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STATE OF NEW JERSEY
DEPARTMENT OF LAW AND PUBLIC SAFETY

DIVISION OF CONSUMER AFFAIRS

THIS IS TO CERTIFY THAT
.BOARD-OF MEDICAL EXAMINERS

HAS REGISTERED

C P ROY
155 JEFFERSON ST
NEWARK NJ 07105

FOR PRACTICE IN NEW JERSEY AS A(N) PHYSICIAN

07/01/91 06/30/93
EFFECTIVE DATE EXPIRATION DATE LICENSE NO.

On L//es AW
SIGNATURt OFAEGrIST-R"T DIRECTOFR

STATE OF NEW JERSEY
DEPARTMENT OF LAW AND PUBLIC SAFETY

DIVISION OF CONSUMER AFFAIRS

THIS IS TO CERTIFY THAT
BOARD OF MEDICAL EXAMINERS

HAS REGISTERED

PABLO P ROY
155 JEFFERSON ST
'JEWARK NJ 07105

FOR PRACTICE IN NEW JERSEY AS A(NLAB DIRECTO

01/01/92 12/31/93
EFFECTIVE AATE EXPIRATION DATE LIENSE NO

_
( -

DIRECTOR/SIGNATURE OF fDEGISTRAD/
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THE AMERICAN BOARD OF NUCLEAR MEDICINE
INCORPORATED 1971

A CONJOINT BOARD ORGANIZED WITH THE SPONSORSHIP OF THE AMERICAN BOARD OF INTERNAL MEDICINE.

AMERICAN BOARD OF PATHOLOGY, AMERICAN BOARD OF RADIOLOGY AND THE SOCIETY OF NUCLEAR MEDICINE

HEREBY CERTIFIES THAT

HAS MET THE REQUIREMENTS OF THIS BOARD AND IS

CERTIFIED AS QUALIFIED TO PRACTICE AS A SPECIALIST IN

ALL ASPECTS OF CLINICAL AND LABORATORY

NUCLEAR MEDICINE

INCLUDING BUT NOT LIMITED TO RADIOBIOASSAY. NUCLEAR IMAGING,

IN VIVO MEASUREMENTS AND THERAPY WITH UNSEALED RADIONUCLIDES

CHAIRMAN

NUMBER 01392 DATE MAY 18, 1973
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SAINT JAMES hospital

155 JEFFERSON STREET
NEWARK. NEWJERSEY 07105

(201) 589-1300

December 16, 1977

Memo: To: Dr. Roy
From: Miss Kaplan
Subject: RadioisotopeCommittee

Dear Doctor:

This is to notify you that you have been appointed

Chairman of the RADIOISOTOPE Committee.

If you cannot accept this committee appointment,

will you please let me know as soon as possible.

S incerely,

arsdn RoyMdc Sa
President Medica Staff

bmk
Committee Members
Dr. A. T. Cacciarelli
Dr. R. R. Gialanella
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44OSPIAL 155 36yeP$oS STRUT W,.N6WARR, NeW OseREY 07105
201- 589-1300

PceCmbeQ' 19, 1979

Pabto P. Roy, M.D.
SAINT JAAlES HOSPITAL
155 Jeje.uon Stkeet
NewvaLk, New Je'ey 07105

DeaW PL. Roy:

I am ptea6ed to adizse you that the Boa)Ld oj Tau'Ltee ho vLe-appointed you
Diuctox o0 the. Depatmen4t o0 Pathotogy, LabowAtoty, and Nucteat Medicine. ot
the 198O caenda, yea...

The BooAd haz inst'ucted me to advise you o6 the necezzity to monitot the
meQe.ng attendance ot the membeur ol youA department on a month-to-month baziz,
and to 4e nvnd you that it i6 yoW-, 4espouibti~ty to .6ee that the medicaZ ztaJ6
and ho6pitat bytae wz ce compZied with Autty.

As Pazt PTe&deQnt o0 the MedccaZ Stai you Ae oatzo appointed to the Medicat
ExeQcutve Committee.

I. took Joo'Lad to woozking with you in 1980, az we. ztlve to continue to
pLovide quaZity heoath cake. to the IMonbound c.omrununty.

God bfe44z you,

4teAdl ang et Jane, C.S.J.
Adminitu

SMJ:t6



R.ADIOISOTOP-E W@ TTER MEETING d_'. os&'* . i ... ..

July 9, 1979

The Radioisotope Committeehelda meeting-on 1Onday July 9,.i979

The meeting was convened at 11 :30 A.M. by the chariman was held in

the Medical Library.

Present

Dr. Pablo P. Roy Mr. Charles Brennan, Administration

Dr. A.T. Cacciarelli.

Dr. R.R. Gialanela

Mr. Herbert Strauss.(Nuclear Medicine Physiscist)

Miss Fe Romana, R.N.

Mr. Apolinario Anday Jr. - N.M. Supervisor.

Mrs. Lata Gala - N.M. Technologist.

The chairman reported that the Nuclear Medicine Department had purchased

the following equipment:

a) Picker Spectroscaler -4R

b) Primalert Radiation Monitored.

c) 3cc Syringe Shield.

d) Co-57 Calibrated Source

e) Hole Phantom 3/16 - hole.

It was noted that Mr. Herbert Strauss (Nuclear Medicine Physicist) have _.

been checking our instrument and everything is satisfactory.

The meeting adjourned by the chairman at 12:30 P.M.

Respectfully submitted,.

vJablo P. Ro , M.D.
Chairman
Radioisotope' Committee.,

PPR:aa *



To: Sister Ann Taylor
Management

From: Pablo P. Roy, M.D.

Subject: NUCLEAR MEDICINE

Date: October 8, 1982

We will have a Radio-Isotopes Committee meeting on September 14,

at which time we will oficially change our name to Radiation Safety Committe,

as required by the Nuclear Regulatory Commission.

