
O EXHIBIT A |(J. .

"" N
u.s. NUCLE An R ECULATORY COMutSSaO*d

,. APPLICATION FOR MATERIALS LICENSE - MEDICAL [[ntocen n u

iNSTRUCTICNS - Cowsn n.w I snues Nnsie a m kisiaav < stun am workatien te une.areta s,aems V, e,oeu ,*,,,,o see,,
mhas necamery. Isene N emne be somJ.emten en wolkseione armds& nesein one seer. Zebout ers.nat**dese teor elet.re
workseen no : Dhet ow. Ottke etNwJed Mesarieb $stety med Sol.guarsh. U. A Nurseer Regulatey Cenemo.miesen. 8va.h.npeen. O C.
Aus vroe owre.et et use eerisme en, se evt. east aoess.* e Marens!n L konse. An nnc unow.oh ticone in e wed an are.ac.
Owe ains s%e awserernoustonene conehmed be Toew 90. Code et feneret neoutatiew Part 30, md she L kom.* e awbr ee so T ar to.e
Code of rekar newtenow. tere 99, M ase 25 and n%e skmenne fee preeiske er Tase 90. Code of!awor new oe> ens. Pare tra noo

acesse fee casesory shou 4f he sessed he l#we N and se avreorism fee oneAeasd *

l a. NAME AND M AILING ADDRESS OF APPLIC.\NT tense'ais'en,
1.tk STREET ADDRESS (ESI AT WHICH R ADIOACTIVE MATEHlAL.form.ellnit. physician,ete) INCLUCE Zlt CODE

WILL BG USED (11d!ktent Inm 1. Al INCLUDE ZIP CUDE

- . John E. ROgan M.D.

J[/2A-

90 South W in Street 38 Per 1.a. gU $

MiddictOvn, CT 06457
TE LEPHON E NO.: ARE A CODEl 2031._"M7 AMR

,

2. PERSON TO CONTACT RECARDING THIS APPLICATION 3. THISIS AN APPLICATION FOR: (Check earvnere imm)
t G[ NEW LICEN$EJohn E. ROgan M.D. s O AucNod:NT To uCENsE No.

T: trPuO Noa AR A Coor t 203 347-4258 e. O AcNmAL Or LiccNsc No.

4. IN31VIDUAL USERS Inane indridse's mene eviilone er direcsfy 5,RADIAT10N SAFETY OFFICER LRSOIINome ofperson das,rsted
a>pervia un erraciones,ee maorier. cmoua Supptements A ands
rar each udivids.1 a r.1;suien urary erfica. orerha s,.ud.asaru.a. ao +a e vn

a.e eruana,o e,ooeoai.we s.ew t A.:

John E. ROgan M.D. John E. Rogan M.D.

6. t R ADIOACTIVE MATERIAL FOR MEDICAL USE
M A XIM UM M A R at M AXIMUMITEMS POSSE 5110N ITEMSRADIOACTIVE MATERIAL Of$tRED LgMays ADDITIONAL ITEMS: POS.SES$10NLtS TEo iN: e t ss R E D L ulig

'

r tre matricurie>> r rin mitiarini
10 CFR 31.11 FCR IN VITRO STuolES. IODINE.131 AS IOO!OE FOR TREATMENT

OF HYPERTHYRolotSM -

13 CFR 35.100. SCHEDULE A. CROUP I AS NE EDE D PHOSPHORUS.32 AS SOLUDLE PHOSPHATEy
FOR TREATMENT OF POLYCYTHEMIA

10 CFR 35.103. SCHEDULE A. CROUP il X AS NEE DED
'

PHOSPHORUS 32 AS COLLOIDAL CHROMIC
10 CFR 35.100. SCHEDULE A. CR OUP gig PHOSPHATE FOR INTRACAVITARY TREAT.

MENT OF MALICN ANT EFFUSIONS.
COLD-19B AS COLLOID F 09 INTRA.

10 CFR 35.100.SCHEDULI A. CROUP lV CAVITARY TREATMENT OF MAllCNANTASNEEDED EF FUSIONS.

to CFR 35.100. SCHEDULE A. CROUP V 80 DINE.131 AS IOClOE FOR TRE ATMENT
. . _

AS NEEDED OF THYROID CARCINOMA

y ' 'ON.133 AS CAS OR C ASIN S ALINE FOR
_

10 CFR 35.100. SCHEDULE A. CROUP VI i 00 FLOW STUDIES AND PULMON ARY
$ w JCTION STUDitS.

6.b. RADIOACTIVE MATERIAL FOR USES NOT I.lSTED IN ITEM S.s. tr usews..e se 3mCt</w
ee!<bre tion and reference standards are auth orized under Secdon 3$.14fdl.10 CFR Part 35, and NEED NO T BE LIS TEOJ

CH E MIC A L I M AXIMUM NUMBER
_

ELEMENT AND MASS NUMBER AN0/OR OF MILLICURl15 DESCRIEE PURPOSE OF USE fPHYSICAL FORM OF E ACH F On M
.
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| |NPORMAT10N R EQUIRED POR ITEMS 7 THROUGH 23

