEIVED
, We agree that the insertion in our license will reinforce our own internal
! mechanism which accomplishes the same resu143EP 101985
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William J. Adam, Ph.D.

3. Response to Item 3 - July 11, 1985

We have found that internal flexability and effective growth are predicated
on the ability to change methods, controls, and procedures. The best guidelines
to change, are audits. Since 1981 we have been performing quarterly and annual
audits at our facility which encompasses management control of licensed activities,
MR1/RDRC operations, and llospital Radiation Safety Of ficer surveillance and com-
pliaace. If we were to be required to incorporate our lengthy internal documents
and audit forms, it would make alteration and improvement a slow and extremely
awkward task on both of our parts. It would seem prudent at this time to list
for you some of the audits which we perform to demonstrate our knowledge of what
is significant and our ability to regulate ourselves. They are as follows:

a. Annually - Management audit of MRC/RDRC activities
Management audit of hospital radiation policies and bulletins
Management audit of inspection results and corrections
MRC/RDRC audit authorized users for renewal
MBC/RDRC an(lit of MRC/RDRC minutes, records, policies
llRSO audit of user facilities
llRSO audit of inventories of sources, calibrations, wipe
test results, etc.

b. Quarterly - MRC/RDRC,llRSO user facility inspection
MRC/RDRC,llRSO sewer, transfer, waste disposal
MRC/RDRC,llRSO Al. ARA action levels
MRC/RDRC,llRSO bioassay action levels
MRC/RDRC, llRS0 ' training of personnel
llRSO " areas of concern"
IIRSO issued citations / corrections
Misadminist rat ions

t

We ask that you consider your inspection records of this facility, the longevity of
our license, and our above mentioned annual and quarterly activities. We request
that you allow us to determine the nature and frequency of audits with the under-
standing that problems discovered will be promptly corrected.

4. Response to Item 4 - July 11, 1985

Please remove page (14-1, 6-15-84) and insert page (14-1, 9-10-85)

We feel that our statement was adequate hut have changed it to your wording.a.

b. If we excluded from vipe testing the final source container of RIA kits, beta
' emmitters, and scaled sources w2 would still have a horrendous job which must be per-

formed prior to the beginning of a patient work day. We have little to no history of
contamination of personnel or facilities from package opening procedures and request

.

that you reconsider the impact ion patient care and radiation saf ety mso-hours.

c. See also above mentioned ir. sert.

i

|

i
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William J. Adam, Ph.D. |
<

5. Response to item 5 - July 11, 1985

Please remove page (15-4, 6-15-84) and insert (15-4, 9-10-85).

We believe that all doses up to your misadministration criteria shall be acceptable.

6. Response to Item 6 - July 11, 1985

Please remove page (5-3, 6-15-84) and insert (5-3, 9-10-85).

The llospital Radiation Safety Officer is authorized to carry out all responsibilities
assign (d to him.

If any of the enclosed sections do not meet with your approval, please inform us.
We will make the necessary corrections for the insertions.

Sincerely yours,

J(HIN R. FEARS
Director

Enclosures
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NRC POnM 313M
u.S. NUCLE AH HEGULATOHY COMMISSION Arpeovaci t>y OMB

men
APPLICATION FOR MATERIALS LICENSE - MEDICAL '' d'

10 CFR 35

INST RUC TIONS . Comewro ttens t ebro...oh 26,t es.s e o, u us avt- ar o., or r. av.t., so.o., tor re .e e nt e s.. . e uso surv,sene,ra st. ens
whee ns *sury item 26 must to uunv rtet on att sov.ru suums ser vy et N*to o ne a.vr Suharat vraymot osat w,e < ove v9 ent<ree

evin otoon to . Do n tor. ("In e of Nuo tra Ar tne.*ts S.o r tv samt 5 stow.is U S % are Kr+>I.nt<"y Cwnomset nashone ais, O Cr s r r
N* %5 Upon soprovet of th.s ev u atrm the av m ont wat rem cove a store <***s i n ens * Are hMC Atarerna's i n on>* rs ossard on a, crud-o a
ante moth the generot renuserenovers s ontasms ore irth. to (n.re* or !en-rat Regostarws l' art 30. and the i ne errs *w se sur a t to Torre 10m

