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LAW OFFICES OF
DECHERT PRICE & RHOAL ..

4000 BELL ATLANTIC TOWER
1717 ARCH STREET
PHILADELPHIA, PA 19103-27

TELEPHONE: (215) 994-4000
FAX: (215) 994-2222

October 4, 1997

U.S. Nuclear Regulatory Commission
16" Floor, One White Flint North

11555 Rockville Pike
Rockville, MD 20852

ATTN: Chief, Rulemaking and Adjudications

Re:  Magdy Elamir, M.D_, TA 97-064; 1A 97-070; Newark

Madical Associates, EA 97-308

To whom it may concern::

1500 K STREET, N.W.
WASHINGTON, DC 20005-1208
202) 626-3300

AVENUE LOUISE
1050 BRUSSELS, BELGIUM
1-2) 535-5411

SAINER DECHERT
; RIEANTS’ INN
LONDON EC4Y 1LT, ENGLAND
(44-171) 583-3353

151, BOULEVARD HAUSSMANN
75008 PARIS, FRANCE
(33-1)53 838470

Direct Dial: (215) 994-2649
rnosowsk@dechert.com

Pursuant to the Commission’s July 31, 1997 Demand for Information and
September 15, 1997 Order Superseding Order Prohibiting Involvement in NRC-Licensed
Activities (Effective Immediately), please find originals (except as specified) of the following

documents:

Answer of Dr. Magdy Elamir to the Superseding Order (with Demand for Hearing
and Request for Stay of All Proceedings and notarized Verification),

Answer of Newark Medical Associates, P.A. to the Demand for Information (with
Request for Stay of All Proceedings and notarized Verification) (copy only;
original to the Director, Office of Enforcement;

Entry of Appearance of Thomas H. Lee, 11, Esquire and Rachel Nosowsky,
Esquire, Dechert Price & Rhoads, on behalf of Newark Medical Associates and
Magdy Elamir;

Entry of Appearance of Perry D. Robinson, Esquire, Winston & Strawn, on behalf
of Newark Medical Associates and Magdy Elamir;
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Certificate of Service

If you have any questions about the enclosed documents, please do not hesitate to
call Tom Lee (215/994-2994) or me (215/994-2649) at your convenience.

Respectfully,

Rachel Nosowsky
RN/rmp
Enclosures
cc: Director, Office of Enforcement (by FedEx; w/ enclosures)

Assistant General Counsel for Hearings and Enforcement (by FedEx; w/ enclosures)
Regional Administrator, Region I (by FedEx; w/ enclosures)
Docketing Service Branch, Rockville, MD (by FedEx; w/ enclosures)



UNITED STATES
NUCLEAR REGULATORY COMMISSION

In the Matter of

: IA 97-064
MAGDY ELAMIR, M.D. : IA 97-070
Newark, New Jersey :

ANSWER OF DR. MAGDY ELAMIR TO THE COMMISSION'S
SEPTEMBER 15, 1997 ORDER SUPERSEDING ORDER
PROVTBITING INVOLVEMENT IN NRC-LICENSED ACTIVITIES

Respondent Magdy Elamir, M.D., pursuant to 10 C.F.R. § 2.202(b), hereby
responds to the Order Superseding Order Prohibiting Involvement in NRC-Licensed Activities
(the “ Superseding Order”) by denying that he ever deliberately caused Newark Medical
Associates (“NMA”) to violate any law or regulation imposed by the Nuclear Regulatory
Commission (“NRC” or “Commission”) or any restriction imposed by Byproduct Nuclear
Material License No. 29-30282-01. A more specific response to the allegations contained in the

Superseding Order is set forth below.

I.

Magdy Elamir, M.D. (Dr. Elamir), is the Owner/President of Newark Medical Associates,
P.A. (licensee). The licensee holds Byproduct Nuclear Material License No. 29-30282-01
(license) issued by the Nuclear Regulatory Commission (NRC or Commission) pursuant to
10 CFR Part 30. The license authorizes possession and use of any radiopharmaceutical
identified in 10 CFR 35.200 for any imaging and localization procedure approved in 10
CFR 35.200. The license was originally issued on September 25, 1996, and is due to expire
on September 30, 2001.