For items 7 through 23, check the appropriate boules) and submit a detailed dess!ptfon of all the requested information, segh
each iten on a esperste sheet. Ideitify the item number and the date of the application in the lower right corner of each page. If
you bdicete that en appendlu to the medicallicenshg guide wiE be followed, do not submit the pages. but specify the revision
number and dets of the referenced guide: Regulatory Guide 10J . R ev. Date:

|

7. MEDICAL ISOTOPES COMMITTEE 15. GENERAL RULES FOR THE SAFE USE OF
i

i

RADf0 ACTIVE MATERIAL /Osch Onel
Names and Specieftfes Attached;and Appendix G Rules Followed;or

y

Duties asin Appoidis 8;or Equivalent Rules Attached
,

(Oeck One)
i X Equivalest Outfes Attached

18. EMERGENCY PROCEDURES (Osch One)
|

S. TRAINING AND EXPERIENCE x Appendix H Procedures Followed;or

Supp6emerm a & 8 Attached for Each andhridual User;
Equivalent Procedtru Atteded

Supplenent A Attached for RSO.
17. AREA SURVEY PROCEDURES (Osck One)

8. INSTRUMENTATION (Geck N
y Appendix I Proom$ures Followed;or

Apposdiz C Form Attached;or Equivalent Procedures Attachedy

Llet by None and Model Number
18. WASTE DISPOSAL (Check Onel

10. Call 8 RATION OF INSTRUMENTS Append;m J Form Attaded;or
" ''

, , . , , X EquivalentInformation Attached
(Onck One)

EquWent Procedures Atteded;and to' mEWEWC USE OF RADIOPHARMEUTM
(Chec* One1

SE 4x D Procedures Followed for Does ~

Calibretor;or Appendia K Procedures Folbwed;or

Equivalent Procedures Attached
Equivalent Procedures Attachedy

11. FACILITIES AND EQUIPMENT 20. THERAPEUTIC USE OF SEALED SOURCES

Desaiption and D!ayam Attachedy Detailed Information Attached;and

12. PERSONNEL TRAINING PROGRAM Appends L Procedures Followed;or
(Check One)y Deeription of Training Attached

Equ'veleit Procedwas Attachedy r

PROCEDURES FOR ORDERING AND RECEIVING PROCEDURES AND PRECAUTIONS FOR USE OFRADICACTIVE MATERIAL
21* RADICACTIVE GASES fee. Xenon - 133)

| 7 DeteRed Informadon Attached y Detalled Information Artsched

P90CEDURES FOR SAFELY OPENING PACKAGES
14 CONTAINING RADIOACTIVE MATERIALS 22. RADCACTIVE MATERIAL IN ANIMALS

(Chec* One) DetailedInfarmation AtimeedX
F FMw PROCEDURES AND PRECAUTIONS FOR USE OP

a R ADCACTIVE MATERIAL SPECIFIED IN ITEM eb
X

| Bauhelent Proemdures Attaded X Detailed Informatler, Atteded
|

| PCH4ed penC.4130
so m

Page 2
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24. PE RSONNE L MONITORING DEVICES

TYPE
SUPP LIE Rgg ,,,,, j

EXCHANGE FREQUENCY !
i* * Lu R.S. Landauer, Jr. and Company monthlyx
i

s. WWOLE
eOov ''O

I

OTut a spec 4/

F ILM

'

8 F'"GE" x ''O R.S. Landauer, Jr. and Company monthly
OTut n Gonedyl

I
plLu

t

c. WRIST 7to

OTwEn /$pec/p /y

d. OTHER(Speckv3

p

Pencil d0sineter As needed

f

3. FOR PRIVATE PRACTICE APPLICANTS ONLY
HOSPiT AL AGREE aNG TO ACCEPT P ATsENTs CONT AiNING RADIOACTavE MATE RIAL

e

N AME OF Mose TAL
th ATTACH A COPY OF TME AGREEutNT LETTER

j

Middlesex Memorial Hospital s GNto sy THE HOSP TAL AouisisTRATOR.
uAskiNo Aooanss
28 Cresent Street c. WHEN REQUESTING THERAPY PROCEOURES.

ct T v ATTACM A COpv OF R Aoi ATiON SAFETY PRECAU.
| STATE g zip coot T 086 TO SE TAKEN AND List AVAIL AOLEMiddletown CT 06457 R ADIATION DEMCTION INSTRUMENT 3. |

1

N. CERTIFICATE
IThis inom mus t be comported by applicu t)

The apot.ceat end ea
r official esecwtiag thes cert.ficate oa tiemedt of the ecol.caat e.amed in item to cert.ty thei emes sopf. cation .e propered 6a

conformity orth Title 10. Code of Federe Regutations. Poets 30 ene 35. eno thei en savormeeen coate.ned herein, ectwo.as ear

eneched hereto, e true era correct to the tesi of w neweave saa esi.et. r swoowns

i

.4

h APPLsCANT R R 71 ING OF F8CIAL IS>Peor*/
a LICENSE FEE REOulREo

tseesecom on3t toen sni V. T/ W
1 m nAun traoe oror, ark

f John E/ Rogan M.D.
ses uCENsE FEE CATecoRv. * '''''

7Ck Physician i

i 580*00 * D* T'tai uCENSE FEE ENCLOSED g Coptretrr 15, 1985 '

FORais NRC-313u IS-798
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Medical Isotope Committee f
,

!