Cafe of feleral Reguraroons. !srs 19 N oad JS ont the in rouse tw voov sum of Iutie 10 Coan of f esent Regularrons, Per 110 ino
to. ense aw correur simwks tem sesent on Iteco .% *e,9 the avrove u.o e ter ene los er v

I.a. NAME AND MAILING ADDRESS OF APPLICANT (,nstitution, 1.tg STREE T ADDHESSIES) AT WHICH H ADIOACTIVE M AIEHI AL
forrn, Llonic, physicion, etc) INC LUDE ZIP CODE wlLL BE USE D tit dotterent from 1.aJ |NCLUDE llP CODE

Veterans Administration
Edward fliner, Jr., Medical Center
liin e s , Illinois 60141 (See item 1.a.)

TE LEPHONE NO.: ARE A CODE l 3121 3'*3 - 7200

3. PERSON TO CONTACT REGARDING THIS APPLtCATION 3. THIS IS AN APPLIC ATION FOH: (CheC4 appropnete #remJ
a [] NtW LICE NSE

1.awrence Case (llRS0) h U ^ME NDMEN T TO LICE NSE NO.
' N "E Ne wAL OF tiCENst NO. 12-01087-07

TE LEPHONE No.: APE A CODE I 313 34 b7?no.x2678

4. INOIVIDUAL USE RS INsne endsvidusts who n,71 use or detectly b.HADI ATlON SAF ETY OF FICER (HSO)(Narre o/ person designated
supervose use of rodnoective materrel. Complete Supplernents A and 8 as rossarnvr sa*rry n tas er 19 other than m,tovatuoi user. counplere resno .o

tot each ondowedual.) me or tononung o'd eese rrn e as m Suppeensent A )

1.awreuCe Case
(See Item 4) llospital Radiation Safety Of fICer

(See item 5)
G.a. R ADIOACTIVE MATERI AL FOR MEDICAL USE

~M A XIMUM MAHK M AXIMUM
ITEMS POSSE SSION ITEMS POSSESSIONR ADIOACTivE M ATE RI AL DE SlH E D EMars ADDITIONAL ITEMS: DE SiH E D tggigs

LIS TED 1N: .'X '' (In nodoosuroes) "X '' (In mottocuriosi
_

100tNE.131 AS IODIOE FOR THE ATMENT10 CFR 31.11 FOR IN VITRO STUDIES OF HYPEHTHYROIDISM X 100
10 CFH 3S.100. SCHEDULE A, GROUP 1 X AS NE E DE D PHOSPHOHUS 32 AS SOLUBLE PHOSPH ATE

F OH THE ATMLtdi OF POLYCYTHEMIA X 50VEH A. LEONE MI A AND DONE MET ASTASES10 CFR 35.100. SCHEDULE A, GROUP 11 X AS NE E DE D
PHOSPHORUSr37 AS COL LOIDAL CHHOMIC
PIIOt.PH A IE f Olt IN T H ACAVIT ARY T HE AT- X 50

10 CF R 35.100, SCHE DU LE A, GR OUP 111 X 10,000 ME N T OF M AllGN AtJT E FF USIONS.

GOLD.I'H AS COLLOID F Olt INT HA-
CAVIT AH f THE A TMENT OF MALIGN ANT10 CFR 35.100. SCHEDULE A, GR OUP lV X AS NEEDED rr r OSiONS. X 300

IOUINE 131 AS lODIDE FOH THE ATMENT
10 CFH 35.100 SCHEDULE A, GROUP V X AS NEE DED OF IHYHOID CAHCINOVA X 300

XENON 133 AS G ASOH GASIN SALINE FOR
10 CFR 35.100, SCHEDULE A GROUP VI X 2,100 HLOOD F LOW STUDIES AND PULMONARY X 150FUNCilON STUOlF S

6.b. R ADIOACTIVE MATERI AL FOR USES NOT LISTED IN ITEM G.a. Isreedsourtes un to JmCiuset tne
Cdtal><dtron dnd referenLe brendards &re aulhure/VJ Under Sn t!On db.thil, Id CFR Part 35, and NEED NO T BE LISTEOJ

CHEMICAL MAXIMUM NUMBEH
ELEMENT AND MASS NUMBER ANDIOH OF MILLICUHit S DESCRIBE PURrOSE OF USEPHYSICAL FORM OF E ACH FOHM

(See Ite n 6)

Item 1-1
9-10-85

04 R C F O R M 3139A

(9 81)

_ . _ _ _ . _ -. . _ _ ___ _ _ _ _ _ _ _ _
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t

RADIOACTIVE MATERIAL FOR MEDICAL USE
RADI0 ACTIVE MATERIAL FOR RESEARCH, EDUCATION. AND CLINICAL LABORATORY

The responses in this section containing the statement " As Needed" should
i be construed to represent the broad licenso, 50 mci maximum possession
I limit unless indicated here below.