Admitted.



IL.

During a new license inspection conducted on January 29, 1997 at the licensee's facility,
several apparent violations of NRC requirements were identified. Subsequent to the
inspection, the NRC initiated an investigation which led the NRC to issue to Dr. Elamir, on
July 31, 1997, an Order Prohibiting Involvement in NRC Licensed Activities (Effective
Immediately) Pending Further Order (62 Fed. Reg. 43360). That Order was issued
pending completion of NRC staff review of the results of the investigation, which was
conducted by the NRC's Office of Investigations (OI). The NRC staff's review of the
results of the OI investigation is now complete.

It is admitted that the NRC conducted a new license inspection on January 29,
1997 at NMA. It is further admitted that the NRC then initiated an investigation and that an
Order Prohibiting Involvement in NRC-Licensed Activities (Effective Immediately) was issued
on July 31, 1997. However, to the extent that Part II of the Superseding Order implies that the
NRC's conclusions and actions are supported by applicable law and facts, this allegation is
denied. Dr. Elamir has insufficient knowledge or information to form a belief as to the truth of

the remaining allegations of Part II of the Superseding Order and therefore denies them.

ITI.

The OI Investigation focused, in part, on Dr. Elamir's actions in causing the licensee to be
in violation of NRC requirements. The NRC learned during the investigation that Dr.
Elamir transmitted an inaccurate license application (NRC Form 313, dated February 21,
1996) to the NRC. The license application named Newark Medical Associates as the
prospective licensee. The license application was inaccurate in that it named Gerard W.
Moskowitz, M.D. (Dr. Moskowitz) as the only authorized user and Radiation Safety Officer
(RSO) without Dr. Moskowitz's consent or knowledge, and without Dr. Moskowitz's ever
having been affiliated or associated with the licensee. Dr. Moskowitz did not ever perform
the role of authorized user or RSO at the licensee's facility and did not become aware that
he was listed on the application and the license until notified by the NRC on February 6,
1997, more than four months after the license was originally issued. These inaccurate
statements in the license application submitted by Dr. Elamir, formed, in part, the basis for
the issuance of the license to Newark Medical Associates on September 25, 1996.



On October 17, 1996, Dr. Elamir notified the NRC by letter that Newark Medical
Associates was initiating activities authorized by the license: and during the period from
November 1996 through February 6, 1997, Dr. Elamir, in his capacity as president and
owner of Newark Medical Associates, caused and permitted the licensee to conduct NRC-
licensed activities even though he knew that the licensee did not employ the authorized user
or the RSO named in the license application and, subsequently, on the NRC license, and
that the named individual did not serve in these capacities. Based on the results of the OI
investigation, the NRC has determined that Dr. Elamir’s actions constitute violations of the
Commission’s requirements as follows:

A.

10 CFR 30.10(a)(2) requires, in part, that any licensee or employee of a licensee may
not deliberately submit to the NRC information that the person submitting the
information knows to be incomplete or inaccurate in some respect material to the
NRC.

During a February 6, 1997 telephone conversation between Dr. Elamir and an NRC
inspector, Dr. Elamir stated to the NRC inspector that the Newark Medical
Associates license was current with respect to the authorized user and RSO even
though Dr. Elamir knew that the individual named on the license as the authorized
user and RSO was not performing those duties and was not ever affiliated with the
licensee in any capacity. This inaccurate statement was material because it had the
ability to influence an NRC inspection.

10 CFR 30.10(a)(1), (c)(1), and (c)(2) require, in part, that any licensee or employee
of a licensee not engage in deliberate misconduct that causes or, but for detection,
would have caused a licensee to be in violation of: (1) any rule, regulation, or order,
or any term, condition, or limitation of any license issued by the Commission; or (2)
any requirement, procedure, instruction, contract, purchase order, or policy of a
licensee.

1. 10 CFR 35.21 requires that a licensee appoint a Radiation Safety Officer
responsible for implementing the radiation safety program; and requires
that the licensee, through the Radiation Safety Officer, ensure that radiation
safety activities are being performed in accordance with approved
procedures and regulatory requirements in the daily operation of the
licensee’s byproduct material program.