Proposed facility is an outpatient private practive office and
:therefore in accordance with paragraph 35.11 of 10 CFR Part 35 is

;exempt from committee requirement.
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PoRu NRC413h& SUPPLEMENT A U.S. NUCLE AR REGULATORY COMMIS$10N
'

TRAINING AND EXPERIENCE
AUTHOR 82ED USER OR RADIATION SAFETY OFFICER

1. NAME OF AUTHORIZED USER OR RADIATION $AFETY OFFICER 2. STATE OR TE RRITORY IN
7 WHICH LsCENSE D TO

PR ACTim ME DICINEJohn E. Rogan M.D. Connecticut
3. CE RTIFICATION

FECIALTY SO ARD CATE G ORY MONTH AND YE AR CERT 4FIED
A B C

1. American Board of Diplomat July 1982
Internal Medicine

2. Cardiovascular Medicine Board Eligible July 1985

4. TRAINING RECEIVED IN BASIC RADIOISOTOPE HANDLING TECHNIOUES

TYPE AND LENGTH OF TRAINING

LECTUREt SUPE R VISE D
FIE LD OF TRAINING LOCATION AND D ATE tEI OF TRAINING LASORATORY LABORATORY

A B COU RSE S EXPERIENCE
INewest IN0ers)

C O

e. RADIATION PHYSICS ANO see page 5D
., INSTRUMENTATION

" "
b. M ADIATION PROTECTION

c. MATHEMATICS PERTAINING TO
THE USE AND MEASUREMENT n n
OF RADICACTavlTY

" "
d. R ADI ATION 5tOLOGY

e. M ADIOPH ARMACEUTICAL n H
CHE MISTRY

|

|

S. EXPERIENCE w|TH R ADI ATION. IActuelunr of Radioisotoons or Equinient Esponencel

180 TOPE MAXIMUM AMOUNT WHERE E XPERIENCE WAS G A'NED DUR AT10ed OF EXPERIENCE TYPE OF LEE

| 99m
Tc 2Ci Hartford Hospital 3 months cardiovasculat

| imaging

201
i Tl 40 mci Hartford Hospital 3 rnonths myocardial
| imaging

| FORM NRC413M Swoow A

|
t b7el Page 5

I
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!

FORM NRC - 313M S U P P L E(~'J A NATIONAL INSTITUTES Ff^gPROFESSIONAL EDUCATION-
.

U 4880 RIVE U ND ROAD
MODIFIED SUBSTITUTE - TRAINING ONLY BOULDER, CO 80301 l

TRAINING IN BASIC RADI0 ISOTOPE |
HANDLING TECHNIQUES J

TRAINEE:
John Rogan, M.D.

NAME TITLE

303 Campfield Avenue

ADDRESS

Hartford Connecticutt 06114

CITY STATE ZIP

COURSE TITLE: BASIC MEDICAL RADIATION PilYSICS LOCATI0N WASilINGTON

APTil 25, 1985 A TAI 29, 1985PDATE: COMMENCED COMPLETED

RADIATION PHYSICS ON NUCLEAR MEDICINE LOCATION NEW YORKCOURSE TITLE:

DATE: COMMENCED June 27, 1985 COMPLETED June 26, 1985
MEDICAL RADIA110N BIOLOGY AND

COURSE TITLE: RADIATION SAFETY LOCATION BOULDER

March 29, 1985'DATE: COMMEN COMPLETED
Mt ICAL KAU1A11UN CitM11blK1 AND

COURSE TITLE: RADT0 PHARMACEUTICALS LOCATION CHICAGO

DATE: COMMENCED April 11, 1985 COMPLETED April 21, 1985

SUMMARY OF FIELD OF TRAINING HOURS DISTRIBUTION

FIELD OF TRAINING LECTURE / LABORATORY
A (HOURS)

C

a. Radiation Physics and
100Instrumentat1on

b. Radiation Protection 30

c. Mathematics Pertaining to
the use and measurement 20 ,

of Radioactivity

20
d. Radiation Biology

e. Radiopharmaceutical
30 VALID ONLY

Chemistry

TOTAL HOURS OF LECTURE / LABORATORY 200

AUTHORIZATION: This document is valid for the indivicual, dates and
hours as stated above and supported by the seal.
If validation, records or other information is required
by the Regulatory Agency, contact the undersigned.

} / CWb.,

Charles Herbert Rose, MA, MSPH, D(ABSNM)
,
. gg_, Q

'(%
. re - '!Telephone (303) 449-4621

'/Page 5b
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FOnw N RC 313h4 SUPPLEMENT 3
le- m U. S. NUCLE AR REGULATORY COMMISSION

PRECEPTOR STATEMENT

Socolemet 9 must be compkedby er enticutphysidas'spreceptor. Ifmore ears one preceptoris inoceseery to documer:texponence, ebenirs a separae steamerst fran endL

1. APPLICANTPHYSICIAN'ENAME ANO AcoREss KEY TO COLUMN C
FULL N Atat

PERSONALPARTICIPATION SHouLD con 8ist OF
14upervised emmination of petients to estermine the maltetnitity forJohn E. Rogan M.D. ZTi,ed e.'***T**'""*"'"'""*'**d'**"""d*''*"'*'

OM SS

2Colletsoretion in done estiturstion and actual seninistration of done
to the petasnt includag codculetion of the red.etson does, reisted