According to the enclosed rules and regulations, this rule change

acknowledges the Food and Drug Administration's role in regulating the safety

and effectiveness of radioactive drugs with respect to -the patient. Since

this concerns the use of radioactive drugs, this committee relates directly

to Nuclear Medicine. As you know in the early 60's, when the use of radio-

active drugs was becoming clinically popular, there was no specific department

supervising the use of radio-isotopes. It was in some places under the care

of the internist, the pathologist, the radiologist or the physicist, until 1972,

when Nuclear Medicine became recognized as an independent specialty, that is

also the time when the American Board of Nuclear Medicine started.

Our present committee members is in compliance with the requirement,

however Mr. Charles Brennan is no longer with us and a new member from Management

should be appointed.

Respectfully yours;

Pablo P. RoyM.D.( F.U.P.
Director of Nuclear Medicine.

PPR:aa



FILEI DUPLICA TE

DIVISION OF ENVIRONMENTAL CUALITY '. '
) BUREAU OF RADIATION PROTECTION

380 Scotch Road, Trenton. N.J. 08528

REGISTRATION OF RADIOACTIVE MATERIALS

See Instructions
before filling,
out rJis form

OFFICE
> USE'-'

ONL Y

I. NAME OF OWNER OF RADIOACTIVE MATERIALS ST. JAIMES HOSPITAL

. MAILING ADDRESS OF THE OWNER OF RADIOACTIVE MATERIALS
a) Street lb) City Ic) County Essex -( () Telephone

155 Jefferson St. Ifewark Id) State Essex r) 1R- 3nlf_13n x?_ I
I. INDIVIDUAL IN CHARGE OF RADIATION PROTECTION ________ 2
a) Name lb) Title je-l1) Professlonal License No C

Pablo P. Roy, M.D. Radiation officer , Ma
:d) Business Address (c*2) N.R.C. License No.(s) 29-12997-01

155 Jefferson St., Newark, N.J. 07105 _

_ -7i w I I) BusinessTelephone
_ . _ _ _

_(201) 589-1300 .Ext 250
t-:- LOCATION OF RADIOACTIVE MATERIALS

_ (1) Street (2) City (13 County

(a) Stored: 155 Jefferson Street Newark Essex

Ib) Used: Same as above I
;. SOURCES

SEALED - UNSEALED (gi Estimate of amount of
radioactiv, waste (Per week)

ox 0S To Sewer

(a) Isotopes) . - E0 lOmUse t.
&0 C <1

ca Ga6 o- Oi

1) Tc-99im 20 Om2i 2OmCi Ie i a

6) Cesi um 37) .7.9 5mi oru
4) G a6 7  Q mu.

5) Tc alli 2020~ 10mCi H a

6) eInium 375m!.i 9u ~u i

6. TYPE OF REG ISTRATION _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

5a) Original Reistration X
Ib) Renewal Registration Current Registration No.

le) Amendment to Current Registration I I Curtent Fegistration No.

7. INDIVIDUAL FILLING OUTTHIS REGISTRATION FORM (OwnerotAcent)

i

4

5

61

7 j

*81

i

i

10

(a) Name

PARLt) P. ROY,. ?-D.D.
tb) Title Radiation officer and the
I nuclear IiEdicine Directnr