10 CFR 35.13 requires that a licensee apply for and receive a license
amendment before it changes Radiation Safety Officers.



Byproduct Material License No. 29-30282-01, Condition 12, dated September
25, 1996 states that the Radiation Safety Officer for this License is Gerard W.
Moskowitz, M.D.

On October 17,1996, Dr. Elamir notified the NRC by letter that Newark
Medical Associates was initiating activities authorized by the license; and,
during the period from November 1996 through February 6, 1997, Dr.
Elamir caused Newark Medical Associates to be in violation of the
requirements of Section IIL.B.1 above by deliberately causing and permitting
the licensee to conduct licensed activities even though Dr. Elamir knew that
the individual designated as the RSO on the Newark Medical Associates
license application and subsequent license did not ever serve as the Radiation
Safety Officer under that license and was not ever affiliated with the licensee
in any capacity.

2. 10 CFR 35.11(a) and (b) permit an individual to use licensed material for
medical use only in accordance with a specific license issued by the

Commission or under the supervision of an authorized user as provided in 10
CFR 35.25.

Byproduct Material License N. 29-30282-01, dated September 25, 1996, states
in Condition 13 that licensed material is only authorized for use by, or under
the supervision of, Gerard W. Moskowitz, M.D.

On October 17,1996, Dr. Elamir notified the NRC by letter that Newark
Medical Associates was initiating activities authorized by the license; and
during the period from November 1996 through February 6, 1997, Dr.
Elamir caused Newark Medical Associates to be in violation of the
requirements in Section III.B.2 above by deliberately causing and permitting
licensed activities to be conducted by a technologist who did not hold a
specific license issued by the NRC and who was not under the supervision of
the authorized user specified on the license. Dr. Elamir knew that the
individual designated as the only authorized user on the Newark Medical
Associates license application and subsequent license did not ever serve as
the authorized user under that license and was not ever affiliated with the
licensee in any capacity.

Insofar as Part III alleges that Dr. Elamir deliberately submitted to the NRC
information that he knew to be incomplete or inaccurate in some respect material to the NRC, or

that he engaged in deliberate misconduct, these allegations are denied.



In February 1996, Dr. Elamir retained Dr. Aharon Ben-Haim, a physicist whom
he understood to be an expert in NRC regulations and licensing, as a consultant. Dr. Ben-Haim
was to assist NMA in obtaining an NRC license, maintaining and operating equipment used in
medical procedures subject to NRC regulation, training and supervising staff in performing those
procedures, and ensuring compliance with NRC regulations (Exhibits A and B). In performing
his contractual obligation to prepare NMA’s state and federal license applications, Dr. Ben-Haim
informed Dr. Elamir that NMA would need a qualified individual to serve as Radiation Safety
Officer and authorized user.

In February 1996, Dr. Elamir’s office was negotiating a professional radiology
services agreement (Exhibit C) with the University of Medicine and Dentistry/New Jersey
(“UMDNUJ”). Under the proposed agreement, UMDNJ would have read and interpreted MRI and
other radiology images for imaging centers owned by Dr. Elamir, including NMA. During
discussions in or about February 1996, Dr. Stephen Baker, Chairman of the Department of
Radiology at UMDNJ, suggested to Dr. Elamir that Dr. Moskowitz could serve as NMA’s RSO
and provided Dr. Moskowitz’s phone number to Dr. Elamir. Dr. Elamir relayed this information
to Dr. Ben-Haim and requested that Dr. Ben-Haim contact Dr. Moskowitz about becoming
NMA’s RSO and authorized user and to obtain the information on Dr. Moskowitz’s
qualifications which Dr. Ben-Haim had informed Dr. Elamir would be required as part of NMA’s
license applications. Dr. Ben-Haim later told Dr. Elamir that he had met with Dr. Moskowitz,
had obtained from Dr. Moskowitz the documents necessary to complete NMA’s license

applications, and that everything was in order. Dr. Elamir understood from this and his earlier



conversation with Dr. Baker that Dr. Moskowitz was ready and willing to serve as NMA’s RSO
and authorized user. Dr. Ben-Haim subsequently prepared the NRC application which Dr.
Elamir signed at Dr. Ben Haim’s direction. Thus, at the time he signed the NRC license
application, Dr. Elamir believed that all of the information in the application, including the
designation of Dr. Moskowitz as NMA’s RSO and authorized user, was accurate and correct.