Byproduct material Chemical and/or Fbximum amount or radioactivity
(element and mass no.) physical form which licensee may possess

at any one time

1

| a. Any byproduct mate- a. Any a. 50 mci of each byproduct

} rial between Atomic material between Atomic
i Nos. 1 and 83 inclu- Nos. 1 and 83, inclusive,

sive except as provided below
;

b. Hydrogen - 3 b. Any b. 750 mci
c. Carbon - 14 c. Any c. 750 mC1
d. Cobalt - 60 d. Any d. 100 mci
e. Iodine - 125 e. Any e. 750 mci

The NRC Groups IV and V (radiopharmaceuticals) information is located
in ITEM 19

The NRC Group VI (sealed sources) information is located in ITEM 20.

A. COBALT - 57 FLOOD FIELDS

MANUFACTURER MODEL NUMBER ACTIVITY AT NUMBER THIS TOTAL ACTIVITY
PURCHASE TYPE 4-12-84

NEN NSS-392 10.00 mci 1 8.76 mci

NEN NES-392 10.00mC1 1 0.48 mci

i

!

|

l

:

ITEM 6-1
9-10-85
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MEDICAL RADIOISOTOPE CGetITTEE/HADIDACTIVE
DRUG RESEARCH CG911TTEE (MHC/RDHC)

A. RESPONSIBILITY: This committee (MRC/RDRC) shall:i

1. Ensure that all individuals who work with or in the vicinity
of radioactive material have sufficient training and experience

'
to enable them to perform their duties safely and in accordance
with NRC regulations and the conditions of the license.

2. Ensure that all use of radioactive material is conducted in
i a safe manner and in accordance with NRC regulations and the conditions

j of the license.

B. DUTIES: The Committee shall

1. Be familiar with all pertinent NRC regulations, the terms of the
license, and information submitted in support of the request for
the license and its amendments.

2. Establish a program to ensure that all individuals whose duties

a may require them to work in the vicinity of radioactive materials
(e.g., nursing, security and housekeeping personnel, etc.) are!

'

properly instructed as required by Section 19 12, of 10 CFH, Part
19,

3 Receive, review and authorize all protocols submitted by proposed
users wishing to use radioisotopes and radioisotope techniques
in their studies. This will include human studies, animal studies,
and tracer use.

4. Review the training and experience of all individuals who use

radioactive material (including physicians, technologists, physi-
cists, and pharmacists, etc.) and determine that their qualifications
are sufficient to enable them to perform their duties safely
and in accordance with NRC regulations, the conditions of the

; license, and FDA regulations.

5. Review the facilities and equipment of proposed authorized users
for adequacy of floor plans, room ventilation, fume hoods, sinks,
counter tops, remote handling equipment, sou.ce storage and use
shielding.

6. Prescribe special conditions that will be required during a proposed
use of radioactive material such as: requirements for bioassays,
physical examinations of users, and special monitoring procedures. i

ITEM 7-1 !

9-10-85

| |

|
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7 Review the entire radiation safety program, at least annually,
to determine that all activities are being conducted safely and
in accordance with NRC regulations and the conditions of the
license.

The review shall include an examination of all records, reports
from the HRSO, results of NRC inspections, written safety procedures,
and the adequacy of the institution's management control systems.

8. Recommend remedial action to correct any deficiencies identified
in the Radiation Safety Program, and promptly transmit pertinent
information, as necessary to the Hospital Director; Director,
Nuclear Medicine (10/115); the NRC; and other regulatory agencies.

9. Maintain wcitten records of all committee meetings, actions, recom-
mendations, and decisions.

1

10. Ensure that the by-product material license is amended, when
necessary, prior to any changes in facilities, equipment, policies,
procedures, and personnel, as specified in the license with the
following exception:

The Director of Hines V. A. Hospital agrees to maintain the disci-
plines as required by Part 33 13, C. ,1. and Part 35.11, b. of the
NRC regulations, but requests the right to make changes in the - -

4 membership without lengthy amendment procedures. 1he Director
agrees to maintain records of all changes, qualifications and
membership lists with indicators of " specialties represented" for
all members.