tc) Signature ( td) Date Yecr Registered

~~~~~ 5 / + 1- 16-'83'
/ OFFICE USE OJNL Y

)tE Received Date Returned Reviewed by Reistration No.

60-
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sr -SAACS
H4OSPIrALIM 155 ZCeyycf soV STRE6T, 6WJA&R, NEW ZERSEY 07105

201- 589- 1300

February 10, 1987

TO: Pablo P. Roy, M.D.

FROM: Matthew A. Brady, M.D.
President Medical Staff

RE: RADIATION SAFETY COMMITTEE

Dear Doctor Roy:

Please be advised that you have been appointed Chairman of the
RADIATION SAFETY COMMITTEE for.1987.

jmi

An Affiliate of the HEALTH CORPORATION OF THE ARCHDIOCESE OF NEWARK
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U.S. NUCLEAR REGULATORY COMMISSION PAGE _ OF_2 PAGES

. ; .. i ,

MATERIALS LICENSE Amendment No; 26 '-
... I . .

Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10,
Code of Federal Regulations, Chapter I, Parts 30, 31, 32, 33, 34, 35, 39, 40 and 70, and in reliance on statements and representations heretofore
made by the licensee, a license is hereby issued authorizing the licensee to receive, acquire, possess, and transfer byproduct, source, and special
nuclear material designated below; to use such material for the purpose(s) and at the place(s) designated below; to deliver or transfer such material
to persons authorized to receive it in accordance with the regulations of the applicable Pan(s). This license shall be deemed to contain the conditions
specified in Section 183 of the Atomic Energy Act of 1954, as amended, and is subject to all applicable rules, regulations and orders of the Nuclear
Regulatory Commission now or hereafter in effect and to any conditions specified below.

! Licensee In accordance with application received
November 9, 1989,

. St. James Hospital 3. license number -29-12997-01 is amended in
Division of Cathedral Health Services, Inc its entirety to read as follows:

2. 155 Jefferson Street *
Newark, New Jersey 07105 . .- G o '. 4. Ekprati6ndate May 31, 1996

5. Docket or-
.Reference No.-- p030-02566

6. Byproduct, source, and/or
special nuclear material

., ^

. .

7. Chemical and/or physical
form

A. Any byproduct
identified in
35.100

B. Any byproduct
identified in
35.200

materi
10 CFR

materi
10 CFR

A..Any radiopharmaceutical--
§'identified -in 10 CFR-,
35:100

a B. Any radiopharmaceutical-
*--identif-iedin 10.CFR.-,
-35.200 except generators
and gasi;;

.. lodide as, identified in-
t '_ ,-t~lOC5R-.35A-00,'i* -

D.-Pr.epackaged'its -
*. -/ . -,,* .

. 8. Maximum amount that licensee
* '- may possess at any one time

.* * ' under this license

*- A.- As needed

B. As needed

C. Iodine 131
*1/

C. As ieded

C. As'needed
INT,

.- I

D. Any byproduct materii
identified in 10 CFR
31.11

9. Authorized use .

A. Any uptake, dilution and excretion procedure approy-ed in 10 CFR 35.100.
B. Any imaging and localization procedure' approved in 10 CFR 35.200.
C. Diagnosis and treatment of hyperthyroidism, and treatment of cardiac dysfunction.
D. In vitro studies.

CONDITIONS.

10. Location of use: 155 Jefferson Street, Newark, New Jersey

11. Radiation Safety Officer: Pablo P. Roy, M.D.

12. Authorized Users:

Pablo P. Roy, M.D:'

Material and Use:

35.100; 35.200, Iodine 131,
In vitro studies

-a e IC , ' .~ I S1 CrZsFJ R E M



r, J74A U.{ 'JCLEAR REGULATORY COMMISSION

MATERIALS LICENSE .
SUPPLEMENTARY SHEET s ,.

fil PACE o OF t PAGES ;
Licensc xrb.iff-b - * v... .*

9-f 4*.. 29-12997-01 -
Dockct or Rerctence number

030-02566 .

Amendment No. 26-

I

I

I I

(Continued) CONDITIONS

13. In addition to the possession limits in Item 8, the licensee shall further restrict
the possession of licensed material so that at no time is a quantity of radioactive
material possessed in excess of a quantity which requires decommissioning funding in
accordance with 10 CFR 30.35(d), 10 CFR 40.36(b) or 10 CFR 70.25(d).

14. Except as specifically provided otherwise in this license, the licensee shall conduct
its program in accordance with the statements, representations, and procedures
contained in the documents, including any enclosures, listed below. The Nuclear-',
Regulatory Commission's regulations shall govern unless the statements, -.
representations and procedures in the licensee's application and correspondence are
more restrictive than the regulations.

i
.A

A.
B.

Application received November 9, 1989
Letter dated March 25, 1991

.N4

For the U.S. Nuclear Regulatory Commission
ORIGINAL SIGNED BY:
JEAN GRESICK-SCHUGSTAfire I It 19,.

Date Bsy
Nuclear Materials Safety Branch
Region I
King of Prussia, Pennsylvania 19406

* i7 ~~T ~ ~~~7¶~ ~rr ~ 7~ I~ 77¶7 ~¶7¶U 57 I-t- E- J ?7- 7K 7- Tlr 4 TCr ?



S/86 . U STATE OF NEW JERSEY
DEPARTMENT OF ENVIRONMENTAL PROTECTION

BUREAU OF RADIATION PROTECTION
CN 411, TRENTON, NEW JERSEY 08625

RADIOACTIVE MATERIALS LICENSE

Pursuant to the New Jersey Radiation Protection Code, and in reliance on statements and representations heretofore made by
the licensee designated below, a license is hereby issued authorizing such licensee to transfer, receive, possess and use the radioactive
material(s) designated below; and to use such radioactive materials for the purpose(s) and at the place(s) designated below. This
license is subject to all applicable rules, regulations, and orders of the State Department of Environmental Protection, now or here-
after in effect, and to any conditions specified below.

LICENSEE 3. License Number
NISL-70034 Axendment #18

ST. MSES HOSPITAL Amended in its entirety
A Division of Cathedral

1. Name Health Services 4. Expiration Date
155 Jefferson Street November 30, 1993

2. Address Newark, New Jersey 07105
5. Reference Number

6. Radioactive Materials 7. Chemical and/or Physical Form 8. Maximum Quantity Licensee May
(element and mass number) Possess at Any One Time

Bk. Any naturally occurring A. Any radiopharmaceutical A. 2 irdilicuries
and/or accelerator pro- included under Group I,
duced material included Section 4.7 of NJAC
under Group I, Section 7:28-4.-
4.7 of NJAC 7:28-4.

B. Any naturally occurring B. Any radiopharmaceutical B. 200 rullicuries
and/or accelerator pro- included under Group II,
duced material included Section 4.7 of NTJAC
under Group II, Section 7:28-4
NJAC 7:28-4.