On or about October 17, 1996, pursuant to Dr. Ben-Haim’s explicit instructions,
Dr. Elamir wrote to the NRC to inform the Commission that NMA planned to initiate activities
authorized by its license. Dr. Elamir believed, based on his discussions with Dr. Ben-Haim, that
the information contained in the letter was true and correct. Between October 1996 when the
letter was written and February 6, 1997, Dr. Ben-Haim represented to Dr. Elamir that Dr. Ben-
Haim and his staff were authorized, through a delegation of authority from Dr. Moskowitz, to
engage in NRC-licensed activities. When Dr. Elamir first learned on February 6, 1997 that Dr.
Moskowitz had apparently not properly delegated his authority as RSO and authorized user to
Dr. Ben-Haim, Dr. Elamir promptly caused NMA to apply to the Commission for an amended
license to replace Dr. Moskowitz as RSO and authorized user with Dr. Romolo Maurizi. The
Commission issued an amended license on February 7, 1997 naming Dr. Maurizi NMA’s RSO
and authorized user.

It is admitted that, during a telephone conversation on or about February 6, 1997,
Dr. Elamir told an NRC inspector that the NMA license was current with respect to the RSO and
authorized user. At the time he made this statement, Dr. Elamir believed it to be true and correct.

Specifically, Dr. Elamir believed that Dr. Moskowitz was NMA’s RSO and authorized user. Dr.



Elamir’s representations to the NRC inspector were made in reliance on Dr. Ben-Haim’s superior
knowledge of NRC regulations, Dr. Ben-Haim’s general expertise as a physicist, and Dr. Ben-
Haim’s representations about his meeting with Dr. Moskowitz and the delegation of authority
from Dr. Moskowitz through Dr. Ben-Haim to the technicians responsible for performing NRC-
regulated procedures at NMA.

To the extent that Part III contains allegations summarizing portions of Title 10 of
the Code of Federal Regulations, these allegations are denied as stated; the regulations speak for
themselves. Dr. Elamir has insufficient knowledge or information to form a belief as to the truth
of the allegations concerning what the NRC “learned” or when, and therefore denies them. To
the extent that any remaining allegations in Part III remain unanswered, they are denied.

Based on the above, the NRC staff has concluded that Dr. Elamir deliberately caused the
licensee to be in violation of NRC requirements by causing and permitting the licensee to
conduct licensed activities in the absence of the authorized user and RSO named on the
license application and on the NRC license. The NRC must be able to rely on the licensee
and its employees to comply with NRC requirements. Consequently, I lack the requisite
reasonable assurance that licensed activities can be conducted in compliance with the
Commission’s requirements and that the health and safety of the public, including patients
receiving radiation from byproduct material for medical purposes, will be protected if Dr.
Elamir were permitted at this time to be involved in NRC-licensed activities. Therefore,
the public health, safety, and interest require that Dr. Elamir be prohibited from any
involvement in NRC-licensed activities for a period of five years. Furthermore, pursuant to
10 CFR 2.202, I find that the significance of Dr. Elamir’s conduct described above is such
that the public health, safety, and interest require that this Order be immediately effective.

Dr. Elamir denies that he ever deliberately caused NMA to violate NRC

requirements. To the contrary, at all relevant times Dr. Elamir acted in the belief that Dr. Ben-

Haim was authorized to perform the functions of RSO and authorized user at NMA by delegation



of authority from Dr. Moskowitz and, more generally, that under Dr. Ben-Haim’s direction,
NMA activities were being conducted in full compliance with NRC requirements.

Insofar as the NRC has concluded that the public health, safety, and interest
require that Dr. Elamir be prohibited from any involvement in NRC-licensed activities for a
period of five years, this conclusion is rejected as unsupported by the evidence or relevant legal
precedent. The Commission has not met its burden, set forth at 10 C.F.R. § 2.732, to

demonstrate that the Superseding Order is factually or legally supported.