C. MEETINGS

The MRC/RDRC will regularly meet on a quarterly basis; additional
meetings will be called by the Chairman, as necessary. In these cases,
notice of a minimum of one week will be given to the committee members.

D. NAME AND SPECIALTY OF EACH COMMITTEE MEMBER

Chairman: Ervin Kaplan, M.D.
Chief, Nuclear Medicine Service

i (internal medicine, specialist in nuclear medicine)
Members:

(therapeutic radiologist)
Nirmala Bhoopalam, M.D.

Staff Physician, Hematology / Oncology Sec. , Medical Service
(hematologist)

Randall Wade, Ph.D.
Chief, Radiation Physics Section

i Therapeutic Radiology Service
(radiation physicist)

1

ITEM 7-2
9-10-85
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Lawrence Case, B.S.
Hospital Radiation Safety Officer
Health Physicist, Nuclear Medicine Service
(radiation specialist)

Harald Norgello
Coordinator for Radiation Safety, Nuclear Medicine Service
(chemist)

Members: Lucia Droege, ACSW
Supervisory Social Worker, Social Work Service
(representative of Human Studies Coenittee)

Rolani Mais, M.S.
Research Chemist
Research Service
(radiochemist)

Irene Held, Ph.D.
Chief, Neuroscience Research Section
(representative of Research)

John W. Cooper
Administrative Assistant, Chief of Staff
(representative of management)

Maynard L. Freeman , M.D.
Assistant Chief, Nuclear Medicine Service
(Internal medicine, specialist in nuclear medicine)

Susan Sandel11, R. N. , B.S.
Supervisory Nurse, 11W, Nursing Service
(representative of Nursing Service)

.

ITEM 7-3
9-10 85
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c. Mathematics pertaining to the use and
measurement of radioactivity ( 4 hours)

d. Radiation biology ( 8 hours)

This information may be submitted on Supplement A of Form
.

'

NRC-313M. The hours listed next to each of the four subjects
are suggested minimum values and should not be interpreted
as specific requirements.

3 Evidence of active participation in the treatment of five
patients (to be submitted on Supplement B (Preceptor State-a

ment) of Form NRC-313M).

" Active participation" should include supervised examination
of patients, collaboration and calculations concerning
the dose to be used, administration of the dose to the
patient, and followup and study of patient case histories.

C. Additional - In addition, specific training of technical personnel,
non-Nuclear Medicine or Therapeutic Radiology physicians, and all
personnel who will handle radioisotopes and radioactive chemicals
and biologicals must (1) have a degree at the bachelor level, or
equivalent training and experience, in the physical or biological
sciences or in engineering and (2) have at least 40 hours of training
and experience in safe handling of radioactive materials, and character-
istics of ionizing radiation, units of radiation dose and quantities,
radiation detection instrumentation, and biological hazards of exposure
to radiation appropriate to the type and forms of byproduct material
for which authorization is requested.

D. Training Purposes - Trainees such as residents, technologists in
training, etc., will be under the protective supervision of a fully
qualified individual in terms of their handling of radionuclides.
Howeser, when handling radionuclides, they must be supervised by a
person present in the laboratory while the radioactive material iu being
used. In addition, they must either be receiving or have received a
degree of training regarding radioactive materials commensurate with the
tasks they will be required to perform.

E. Research - A researcher who wishes to be authorized for one or more
specific procedures should have training in basic radionuclides handling
techniques and procedures commensurate with the techniques to be
performed and the quantities of radionuclide to be used.

The authorized user assumes the responsibility for the competency
'

in handling radionuclides of all individuals under his supervision.
This competency may be obtained by formal training or by preceptorship.
This competency must be demonstrable to the HRSO and the MRC/RDRC.

~

In whatever manner such competency is attained, the final responsibility.

for the training of personnel in radiation safety rests with the
principal investigator of a project.

t ITEM 8-6
9-10-85
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The authorized user will have to be qualified; the laboratory supervisor,
if different from the authorized user, will have to be qualified;J

| and the qualified laboratory supervisor must be responsible for the
. competent radionuclide handling techniques of those under his super-

vision.