C. Any naturally occurring C. Any for included under C. 25 millicuries
and/or accelerator pro- Group III, Section 4.7
duced material included of NJAC 7:28-4.
under Group III, Section
4.7 of NJAC 7:28-4.

D. Cobalt 57 D. Sealed Source D. 15 nillicuries

9. Authorized Use:

A. Any diagnostic procedure under Group I of FJAC 7:28-4, Section 4.7.

:B. Any diagnostic procedure under Group II of NJAC 7:28-4, Section 4.7.



STATE T N O Nl:W J ERSEY A) Page .2oI-<Pages

'I; / RTM ENT OF ENVIRONMWENTAL PROTECTION
DIVISION 01: ENVIRONMENTAL QUALITY

BUREAU OF RADIATION PROTECTION
fCN 411,Trenton, Ncw Jersey 08625 License Number _______3_

RADIOACTIVE MATERIALS LICENSE Amendment No. JA I
Supplementary Sheet

C. Preparation and use of radiopharnaceuticals for any diagnostic procedure
under Group III of NJAC 7:28-4, Section 4.7.

D. Reference and/or calibration source.

10. Radioactive material shall only be used at 155 Jefferson Street, Newark, New
Jersey.

11. Radioactive material listed in Conditions 6, 7, and 8 shall be used by or nmder
the supervision of the following: Pablo P. Roy, M.D.

12. Camliance with other U.S. agencies having jurisdiction and regulations for
radiopharraceuticals must be maintained.

13. The licensee shall retain records of misadministrations in the use of the licensed
radioactive materials. Misadministrations being defined as a radiophaxnaceutical
or radiation from a sealed source which is improperly used as follows:

A. Administration of the wrong radiopharnaceutical or sealed source.

B. Administration to the wrong patient.

C. Administration by a route other than that intended by the prescribing
physician.

D. Administered diagnostic dose differing by more than 50 percent.

E. Administered therapeutic dose differing by more than 10 percent.

Records of misadministrations are to include the following information: name of
the referring physician, description of the event, the effect on the patient and
the action taken to prevent recurrence.

14. The licensee shall not open sealed sources containing radioactive material.

15. Sealed sources shall be tested for leakage and/or contamination at intervals not
to exceed six minths.

A. The test shall be capable of detecting the presence of 0.005
microcuries of removable radioactive material on the test sample. The
test sample shall be taken from the sealed source or from the surface of the
device in which the sealed source is permanently mounted or stored.

B. If the test reveals the presence of 0.005 microcuries of removable
contamination, the licensee shall immediately withdraw the sealed
source from use and shall cause it to be decontaminated and repaired
or to be disposed of in accordance with the Department regulations.

For the State of New Jersey
Department of Environmental Protection

Date By



- / Ad, ~~~~~STATtC O I-Nl.W JERSEY,- ................- o..wi..--apg t ig
'IRNT OF ENVIRONMENTAL PROTLEPaC

I)IVISION OF IENVIRONMWNTAL QUALITYJ T. ;A'-
* / ~~~~~~BUREAU Of RADIATION l'ROTECTION---R S>'-- 'i*''f1; m'

B CN 41 1, Trenton, New Jersey 08625 -cense Number _-___________

RADIOACTIVE MATERIALS LICENSE endmentNo.

Supplementary Sheet

Within five days after obtaining results of the test, a report shall
be filed with the Department describing the circumstances, the test
results and the corrective action taken.

C. The sealed sources shall be tested for leakage and/or contamination
by appropriately trained personnel.

16. Repair, initial leak tests and disposal of sealed sources containing radioactive
material shall be performed only by the manufacturer or by other persons
specifically licensed by New Jersey or the Federal Government to perform this
service.

17. Radioactive material listed in Items 6A - 6D may be disposed of as non-radioactive
waste provided that (a) the radioactive waste is stored behind adequate shielding
to meet the requirements of New Jersey Radiation Code 28-6, (b) the radioactive
waste is held for ten half-lives of the longest lived radioisotope to be disposed
of, (c) the radioactive waste is monitored with a GI meter prior to disposal to
insure background levels, (d) all radiation labels will be either reiroved or
obliterated and (e) a log shall be maintained to include the results of the
radiation survey and date of disposal.

18. A survev of the administration area used for stress thallium studies shall be
performed and documented on the day the test is done.

19. In laboratory areas where small quantities of radioactive materials are used (i.e.
less than 200 microcuries):

A. Monthly surveys of areas are to be performed and the results documented.

B. Monthly wipe test of areas are to be performed and the results documented.

C. Protective gloves are to be worn by individuals handling radioactive
material.

D. Survey decayed radioactive waste prior to disposal to ensure background
levels.

E. Radioactive material synbols shall be removed and/or obliterated fron all
containers no longer containing radioactive material prior to disposal%

20. The licensee shall make the following items. available to their staff:

A. Copy of the New Jersey Radiation Protection Code.

B. Copy of the New Jersey State Radioactive Material License.

For the State of New Jersey
Department of Environmental Protection

Date B),Date B



STATE OP NIWJERSEY -
-ICuARTMENT OF ENVIRONMENTAL PROTECTION *rI.-*

* . /' I)IVISION 01: UNVIRONME.NTAL QUALITY - .-

BUREAU OF RADIATION PROTECTION
f CN 411, Trenton, New Jersey 08625 License Number '2'O L

Amendment No.RADIOACTIVE MATERIALS LICENSE

Supplementary Sheet

21. The licensee shall post the following items in an area frequented by enplovees
engaged in the use of licensed materials:

A. Notice to Emplovees - BRP-14.

B. Emergency procedures involving major, minor spills including the names
and phone numbers of people to contact.

C. An.propriate signs and labels in areas and/or containers
and equipment in which radiation and/or radioactive material are
contained. These postings are to conform to Subchapter 10 of the
Code.

22. The following tests shall be performed as a minimum:

A. Surveys of:

1. All radioactive materials received.

2. All radioactive waste decayed to background levels prior to
release.