WHEREFORE, the Superseding Order should be set aside or modified consistent
with the facts of this case and a hearing is demanded, as set forth in the attached Demand for
Hearing, to fully and fairly adjudicate this matter.

Respectfully,

Kacnelr INOSOWSKY, BSquire
DECHERT PRICE & RHOADS
4000 Bell Atlantic Tower

1717 Arch Street

Philadelphia, PA 19103

(215) 994-4000

Perry D. Robinson, Esquire
WINSTON & STRAWN
1400 L Street, NW
Washington, DC 20005-3502
(202) 371-5700



UNITED STATES
NUCLEAR REGULATORY COMMISSION

In the Matter of
: 1A 97-064
MAGDY ELAMIR, M.D. : 1A 97-070
Newark, New Jersey :
DEMAND FOR HEARING AND

REQUEST FOR STAY OF ALL PROCEEDINGS

Pursuant to 10 C.F.R. § 2.202(b), Respondent Magdy Elamir, M.D.,
hereby demands a full and fair hearing before a duly appointed Atomic Safety and
Licensing Board. In light of the fact, however, that this matter has been referred to the
Department of Justice, Respondent requests that the hearing and all other proceedings in
this matter be stayed pending resolution of the referral. Dr. Elamir is subject to an Order
prohibiting his involvement in NRC-licensed activities, and Newark Medical Associates
has agreed not to engage in any NRC-licensed activities pending resolution of these

matters. Therefore, the granting of a stay will not prejudice the NRC.

™ i1

Rachel Nosowsky, Esquire
DECHERT PRICE & RHOADS
4000 Bell Atlantic Tower

1717 Arch Street

Philadelphia, PA 19103

(215) 994-4000

Perry D. Robinson, Esquire
WINSTON & STRAWN
1400 L Street, NW
Washington, DC 20005-3502
(202) 371-5797



UNITED STATES :
NUCLEAR REGULATORY COMMISSION -

In the Matter of :
: TA 97-064

MAGDY ELAMIR, M.D. 1A 97-070
Newark, New Jersey

VERTFICATION

I, Magdy Elémir, M. D, affirm that the statements set forth in the attached

e

Answer are true and correct to the best of my knowledge, information and belief./

L

/" Magdy Elamir, M.D.
/ President/Owner
' Newark Medical Associates, P.A.

Subscribed and to -
before me this _ fay o 7 A
of Octohar 1997 / © 3 -
ﬂ ~ Date
i’
O

Notary Public

&‘)-*

'S AMEEN SHAREEF
NOTARY PUBLIC OF NEW JERSEY
MY COMMISSION  (PiRES yuLYy 15, 1999

SAYOHY % dAD1Hd LU3HDAA Woud

2V 3 Lh2ATR00NY ON/2E B 18/8E R L6 £ 0T (TH)



EXHIBIT A



Aharon Ben-Haim, Physicist
52 Watchung Avenue
Upper Montclair, NJ 07043
Tel: (201) 783-3638
Fax: (201) 783-8479
Pager: (800)906-2646

Dr. Magdy Elamir
Submitted in Person

February 15, 1996

PROPOSAL

We offer to obtain on your behalf in the shortest possible time your State and Federal
Material Licenses. At the same time, we will install your Hot Laboratory and establish the
necessary Radiation Health procedures. The Hot Lab will be equipped with the necessary
Measurement and Calibration equipment and materials, Counters, Meters and Waste
Containers. We will prepare for State and NRC inspections.

We will assure continuous monitoring of the Laboratory in compliance with the
regulations of the Nuclear Regulatory Commission. We will train your staff, assist you in
staffing requirements, perform all equipment tests, such as Dose Calibrator constancy,
accuracy and linearity, assure that proper procedures are used in the handling of
radioactive material, etc.