90 South Main Street """"'""d*"'"'*''"**
Cs T y I s7 ATE | UP CODE SAdequate Period of raining to enetple physicien to arenogs radioactet

patients end tonew patients througn eaves.s ead/or sourse ofMiddletown Ce 06457 " * * ' " * " ' -

2. CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICI AN
NUReSER OF

CASES INVOLVING Cl>8MENTSISOTOPE CONDITIONS DIAGNOSED OR TREATED PE RSON AL
(AWiticmar m feenstem w reemen s merPARTICIPAT1oM en aufwwrsed m dealices m esperse snee m./4 e c o

D AGNosts oF THYRotD FUNCTION

oE TE Rum ATioN or stooo Ano (1)a. MtIGA- 340 - for determina-stooo PLASMA VoLUwF
s. :: uvE m puNCTioN sTuoiEs tion of chamber size, ejection.
En and for evaluation of wall motion

FAT AssoRPTIoN STUoiES abnormalities.
KIDNEY FUNCTION STUof ES b. Exercise stress MUGA - 6 -

for determination of ejection
iN vitro sTumEs -

fraction and evaluation of wallomER motion before and after graded
exercise.a. M oETECTION OF THRowsoE15

c. First pass studies - 4 -s. s: TNYRoeo MAGNG for determination of right vent-
ricular function and detection ofP.32 EYE TUMOR LOCAL ZATioN

shunts.so.m PANCRE AS IM AGING
de Infarct-avid scans (pyro-Y bies asTE RuocR APHY Phosphate) - 4 for radionuclide

" eLooo Flow sTuolEs Ano
PULMONARY FUNCTION STUOJES detection of myocardial infarctior .

OTHER

BRAIN IMAGNG

CARot AC IM AGING see below
THYRof 0 lMAGN3

SAllVARY GL ANo IM AGt.4G
- Tch o00 poot I'dAGiNG 354 (1)l

PLACENTA LOCAllZATION

UVER A40 5PLEEN IMAGING*
,

LUNG IMAGsNG

SONE fMAGNG J

OTHER

FORed NRC413Rf4UPPLEteEN T 3
is- m
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t
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PRECEPTOR STATEMENT (Continusd)o

f' 3 2. CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN (Cattsnued/
asvamER OF

CASE S INVOLVl88G COMMENTS
480 TOPE CONDITIONS DIAGNOSED OR TRE ATED " " " ' '"''*"#*""*''""'*""''"*M"

PARTICIPAT6ON aenwteam shehese e answee aneratJ
A S C D

A32 TRE ATMENT OF POLYCYTHEMIA VER A.
N #I LEUKEMIA. AND 80NE METASTASES

INT RACAVITA RY TRE ATME NTg

TRE ATMENT OF THYROID CARCINOMA
l.131

i TREATWENT OF HYPERTHYROIDISM

A#tC3 INTR AC AVITARY TRE ATWENT,

b

C040 INTE RSTITI AL TR E ATMENT
or

Caf37 INTR ACAVITARY TRE ATWENT

INTE RSTITI AL TRE ATMENT
.,
G4

or TELETHE RAPY TRE ATME NT
Ca137

$*00 TRE ATWENT OF E YE OtSE ASE

R AOIOPH AR M ACE UTIC AL PRE P A R A T10N

".*M GENE R ATOa
(2) Assessment of myocardial '

Sa- A GENERATOR Perfusion immediately afterO graded exercise and in the re *+ RE AcENT K TsI
distribution phase.% ow

201 Tha11ous chloride 192 (2)

1 DATES AND TOTAL NUMBER OF HOURS RECEIVED IN CLINICAL RADIOlSOTOPE TRAINING
i

July 1, 1983 to June 21, 1985

400 hours - total training

4. THE TRAINING AND EXPERIENCE INDICATED ABOVE E PRECEPTOR 3 SIGNATURE

WAS OSTAINED UNDER THE SUPERVISION OF:
a haut or suraavisca

Ron n 1 r1 .T . M n e n n k n ,-, vn
- t M

m, Naus or #NsisTutioN '

7. > RECEPTOR'S N AME F*aur fue or arratl M
Hartford. Hospital
u Aiu N o A oo nass EQnald J. Rosenberg M.D.80 deymour Street

a c, y y u. DATE

Hartford. CT. 06115
a 5. MATE Ri ALE LIGEN5E NUMLE R(5)

Og -gfj- og June 20, 1985

9 Poam NRc aianssuPPLautNT e
14-791

e U S GOVE9MWENT PamithG 0f f sCE 1983- 3411421100

_. _ - - - _
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, . . APPENDIX C

INSTRUMENTATION

1. Survey meters

a. Manufacturer's name: Bicron Electronic Products (NPI) -

Manufacturer's model numbe,: 50

Number of instruments available :

0Minimum range: mR/hr to 0.5 mR/hr

Maximum range. O mR/hr to 50 mR/hr

b. Manufacturer's name : Bicron Electronic Products (NPl)

Manufacturer's model number: RSO-5

Number of instruments available : I

Minimum range : 0
inR/hr to _ 5 mR/hr

Maximum range: 0 mR/hr to 5000 mR/hr

2. Dose calibrator

Manufacturer's name : Victoreen (Nuclear Associates)

Manufacturer *s model number: N lue isotope Calibrator 34-056

Number of instruments available :

3. Instr aments used for diagnostic procedures

Manufacturer'sType of Instrument
Name Model No.