3. Uncontrolled areas where sealed and unsealed sources are routinely
used to be surveyed on days they are used.

4. Controlled area, daily.

5. Personnel at the end of the dav.

B. Wipe tests of:

1. Controlled and uncontrolled area where unsealed sources of
radioactive material are routinely used, weekly.

23. The following records shall be maintained:

A. Radioactive materials received including but not necessarily limited
to date of receipt, radionuclide, activity, mass or volume of material,
results of package survey, instrument used for surveys and surveyor's
initials.

B. Radioactive materials administered to patients including but not
necessarily limited to date of administration, radionuclide,
calibrated activitv administered, guantity, patient name,
administrator's signature.

For the Slate of New Jersey
Department of Environmental Protection

Date By
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DIVISION OF IENVIRONMEINTAL QUALITY
jY: BUREAU OF RADIATION IPROTECTION

CN 411, Trenton, New Jcrsey 08625 License Number /70 37

RADIOACTIVE MATERIALS LICENSE Amendment No.

Supplementary Sheet

t < C. Radioactive material disposals including but not necessarily limited
to:

1. Disposals to Vendor: nuclide, activity, vendor name, quantity
date of disposal.

2. Disposal by Decay: Results of survey of the waste, date of survey, date
of waste disposal, instrument used, and surveyor's initials.

3. Disposal to Sanitary Sewer: nuclide, activity, volume of dilution
waste per day, date of disposal.

4. Disposals to Air: nuclide, activity, volume of dilution air, nuclide
concentration in air, date of disposal.

D. Survev instrument calibration at intervals not to exceed six months.

E. Sealed source leak tests at intervals not to exceed six months.
Results are to be reported in microcuries.

F. Surveys performed in controlled and uncontrolled areas including but
not necessarily limited to survey results, instrument used, date
performed and surveyor's initials.

G. Wipe tests performed in controlled and uncontrolled areas includinq
but not necessarily limited to test results in dpm, date performed,
instrument used and surveyor's initials.

H. Personnel dosimetry records including but not necessarily limited to
name, social security number, and prior employment exposure history.

I. Daily personnel monitoring results including but not necessarily
limited to instrument used, date performed and initials.

24. Protective equipment and clothing including but not necessarily limited to syringe
shields, remote handling equipment, adequate shielding, laboratory coats and
disposable gloves shall be used by personnel while utilizing radioactive material.

25. Eating, drinking, smoking and applying cosmetics shall not be permitted in
controlled areas.

26. Except as specifically provided by this license, the licensee may possess and use
radioactive material described in this license only in accordance with statements,
representations and procedures contained in application dated October 3, 1988 and
signed by Charles Brennan, President and letters dated Decerber 8, 1989 and April
2, 1990.

For the State ofNew Jersey bL
0 1-Il C; 3(jt; ; Environmental Protection

Date CJd 19)/'t"tL Byelf)
I
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License No. 29-20597-01
Docket No. 030-19962
Control No. 116861

St. Mary's Hospital
ATTN: Bertha L. Peter-Stokes

Administrator
135 S. Center Street
Orange, New Jersey 07050

Dear Ms. Peter-Stokes:

This is in reference to your request in a letter dated July 9, 1992 to amend License No.
29-20597-01. In order to continue our review, we need the following additional information:

1. 10 CFR 35.972 (enclosed) requires each physician's training and experience must
have been obtained within the last five years, or the individual must have related
continuing education or experience since the training and experience was obtained.
Since Dr. Chandarana was certified in 1976, please provide evidence of his continuing
education or experience.

We will continue our review upon receipt of this information. Please reply in duplicate to
my attention at the Region I office and refer to Mail Control No. 116861. The reviewer for
this licensing action is Keith D. Brown, Ph.D. If you have any technical questions regarding
this deficiency letter please call the reviewer at (215) 337-5048.

If we do not receive a reply from you within 30 calendar days from the date of this letter, we
shall assume that you do not wish to pursue your application.

Sincerely,

Original Signed By:
Keith D. Brown. Ph.D

Keith D. Brown, Ph.D.
Nuclear Materials Safety Branch
Division of Radiation Safety

and Safeguards

OFFICIAL RECORD COPY - G:\WPS\DLTR\D363 - 08/14/92
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St. Mary's Hospital

Enclosure:
10 CFR Part 35

Brown/kl

8/1;/92

2
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135 South Centet Street, age, New Jersey 07050 201-266-3000 )

Executive Offices

SAINTMARY'S
AMBULATORYCAREHOSPITAL

A Division of Cathedral Health Services, Inc.

CERTIFIED MAIL-RETURN RECEIPT REQUESTED *....

July.27, 1992

A k CATHEDRAL
A g o |HEALTHCARE

Ms. Judith Joustra ; coo R

Nuclear Regulatory Commission -

475 Allendale Road
King of Prussia, Pennsylvania 19406

Attention: Medical License Section

RE: Lic.# 29-20597-01

Dear Ms. Joustra:

This letter serves as an addendum to my letter of intent dated
July 9, 1992 regarding interruption of Nuclear Medicine Services
here at Saint Mary's (see attached).

Effective July 14, 1992, the following physicians will no
longer be listed as authorized users:

Arnold I. Brenner, D.O.
Wade Miller, M.D.
Mary Natrella, M.D.

Please amend our license to reflect this change.
Additionally, please be advised that Shashikant G. Chandarana, M.D.
will be the authorized user and Radiation Safety Officer.

Thank you for your assistance in this matter.

Sincerely,

Bertha L. Peters-Stokes
Administrator

BLPS/lar
cc: Mr. John Feeney, N.J.D.E.P.

Arnold I. Brenner, D.O.
Wade Miller, M.D.
Mary Natrella, M.D.
Shashikant G. Chandarana, M.D.

Mte VSI

OFULCIL RECORD COPY ; JUL 31 1992



X ;..135 South Center Streert nge, New Jersey 07050 201.266.3000

- x * .e-;taie Offices

SAINTMARY'S