This qualified user should be listed in a research proposal as that,

person qualified to be responsible for radioactive materials and radio-;

active procedures. For example, if a researcher is not qualified
#

to handle isotopes but his laboratory supervisor is so qualified,
'

then the laboratory supervisor ,hould be the authorized user.
;

,

+

a

!

*
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ITEM 8-7
- - 9-10-85
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ITIM 14

PROCEDURES FOR THE SAFE OPENING OF PACKAGES
CONTAINING RADIDACTIVE MATERIAL

A. WEAR DISPOSABLE GLOVES WHILE CONDUCTING THE PROCEDURE AND ASSUME THE
PACKAGE IS TOTALLY CONTAMINATED.

B. All packages should be opened in an operating rume hood.

C. Visually examine the package for the Department of Transportation
hazardous material label and use precautions appropriate to the " White
I, Yellow II, Yellow III or radiation symbol."

D. If additional hazardous material labels (i.e., biohazard, caustic,
corrosive, flammable, etc.) appear on the package, take the appropriate
measures which the situation demands.

E. Visually interest the package for any sign of damage (i.e., wet,
crushed, punctured, etc.), and proceed using decontamination techniques.

F. Open outer package (following the manufacturers directions (if supplied)
and remove the packing slip. Open the inner package and verify that the
packing slip, order form and bottle or container label agree.

G. Check integrity of, final source container (i.e., breakage of seals,
vials, loss of liquid, loose screw caps, discoloration of packing

4 =aterials).

H. Check all shipping and packaging material with the area survey meter
for contamination.

3

1. If the packing materials are found to be uncontaminated, dispose of
them in the normal waste.

2. If either positive or ne6ative results are found on packaging
materials the results will be recorded on the inventory sheet for
that shipment.

3 If the packing materials are found to be contaminated, dispose of
them as radioactive waste and notify the HHS0 of the fin?.1 radiation
survey readings found in counts / minute.

4. If externally contaminated or leaking packages are discovered, the
HRSO will notify the NRC as required.

ITEM 14-1
9-10-85
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b. Records of radioactive material discarded of into the laboratory
sink.

c. Reports of ingestion, inhalation, or injury involving radioactive
material.

B. GENERATOR ELUTION AND RADIOPHARMACOLOGY

1. Generator installation, elution, and pharmacological preparation
shall be done according to manufacturers' directions maintaining a
sterile technique.

2. LABORATORY COATS OR PROTECTIVE CLOTHING SHALL BE WORN WITHOUT
EXCEPTION.

3 TLD rings badges shall be worn without exception duriaC installation
of generators, elution of generators, assay of elution from gene-
rators, pharmacological procedures, and transportation of radioactive
material to patient administration areas.

4. All personnel perforetag the above operations shall be required to
use all mechanical handling devices, body shields, lead caves, and
shielding as prescribed by the HRSO.

5. During the assay procedure, the operator shall be a maximum reason-
able distance from the instrument.

6. All generator elution products shall be transported with sufficient
lead shielding and in such a manner as to minimize the exposure of
personnel and the general public.

7. The generator elution area shall be surveyed and wipe tested daily
for contamination and records of results will be maintained.

8. Decontamination shall be implemented if surface contamination
exceeds 200 dpm/100 cm2

C. PATIENT INJECTION AND IMAGING

1. All radioactive material not being injected is to be stored in lead
or lead glas " pigs" behind body shields or in lead lined refrige-
rators designated for such use.

2. All doses of radioactive material to be administered (i.e. , oral,
IV, IC) shall be assayed and will be rejected if diagnostic doses
exceed 50% error or therapeutic doses exceed 10% error.

3 Syringe shields shall be used for the preparation and administration
of patient doses except in circumstances where their use would
compromise the patient's well-being.

ITEM 15-4
9-10-85
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(21) Be responsible for assuring the calibration of monitoring and survey
instruments.

(22) Verify and report to appropriate authorities any radiation incident1

which may have resulted or may have been likely to have resulted in
injury to or contamination of personnel, damage to property, or
significant release of radioactive material into the environment. .

-i

(23) Terminate immediately any activity he judges to be a threat to health '

safety, property the environment or a violation of the regulations or
,

the conditions of this license. |,

. ;
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j ITliH 5-3
| 9-10-85
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