Ganna camera
S ternens pho. Gamma V

i

4 Other (e.g., liquid scintillation counter, area monitor, vtict: eter)

ltem 9.

~ Septernber .15, 1985

10.8-21
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Calitr ation of Instruments

As per Appendix 0, Regulatory Guide 10.8, Revision 1*

October, 1980
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Facilities and Equipment..

a ,
,

4

% --
' l x .

.

The facility is a one floor addition to an existing building. It is

: bound on three sides by' the exterior and on the fourth side by a hallway
4 connecting to the main building.

We presently anticipate using a central pharmacy utilizing unidose
-quantities of'radiopharmaceuticals to minimize radioactive storage.and
waste.

Received Tadiopharmaceuticals will be checked for external contam-
'ination.in a low background count area just outside the hot lab. They will

! then be unpackaged on the workbench to the left in the hot lab. They will
subsequently be stored in a shielded area at the far end of the hot lab
workbench until used.

Two shielded waste containers of sufficient size to hold approxim-
,

ately four weeks quantity of wasta each will be placed at the far end of
the hot lab. The first will be used for four weeks then held for decay in,

storage while the second,| container-is used.
- A drawing of the facility is shown onsthe subsequent page.
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Building Exterior

Rndintion 1

jg Waste | L

gg Restroom
WO
ou
E Waiting Room

Hot i 'i
~j-"

Sink , Hallwayt
o

HOT * tW $3.

wc
O O

-Q 00Dosa --

#Calibrator o
w

-,

,__ , Emergenc
EquipmerDesk i

| File |.

Dressing Room

u
O
O
u

5 Camera Room
en

d
3
$
m

Camma
Camera

Building Exterior

30'x36'
.

.

Item-11
Sep ^w bui= ~ 15,1985
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'
, Personnel Training Program

b .

Access to restricted, areas (i.e. areas containing radioactive~1.
.

~, \

material and waste) will be restricted to usehs, technicians and
security personnel. Housekeeping work wiil be performed by labor-

i- atory personnel and not by housekeeping personnel. .The housekeeper
y supervisor will receive an: initial memorandum in writing outlining

the contents of radioactive material'in the laboratory, potential
. dangers and person _(PSO) to contact in event of any problems.,

I) '
,

,

.2.' . Technicians and clierical personnel in the facility will receive'

orientation prior. to starting work in the facility in lecture form
as to:-

~ '

a. layout of the facility with emphasis on location of radio-
1 active material.and waste' storage. This will'be reviewed

; annually. 'i
T .

.

b. procedures to be performed along with appropriate safety
,

i proceduras to be followe.d - co,be reviewed quarterly and at
j the time of initiation of any :new procedure. .

. t , t i
1c. review of the terms of the license as to rules,and regula- '

tions to be'folicwed'as.well as all terms pe'rtaining tor
' radiation sa' fetyi ' reviewed annually.
; ..i

d. pertinent.NRC. regulations reviewed annually.'
obligation to report unsafe conditiods[to RSO - reviewede.

, '
i > annually. .

t
b

f. appropriate response to emergencies and unsafe. conditions
,

, including location of emergency equipment - reviewed annually.*~ +-

g. potential dangers of radioactive material - reviewed annually.

{ h ~. right to be! informed of level of radiation exposure and
'

bioassay'results. ">
' '

ci. location of, posted copies of and pertinent regulations,
licenses-and-licenseconditionsincompliance'with|10CFR,

| ,e Part 19'- re' viewed annually and with any change in regulations
~

or terms of the license. . )5 's

;
'

>}
1* *.<

' '

[ fp ,
,

,

-;. - >,
. e n , '' )

-

Item'12i(,'' '

' -
, ,

i>.' ,

%,., Lone,er- 45, 19854

}. ,.

7
,2]:I.

.___ _ _ _

W 5



__

O O- -

,.

Procedures for Ordering'and Accepting Delivery

of Radioactive Material

1. The Supervisory Nuclear Medicine Technologist will place all orders for
radioactive materials and will ensure that the requested materials and

'

quantities are authorized by the license and that possession limits are-

not exceeded.

j 2. A system for ordering and receiving radioactive materials will be estab-
; lished and maintained. The system will consist minimally of the following:

a. Ordering of routinely used materials
s

(1) Written records that identify the isotope, compound, activity
levels, and supplier, etc. will be used.

(2) The written records will be referenced when opening or storing
radioactive shipment.

b. Ordering of specially used materials (e.g., therapeutic uses)

(1) A written request * will be obtained form the physician who will
perform the procedure.

(2) Persons ordering the materials will reference the physician's
written request when placing the order. The physician's request
will indicate isotope, compound, activity level, etc.

,
.(3) The physician's writt'en request will be referenced when receiving,

| opening, or storing the radioactive material.
i

c. It is essential that written records * be maintained for all ordering and
and receipt procedures.

|

3. During normal working hours, carriers will be instructed to deliver radio-
'

active packages directly to the Nuclear Medicine Department.
|

!

4. ~During off-duty hours, security personnel, or other designated individuals
L will accept delivery of radioactive packages in accordance with the proce-

dures outlined in the attached memorandum.;

I

i

!
Item 13
S+ Raiha - 15, 1985
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* In the case of special orders, the physician's written
- request and appropriate shipping / receipt records will be referenced
and the dose assayed prior to its administration.