AMBULATORYCAREHOSPITAL

A Division of Cathedral Health Services, Inc:

CERTIFIED MAIL-RETURN RECEIPT REQUESTED IL
July 9, 1992 C

HCALTHCED

Ms. Judith Joustra.
Nuclear Regulatory Commission
475 Allendale Road
King of Prussia, Pennsylvania 19406

Attention: Medical License Section

Re: Lic. No. 29-20597-01

Dear Ms. Joustra:

I submit this letter to you as a follow-up to our telephone
conversation of June 26, 1992 regarding the interruption of Nuclear
Medicine Services here at Saint Mary's.

As you requested, I am hereby outlining below the future plans
for the Nuclear Medicine Department.

Our intentions are to:

- Maintain full licensure under lic. no. #29-20597-01;
- Technical staff will-be available from within

our system;
- Physicians presently utilizing the department will

maintain membership on the Clinical Staff. Those
physicians are:

- Wade Miller, M.D.
- Mary Natrella, M.D.
- Arnold Brenner, D.O.

- The Radiation Safety Officer position will be changed
from Mary Natrella, M.D. to Shashikant G. Chandarana,
M.D. (see attached letter requesting this change and
associated documents);



7 . * . 2 ) . . ! .; '... -. ,.t " t

Ms. Judith Joustra - r

July 9, 1992
Page Two

- Maintain the required testing for sealed sources dose
calibrator and survey dose meter calibration on a
monthly basis as presently done. The Health Physicist
now employed will be continued.

- The only radiation material remaining in the department
will be the sealed sources.

Please contact me at (201) 266-3006 should you have questions.

Sincerely,

Bertha L. Peters-Stokes
Administrator

BLPS/lar



135 South Center Street, {ite, New Jersey 070.S0 201-266.3000 -
Executive Offices

7..

SAINTMARY'S
AMBULATORYCAREHOSPITAL

A Division of Cathedral Health Services, Inc.

CERTIFIED MAIL-RETURN RECEIPT REOUESTED A k

July 9, 1992 r
CATHEDRAL
HLALJHC.AE[

Ms. Judith Joustra ST

Nuclear Regulatory Commission

475 Allendale Road

King of Prussia, Pennsylvania 19406

Re: Lic. No. 29-20597-01

Dear Ms. Joustra:

This letter serves to inform you that Saint Mary's Ambulatory

Care Hospital located at'135 S. Center Street, Orange, New Jersey

07050, a Division of Cathedral Healthcare Services, Inc., has

changed its Radiation Safety Officer, effective July 16, 1992 to:

Shashikant G. Chandarana, M.D.

(enclosed are the required

certifications on this physician)

Dr. Chandarana is a member of the Clinical Staff at Saint
Mary's.

Please contact me at (201) 266-3006 should you have questions.

Sincerely,

Bertha L. Peters-Stokes
Administrator

BLPS/lar



i 135 South Cenzer.StreeL. ge New Jersey 07050 201 266-3000
* '~ ' ' 'Etecutie Ofifces*

SAINTMARY'S
AMBULATORYCAREHOSPITAL

* A Division of Cathedral Health Services, Inc.

AL
July 20, 1992 It

CATH4EDAL&

HEALTHCARE

Mr. John Feeney
License Administrator
State of New Jersey
Department of Environmental Protection
CN 415
Trenton, New Jersey .08625-0415

Dear Mr. Feeney:

This letter serves as a follow-up to my telephone conversation
with you on or about June 26, 1992 regarding an interruption in
Nuclear Medicine Services here at Saint Mary's.

I realize that you stated that you did not require any written
communication at this time, but submit the attached items as an
update for your file.

Please feel free to call me at (201) 266-3006 should you have
questions.

Sincerely,

Bertha L. Peters-Stokes
Administrator

BLPS/lar
attachments

(L; ~t J. ,_.,. Mtr X10
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135 Sooth Cent:, StreetInge, New jersey 07050 201-266-3000

Executive Offices

SAINTMARY'S
AMBULATORYCAREHOSPITAL

A Division of Cathedral Health Services, Inc.

CERTIFIED MAIL-RETURN RECEIPT REQUESTED

July 9, 1992

Ms. Judith Joustra
Nuclear Regulatory Commission
475 Allendale Road
King of Prussia, Pennsylvania 19406

Attention: Medical License Section

L -L

Ramitto EDFtA

Check No. JCj jit
Amount --------------
Fe& Category I --
Typo of F.* - -… -
Dalt Check R-c'd -k
Ddte Competed_<

…:---_

Re: Lic. No. 29-20597-01

Dear Ms. Joustra:.

I submit this letter to you as a follow-up to our telephone
conversation of June 26, 1992 regarding the interruption of Nuclear
Medicine Services here at Saint Mary's.

As you requested, I am hereby outlining below the future plans
for the Nuclear Medicine Department.

Our intentions are to:

- Maintain full licensure under 1>. no-. #29-20597-01;
- Technical staff will be available from,3 within

our system; a, ::_

- Physicians presently utilizing He de6rtment will
maintain membership on thepClinxcal StAff. Those
physicians are:

Wade Miller, M.D.
Mary Natrella, M.D.
Arnold Brenner, D.O.

00

- The Radiation Safety Officer position will be changed
from Mary Natrella, M.D. to Shashikant G. Chandarana,
M.D. (see attached letter requesting this change and
associated documents);

11G861
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Ms. Judith Joustra
July 9, 1992
Page Two

- Maintain the required testing for sealed sources dose
calibrator and survey dose meter calibration on a
monthly basis as presently done. The Health Physicist
now employed will be continued.

- The only radiation material remaining in the department
will be the sealed sources.

Please contact me at (201) 266-3006 should you have questions.

Sincerely,

Bertha-L. Peters-Stokes
Administrator

BLPS/lar



135 South Center Street.tnge, New Jersey 07050 201-266-3000

Executive Offices

SAINTMARY'S
AMBULATORYCAREHOSPITAL

A Division of Cathedral Health Services, Inc.

CERTIFIED MAIL-RETURN RECEIPT REQUESTED

July 9, 1992

CATHEDRAL
HEALTHCARE

Ms. Judith Joustra
Nuclear Regulatory Commission
475 Allendale Road
King of Prussia, Pennsylvania 19406

Re: Lic. No. 29-20597-01

Dear Ms. Joustra:

This letter serves to inform you that Saint Mary's Ambulatory
Care Hospital located at 135 S. Center Street, Orange, New Jersey
07050, a Division of Cathedral Healthcare Services, Inc., has
changed its Radiation Safety Officer, effective July 16, 1992 to:

Shashikant G. Chandarana, M.D.
(enclosed are the required
certifications on this physician)

Dr. Chandarana is a member of the Clinical Staff at Saint
Mary's.

Please contact me at (201) 266-3006 should you have questions.

Sincerely,

Bertha L. Peters-Stokes
Administrator