,

'

T
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MEMORANDUM

MEMORANDUM FOR : . Security Personnel

FROM: John E. Rogan M.D. Nuclear Medicine Laboratory

SUBJECT: RECEIPT OF-PACKAGES CONTAINING RADIOACTIVE MATERIAL

Any packages containing radioactive material that arrive between 4:30 p.m.
and 8:00 a.m. or on Saturdays or Sundays shall be signed for by the
Security guard on duty _and taken immediately to the Nuclear Medicine
Department. Unlock the door, place the package on top of the counter just
beyond the sink in the_back room. Relock the door.

If the package'is wat or appears to be damaged, immediately contact the
hospital Radiation Safety Officer. Ask the carrier to remain at the
hospital until it can be determined that neither he nor the delivery
vehicle is contaminated.

RADIATION SAFETY OFFICER: John E. Rogan M.D.

keaCe M3OFFICE PHONE: 347-4258

HOME PHONE: f x ral 34s _ m

.

I

!

I
Item 131 -
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f Procedures for Safely Opening Packages
I Containing Radioactive Material
:.

!

| As per Appendix F, Regulatory Guide 10.8, Revision 1* October 1980
1

!
i

,

,

i'
i-

. .
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7 . Radioactive Shipment Receipt Report

1. Date: Time: Name:

2. Condition of Package:
0.K. Wet Punctured Crushed

Other-
'

-3. -Radiation Units mR/hr Other

.4. Measured Radiation Levels

a. Package surface mR/hr

b. -3 Ft. from surface mR/hr

5. -Do Packing Slip _and Vial Contents Agree
.

a. .Radionuclide yes no

b. Activity yes no

c. Chem Form ~ yes no

6. Wipe Results:

a.- Outer CPM = DPH eff=

b. Final. source container CPM = DPM eff=

7. Survey results of packing materiai and cartons mR/hr, CPM

8. Disposition of package after inspection

a. Return to central pharmacy
:

| b. Hold for decay in storage

,c. Dispose of in regular trash-(as per Appendix J)
!-
' - 9. If NRC/ Carrier notification reguired, give time, date, and person notified.

.

Signature Date

[ ' Item 14'
j. September 15, 1985
a
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I General Rules for the Safe Use of
' Radioactive Material
< r

i
1

!
,

; As per Appendix G, Regulatory Guide 10.8, Revision 1*, October 1980 '
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i Emergency Procedures
!

!

t

; As per Appendix H,' Regulatory Guide 10.8, Revision 1*, October 1980
4

;

'i ,

; RADIATION SAFETY OFFICER: John E. Rogan M.D.
OFFICE PHONE: 347-4258 Area Codo 203
.HOME PHONE: (203) M - M
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Area Survey Procedures

As per Appendix I, Regulatory Guide 10.8, Revision 1*, October 1980

i
|

6
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Waste Disposal

:i

1. Liquid waste will be disposed of in the sanitary sewer system
in accordance with paragraph 20.303 of 10 CFR Part 20.

1

2. Other solid waste will be held for decay until radiation levels,
as measured in a low background area with a low-level survey meter
and with all shielding removed, have reached background levels.
All radiation labels will be removed or obliterated, and the waste
will be disposed of in normal trash,

i
i

I

;

|
,

,

|

f

*

, Item 18
September 15, 1985
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Therapeutic Use of Radiopharmaceuticals

No therapeutic radiopharmaceuticals will be used in the facility.

*
<

Item 19
September 15, 1985
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Therapeutic Use g Sealed Sources,.

There will be no therapeutic use of sealed sources in the facility.

,

;

,

j

I

Item 20
September- 15, 1985'
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Procedures and Precautions for Use of Radioactive Cases

s
1* '

There will be no radioactive gases or aerosols used in the facility.

|

| Item 21
i September 15, 1985
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Procedures and Precautions for Use of Radioactive Materials ,in Animals, , .

There will be no use of radioactive materials in animals in the facility.

,

:
|

|

|
P

!
1.
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, Procedures and Precautions for Use of Radioactive Materials Specified in Item 6b.

No radioactive materials are requested in Item 6b.

i

!

!

|

|
|

! Item 23
| & yLesisu= 15, 1985,
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/ APPENDIX O

MODEL PROGRAM FOR MAINTAINING OCCUPATIONAL RADIATION EXPOSURES.

AT MEDICAL INSTITUTIONS ALARA
John E. Rogan M.D.

(Licensee's Name)
.