BLPS/lar
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New Jersey State Department of Health

Office of Drug Control
CN 362, Tretnton, N.J. 08625-0362

CONTROLLED DANGEROUS SUBSTANCES
No. 147664 000

16'

CERTIFICATE OF REGISTRATION
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CERTIFICATE OF INSURANCE

Saint Ja~qs Hospital
155 Jnff arson Street
Neizarks NJ 07102

ATTN: A-iministrator/Risk rana;er

This is to certify that the Medical Inter-Insurance Exchange (MIIX) has issued to the
named insured the policy identified herein by policy number, policy term and limits of
liability which affords physicians and surgeons professional liability insurance. This
Certificate of Insurance does not amend, extend or otherwise alter the terms, conditions,
or limits of the insurance afforded by the policy. If this policy is cancelled by MIIX before
the expiration date shown, MTIX will endeavor to mail advance written notice to the
certificate holding organization or hospital. Failure to mail such a notice wvill impose
no obligation or liability of any kind upon MIIX.

Insured'sName: Shashik~ant G Chandaran3p X.a.

Address:

Policy Type: Perpanant ProtGction Policy

Rating Classification: Radeology

Policy Number: 9 _ tt

PolicyLimits: S2,0nD,0D(0/;4,O0DOOO/$4,O00.000

Policy Term: 12:'1 AM4 January 1, 1992 to 12:01 AM January Is 29S3.

V

Issue Date: Vecszbtr 7. 19ql

c t. I , _ -7

Fr dC as l
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SEP 3 0 1992

License No. 29-20597-01
Docket No. 030-19962
Control No. 116861

St. Mary's Hospital
ATIN: Bertha L. Peters-Stokes

Administrator
135 S. Center Street
Orange, New Jersey 07050

Dear Ms. Peters-Stokes:

Please find enclosed an amendment to your NRC Material License.

Please review the enclosed document carefully and be sure that you understand all conditions.
If there are any errors or questions, please notify the Region I Material Licensing Section,
(215) 337-5093, so that we can provide appropriate corrections and answers.

Please be advised that you must conduct your program involving licensed radioactive
materials in accordance with the conditions of your NRC license, representations made in
your license application, and NRC regulations. In particular, please note the items in the
enclosed, "Requirements for Materials Licensees."

Since serious consequences to employees and the public can result from failure to comply
with NRC requirements, the NRC expects licensees to pay meticulous attention to detail and
to achieve the high standard of compliance which the NRC expects of its licensees.

You will be periodically inspected by NRC. A fee may be charged for inspections in
accordance with 10 CFR Part 170. Failure to conduct your program safely and in
accordance with NRC regulations, license conditions, and representations made in your
license application and supplemental correspondence with NRC will result in prompt and
vigorous enforcement action against you. This could include issuance of a notice of
violation, or in case of serious violations, an imposition of a civil penalty or an order
suspending, modifying or revoking your license as specified in the General Policy and
Procedures for NRC Enforcement Actions, 10 CFR Part 2, Appendix C.

OFFICIAL RECORD COPY - G:\WPS\MLTR\L2920597.01 - 09/28/92
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St. Mary's Hospital -2-

We wish you success in operating a safe and effective licensed program.

Sincerely,

Original Signed By:
Kcft, D. Brown, Ph.D

Keith D. Brown, Ph.D.
Nuclear Materials Safety Branch
Division of Radiation Safety

and Safeguards

Enclosures:
1. Amendment No. 03
2. Requirements for Materials Licensees

RSS:RI
Brown/gc

9/30/92

OFFICIAL RECORD COPY - G:\WPS\MLTR\L2920597.01 - 09/28/92
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NUCLEAR MEDICINE PHYSICIANS
Professional Association

P.O. Box 127

July 14, 1992 Harrison, New Jersey 07029
Telephone 204-268-8661

Ms. Bertha Peter-Stokes
Chief Executive Officer
St. Mary's Ambulatory Care Hospital
135 South Center Street
Orange, NJ 07050

Dear Bertha,

It has always been a pleasurable and rewarding experience to be
actively involved, both in the Department of Nuclear Medicine and
as Active Medical Staff at St. Mary's and Cathedral Health Care
System. He appreciate the great effort that you and St. Mary's
and Cathedral have pursued in order to retain Nuclear Medicine
Services as a viable service. It is unfortunate that at this point
in time Nuclear Medicine Services at St. Mary's will be interrupted
and it is our hope to vigorously resume Nuclear Medicine
Professional Services in the future as we have discussed.

After evaluating the responsibilities of all authorized users to
supervise and periodically review all medical uses of by-product
material and all work done in restricted areas and to keep records
of this periodic review, we feel that remaining as authorized users
on the Nuclear Regulatory Commission License is not tenable.

Therefore, we request that you submit a license amendment to the
Nuclear Regulatory Commission and to the State of New Jersey,
Department of Environmental Protection, Bureau of Radiation
Protection to delete Wade N. Miller, M.D., Mary Natrella, M.D., and
Arnold Brenner, D.O. as authorized users.

We are currently tendering our resignations as members of the
Radiation Safety Committee.

When St. Mary's chooses to re-activate the Nuclear Medicine
Department, we can immediately resume professional services in
accordance with Part 35.27 of the Federal Register.

Sincerely,

Arnold I. Brenner, eN. Millr, M.D.' Mary Na rella, M.D.

AIB:WNM:MN/vm

pc Francis X. McGinn, M.D., Vice President Ambulatory Care
Nuclear Regulatory Commission
State of flew Jersey, Dept. of Environmental Protection,

Bureau of Radiation Protection 2J 1992
',. . - I .srzt s`.f.1 I' it1 i .



135 South Center StreetGthge, New jersey 07050 201.266-3000

- Executive Offices iAl 5l4

SAI NTMARY'S
AMBULATORYCAREHOSPITAL

A Division of Cathedral Health Services, Inc.

CERTIFIED MAIL-RETURN RECEIPT REQUESTED i K

September 15, 1992

Keith D. Brown, Ph.D. CATHEDRAL
Nuclear Materials Safety Branch HEALTHCARE

Division of Radiation Safety and Safeguards
Nuclear Regulatory Commission
475 Allendale Road
King of Prussia, Pennsylvania 19406-1415

Re: Lic. #29-20597-01
Mail Control # 116861

Dear Dr. Brown:

First, please accept my appreciation for the assistance and
guidance you have provided over the past few months as we proceed
with changes in the Nuclear Medicine Department here at Saint
Mary's.

In response to your August 17, 1992 letter regarding the
Radiation Safety Officer, please find enclosed professional
certifications and background information on Pablo P. Roy, M.D.,
F.A.C.P., P.A.

This letter serves to request your review, approval and
acceptance of Dr. Roy as the Radiation Safety Officer for Saint
Mary's. Dr. Roy is presently the Director of Nuclear Medicine at
Saint James Hospital, Newark, New Jersey, which is our sister
hospital.

We look forward to completing this process, hopefully with the
submission of this communication.

However, should you have questions or require additional
information, please do not hesitate to call me (201)266-3006.

Again, thank you for all you help.

Sincerely,

Bertha L. Peters-Stokes
Administrator

BLPS/lar

SEP 181992( ,* .fl.l



PNAk P. ROY, M.D., F.C.A.P.,I.A.
DIPLCMATE ArnericnBoard of Pathology

American Board of Nuclear Medicine

BIO-ANALYDCAL LABORATORY DIRECTOR

155 JEFFERSON STREr
NEWARK. NJ 07105
TEL 201k465-2783/84

September 3, 1992

Ms. Bertha L. Peters-Stokes
Administrator
Saint Mary's Ambulatory Care Hospital
135 South Street
Orange, New Jersey 07050

Dear Ms. Peters-Stokes:

Enclosed-please find the current copies of my N.J. Medical License;
Federal DEA Certificate; State CDS Certificate; Professional Liability
Insurance; Board Certification and the License issued by the United States
Nuclear Regulatory Commission from Saint James Hospital with my name as
the authorized user, covering the period from 1969 to the present, as well
as some correspondence cncerning the Radio Isotope Committee, which was
officially change to Radiation Safety Committee in 1982 as required by the
NRC. I am the Chairman and the Radiation Safety Officer since this Committee
was organized.

This is to inform you that the Department of Nuclear Medicine is not a
part of the Department of Radiology in Saint James Hospital. Our Medical
By-Laws state that the Director must be Board Certified by the American
Board of that particular Specialty.

I hope this is sufficient to meet the requirements of the NRC.

Sincerely,

Pablo P. RyC.A.P.
Director - Clinical Laboratories/
Nuclear Medicine Departments
Saint James Hospital

PPR: jl.

Encls.
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PAGE I OF 2 PAGESU.S. NUCLEAR REGULATORY COMMISSION

MATERIALS LICENSE Amendment No. 03

the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10,
,:,% ra] Regulations, Chapter 1, Parts 30, 31. 32, 33, 34, 35. 39, 40 and 70, and in reliance on statements and representations heretofore

licensee, a license is hereby issued authorizing the licensee to receive, acquire. possess, and transfer byproduct, source, and special
~riaJ designated below; to use such material for the purpose(s) and at the place(s) designated below; to deliver or transfer such material

: Authorized to receive it in accordance with the regulations of the applicable Pan(s). This license shall be deemed to contain the conditions
v 5Section 183 of the Atomic Energy Act of 1954, as amended, and is subject to all applicable rules, regulations and orders of the Nuclear
L CL Corrunission now or hereafter in effect and to any conditions specified below.

'I

I
i

Licensee

.ary's Hospital

.5vth Center Street
5 , New Jersey 07051

=; souce and/or

ypri n clear material

byproduct material
AnY1 uded in 10 CFR

:35' byproduct material
e inclue in 10 CFR

35.00

3Y *byproduct material
M* uded in 10 CFR
35300

AnY byproduct material

A* ^.ytified in 10 CFR

3j.11

In accordance with letter dated
July 9, 1992,

3. Licensenumber 29-20597-01 is amended in
its entirety to read as follows:

4. Expiration date February 28, 1994 !1

.1
!q

5. Docket or
Reference No 030-19962

7. Chemical and/or physical
form

8. Maximum amount that licensee
may possess at any one tine
under this license

A. Any radiopharmaceutical
included in 10 CFR
35.100

B. Any radiopharmiaceutical
included in 10 CFR
35.200 except generators

C. Any radiopharmaceutical
included in 10 CFR
35.300

D. Prepackaged Kits

A. As necessary for uses
authorized in Subitem
9.A.

B. As necessary for uses
authorized in Subitem
9.B.

C. As necessary for uses
authorized in Subitem
9.C.

D. As necessary for uses
authorized in Subitem
9.D.

. ~ '.-;* - ' _~ .. 'i5_. -. 3j; a

5us
, -

Any uptake, dilution and .excretion procedure. approved in 10 CFR 35.100.
Any imaging and localization procedure approved in 10 CFR 35.200.
Any radiopharmaceutical therapy procedure approved in 10 CFR 35.300.
1 yivtro studies.

CONDITIONS

Location of use: 135 South Center Street, Orange, New Jersey.

Radiation Safety Officer: Pablo P. Roy, M.D.

-M MUM- 03019962
C PDR .. M.
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I' tAC Form 374A
15.841

W!B 12n@ 1 : -- .-
U.S. NUCLEAR REGULATORY COMMISSION

MATERIALS LICENSE
SUPPLEMENTARY SHEET

2 Or 2 PAG ESPAr E

License number

29-20597-01
Docket or Rererence number

030-19962

Amendment No. 03
-

(Continued) CONDITIONS

12. Authorized User:

Pablo P. Roy, M.D.

Material and Use:

35.100; 35.200; 35.300
In vitro studies

13. In addition to the possession limits in Item 8, the licensee shall further restrict
the possession of licensed material so that at no time is a quantity of radioactive
material possessed in excess of a quantity which requires decommissioning funding in
accordance with 10 CFR 30.35(d), 10 CFR 40.36(b), or 10 CFR 70.25(d).

14. This license is based on the licensee's statements and representations listed below:

A. Application received April 29, 1988
B. Letter dated October 2, 1988
C. Letter dated January 14, 1989
D. Letter dated March 19, 1990
E. Letter dated July 9, 1992
F. Letter dated July 27, 1992
G. Letter dated September 15, 1992

For the U.S. Nuclear Regulatory Commission I
Date S!P '; ri IC-D By-

Original Signed By:
Koitii D. Brown, Ph.D

Nuclear Materials Safety Branch
Region I
King of Prussia, Pennsylvania 19406