SW6r- 15, 1985

(Detel

i

| l. Management Commitment 2. Radiation Safety Committee (RSC)2

a. We, the management of this tmedical facility, a. Review of Proposed Users and Uses
hospital, cte.), are committed to the program

,

described in this paper for keeping exposures (1) The RSC will thoroughly review the

! (individual and co!!cctive) aslow asis reasonably (gualifications of each applicant with
respect to the types and quantities ofachievable (ALARA). In accord with this com- +

mitment, we hereby describe an administrative materials and uses for which he has
. organization for radiation safety an4 will develop applied to ensure that the applicant will
the necessary written policy procedures, and be able to take appropriate measures to
instructions to foster the ALAR A concept with- maintain exposure ALAR A.

j in our institution. The organization willinclude
a Radiation Safety Committee (RSC)' and a (2) When considering a new us of hyproduct
Radiation Safety Officer (RSO). material, the RSC will review the efforts

,

of the applicant to maintain exposure
h. We will perform a formal annual review of t! c ALARA.The user should have systema tized*

!

ra1iation safety program, including ALARA procedures to ensure ALARA and shall
considerations. This shall include reviews of have incorporated the use of special
operating procedures and past exposure records, equipment such as syringe shields, rubber
inspections, etc., and consultations with the gloves. etc.. in his proposed use.

| radiation protection staff or outside consatlants.
! (3) The RSC will ensure that the user justifies

c. Modification to operating and maintenance pro- his procedures and that dose will be ALARA
cedures and to equipment and facilitics will bc (individual arQ collectivel.
made where they will reduce exposures unless

.

the cost, in our judgment, is considered to be b. Delegation of Authority
unjustified. We will be able to demonstrate,if
necessary, that improvements have been sought, (The Judicious delegation of RSC authority is
that modifications have bren considered.andthat essential to the enforcement of an ALAR A

| they have been implemented where reasonable. program.)
: Where modifications have been recommendeil
! but not implemented, we will be prepared to (1) The RSC will delegate authority to the
'

describe the reasons for not implementing them. RSO for enforcement of the ALARA
concept.

d. In addition to maintaining doses to individuals
j as far below the limits as is reasonably achievahic, (2) The RSC will su,npo : the RSO in those

the sum of the doses received by all caposcal instances where it is ne.essary for the RSO
individuals will also be maintained at the lowest to assert his/her authority. Where the
practicable icvel. It would not be desirable. for RSO has been overruled, the ronmutsee

, czample, to hold the highest doses toindividuals will record the basis for its action in the
to some fraction of the applicabic limit if this minutes of the Comnuttee% tiuarterly'

involved esposing additional people and signif- meeting.
icantly increasing the sum of radiation doses
received by allinvolved individuals.,

2'

j The RSO on private practice phrsicien licenses will assume the,Privete practice phrsacian licenses de ont include an ItSC. respons4hilit6es or the RSC ender Section 2.;
|

|
\

j 10.1657
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,c. Review of ALAR A Program
(2) The RSO willensure that auth:rized users,

(1) The RSC will encourage all users to review workers, and ancillary personnel who may
be exposed to radiation will be instructed

current procedures and develop new pro- in the ALARA philosophy and informed ,
r

cedures as appropriate to impleinent the that management, the RSC,and the RSd
ALA R A concept. are committed to impicmenting the '

AIARA concept.
(2) The RSC will perform a quarterly review

of occupational radiation exposure with Cooperative Efforts for Development of ALAR Ac.
particular attention to instances where Procedures
investigational Levels in Table 01 below
are exceeded. The principal purpose of Radiation workers will be given opportunities
this~ review is to assess trends in occupa- to participate in formulation of the procedurestional exposure as anindex of the ALARA that they will be required to follow.
program quality and to decide if action is
warranted when Investigational Levels are

(I) The RSO wi!! be in close contact with all
exceeded (see Section 6).3 users and workers in order to develop

ALARA procedures for working wirn
(3) The RSC will evaluate our institution's radioactive materials.

overall efforts for maintaining exposures
ALARA on an annual basis. This review (2) The RSO wi!I establish procedures for
willinclude the efforts of the RSO, autho- receiving and evaluating the suggestions of
rized users, and workers as well as those individual workers for improving healthof management.

physics practices and will encourage the
use of those procedures.

3. Radiation Safety Officer (RSO)

d. Reviewing Instances of Deviation from Goud
a. Anmial and Quarterly Review

ALAR A Practices

(1) Annual review of the radiation safety pro. The RSO will investigate all known instances
gram. The RSO will perform an annual re- of deviation from good ALAR A practices and,
view of the radiation safety program for if possible, will determine the causes. When the
adherence to ALARA concepts. Reviews cause is known, the RSO will require changes
of specific procedures may be conducted in the program to maintain exposures ALAR A.
on a more frequent basis.

4 Authorized Users
(2) Quarterly review of occupational expo-

sures. The RSO will review at least quar- a. New Procedures involving Potential Radiation
terly the external radiation exposures of Exposures
authorized users and workers to determine
that their exposures are ALARA in accord-

(1) The authorized user will consult with.andanee with the provisions of Section 6 of receive the approval of, the RSO and/orthis program.
RSC during the planning stage before using
radioactive materials for a new procedure.(3) Quarterly review of records of radiation

level surveys. The R$O will review radia- (2) The authorized user willevaluate all proce-
tion levels in unrestricted and restricted dures before using radioactive materials
areas to determine that they were at to ensure that exposures will $>e kept
A L A R A levels during the previous quarter. ALARA. This may be enhanced through

the application of trial runs.
h. Education Responsibilities for ALARA Program

b. Responsibility of Authorized User to Persons
(11 The RSO will schedule briefings and educa- Under His/Her Supervision

tional sessions in inform workers of
ALARA program efforts. (I) The authorized user will explain the

ALAR A concept and his/hercommitment
to maintain exposures ALARA to all per.

3
The NRC has emphasised thee the Investi "

. grosrom are nat new dame limits hus, as notedetional Levels in thee
Reenemen 6a ICRP Neport 2s,Ia

Protection, ,detions or she Internesiones comrnission on Radiologiensserve es deck pnents above which the results are can. (2) 'The authorized user will ensure that per-
coered surn6 entry 6mpartant en justify rurther savestesations. sons under his/her supervision who are

10.g.5 8.

~~ ~' *
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subject to occupational radiation expo- a. Quarterly exposure of individuals to less than
sure are trained and educated in good Investigational Level I.

' health physics practices and in maintaining
exposures ALARA. Except when deemed appropriate by the RSO,

no further action will be taken in those cases
where an individual's exposure is less than

5. FWesons Who Receive Occupational Radiation Exposure Table 0-1 values for the investigational Level 1.

a. The worker will be instructed in the ALARA b. Personnel exposures equal to or. greater than
concept and its relationship to working proce- Investigational LevelI, but less than Investiga-
dures and work conditions. tional Level 11.

.

b. The worker will know what recourses are avail- The RSO will review the exposure of each inds-
| abic if he/she feels that ALARA is not being vidual whose quarterly em posures equal or enceed

promoted on the job. Investigational Levell and will report the results
of the reviews at the first RSC meeting fo!!owing

6. Establishment of Investigational Levels In Order to the quarter when the exposure was recorde' Ifd
Monitor Individual Occupational External Radiation the exposure does not equal or exceed Investiga-
Exposures

'

tional Levelli, no action related specifically to
the exposure is required unless deemed appro-

,N This institution (or private rractice) hereby establishes priate by the Committee. The Committee will,
Investigational Levels for occupational external radia- however, consider each such exposure in com-
tion exposure which, when exceeded, wd! initiate parison with those of others performing simdar
review or investigation by the RSC and/or the RSO. tasks as an index of ALARA program quality
."!he Investigational Levels that we have adopted arc and will record the review in the Committee
usted in Table O l below. These levels apply to the minutes,
exposure of individual workers.

c. Exposure equal to or greater than Investiga-
tional Level ll.

Table 01
The RSO willinvestigate in a timely manner the

Investigationellevels cause(s)of allpersonnelexposuresequalingor ez-
/mrems per calendar quarter / ceeding Investigational Level!! and,if warranted,

wdl take action. A report of the investigation, ac.
LevelI Lerell/ tions taken,if any,and a copy of the individual's

Form NRC 5 or its equivalent will be presented
I. Chole body; head and 125 375 to the RSC at the first RSC meeting following

trunk ; active blood forming completion of the investigation. The details of
crgans; lens of eyes;or these reports will be recorded in the RSC minutes.
gonads Committee minutes will be sent to the manage-

| ment of this institution for review. The minutes,
2. Hands and forearms; feet 1875 5625 containing details of the investigation, will be

and ankles made available to NRC inspectors for review at
the time of the next inspection.

3. Skin of whole body' 750 2250
d. Reestablishment of an individual occupational

worker's investigational Levelli to a levelabove

'Not normally applicable to nuclear medicine operations except e n 4W N.
con usins sisnincent quantiitu or twisemittias isotopes.

In cases where a worker's or a group of workers'

| exposures tieed to enceed investigational LeveI IL
a new, higher investigational Leveill may be

The Radiation Safety Officer will review and record established on the basis that it is consistent with
| on Form NRC 5, " Current Occupational External good ALARA practices for Iliat individual or

Radiation Exposures," or an equivalent form (e.g., group. Justification for a new investigational
dosimeter processor's report), results of personnel LevcI ll will be documented.
monitoring not less than once in any calendar quarter
as required by $ 20A01 of 10 CFR Part 20. The follow- The RSC will review the justification for, and will
ing actions will be taken at the Investigational Levels approve, all revisions of Investigational Level ll.

*

as stated in Table 01 ' In sisch cases. den the exposurc equals orenceeds

10.8-59
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the newly est:blished Investigatimi Leveill. M^
Ithow actions listed in paragraph 6.c above will Signatut9 () i

be followed. /; John E. Rogan M.D.
7 Signature of Certifying Official * Name (print or type)

I hereby certify that t'his institution (or pnvate prac. Physician

tace) has implemented the ALAR A Program set forth Title
above.

Institution (or Pnvate Practice) Name and Address-
Middlesex Cardiology

The person who is authortaed to make commitments ror th. 90 South Main Street
dministration or the institution (e s., hospital administrator) or,
e the case or a private practice, the licensed physacian. Middletown. Ct. 06457

f
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MIDDLESEX MEMORIAL HOSPITAL

28 CRESCENT STREET MIDDLETOWN, CONNECTICUT 06457 TELEPHONE 347-9471

.

! September 6, 1985

John Rogan, M.D.
90 South Main Street
Middletown, Ct. 06457

Dear Dr. Rogan

'
~

In response to your inquiry about lnhospital admission
of patients exposed to diagnostic radiation, I affirm
the hospital's policy that these patients can be admit,
ted under prop'er precautions and conditions: existing
at Middlesex Memorial Itospital.

Sincerely,

&Y f % b.
PRABIIAS!!C,GANGULI,M)D,
Chairman, Department of Medicine

PCG:jb
cc: Medical Staff Office

i

.

Itern 2G
Gepternbrr 15,190G

'' KINDNESS ALWAYS. At L WAYS"

L ,