Sincerely yours,

i am fettm_

Dr. Aharon Ben-Haim



EXHIBIT B



Aharon Ben-Haim, Physicist
52 Watchung Avenue

Upper Montclair, NJ 07043
Tel: (201) 783-3638
Fax: (201) 783-8479
Pager: (800)906-2646

Dr. Magdy Elamir February 20, 1996
Submitted in Person

QUOTATION/AGREEMENT

| am pleased to submit the following quotation:

1. For a comprehensive maintenance service contract for your Elscint 409 A SPECT
Gamma Camera, including physicist services, yearly $16,000.00, payable quarterly at the
beginning of each quarter. As a physicist, | will supervise your staff in all aspects related
to the safe use of radioisotopes.

2. For a Complete Refurbished Hot Laboratory Unit comprising:

1 Calibrated Dose Calibrator for syringes and multidose vials.

1 Calibrated Survey Meter for Area Surveys, provided with Timer/Scaler for dpm counting
(Wipe Tests)..

1 Lead glass shielded Dose Preparation Station.

1 Pair of Ustensif Prongs.

2 Syringe shijelds.

1 Desk top shielded syringe container.

1 Large shielded Waste Container.

Total price: $7,500.00.

Terms: 60% Down with Purchase Order.
50% at Installation.

3. For preparation of State and NRC licenses: $500.00. Due immediately.
By apposing your signature below on the right you are agreeing to my offer and its terms.

Sincerely yours, For Newark Medical Associates

@Dmnm Dr. Magdy Elamir ..
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HEDICAL SERVICRES AGREEMENT

THIS AGREEMENT enterved inte thig day of , 199
, by and between the University of Medicine and Centistxy
Of New lergey {"University". with offices at University
Heights, Adminietration Complex #1, 30 Bergen Screaet,
Newark, New Jersey 07107-3000 on behalf ¢f the UMDNI-New
Jeréey Medical Schcol {"3chool") and Irvinglon MRI and
Affiliated MRI Centers, with offices at

. NJ ("Irvington”) .

WHEREAS. Irvington desires the services ¢f experts in the

delivery of radiology sarvices;

WHEREAS, the School througn itg faculty in the Department

of Radiclesgy &t the School pesstewyes The expertise to

previde the requisite gervices;

NOW  THEREFORE, 4in oomsidexation of tae terms and
conditions contained hereia the parties herets agree as

follows:



radiology mervices:

(3)

x)

()

intarpretation cf Irvington's magnet ic
resonance imaging studies and other radiology
imagee Sor four (4) hourge per day, Monday
through Friday, excluding holidays and other
dayr whan School does nct operata, sudbject £o

the following conditions:

tnat all w2gnesic resonance images shxll be
craneported to School premises and resurned to
Irvington by lrvington at Irvington's expense.

Reading and interpretation wi-l be done by

School on S5chool premises.

that all other radiclogy images may either be
transported to School premises and retuyrned by
lrvington an Irvington's expense or
communicated by elactroaic means agreed upon
by the perties. The cost of installation,
wrintenzrce  and  use  of  such  electxonic
communication shail be kerpe equally by the

patties.



(@) vthat all arrangements and expenses aseociated
with the transcription and Bsigning of
3diology  reports shall be the sole

respcnsibility of Ixviagton.

(e} that 8chool shall provide timely reports of
interpretation reoults in writing or by
electronic means. depending on the
circumscances and the judggpenc of ‘the

radiologist.

2. Dxiginatiaon of Radiolagy Images Irvingtcon and School
agree =That School shall not previde radiology services
connected with images that are produced in Bayonne or
Jersey City, New Jersey and that Irvingron «ill not
provide ¢ School any images for interpretation that
originazed in thosge loaations. School is contractually
obligated to exclusive provision of radiclogy services in

thorxs _ccstions to another party.

3. Terrm Saxrvices anal] commence Fepruary 1%, 1996 and

sha. ' conhtinue to and shall ke automatically ranewed



anr.- lly thereafter, urnless otherwise terminated pursuant

te < cti¢n 7 nerein oo by mutual consent of the parties.

4. Eee IrvingZon agrees to pay the School accoxding to

(a)

(b)

{¢)

th. Jollawing schedule:

The cost tc School of salary and fringe
cenafitvs of qualified radiologist!s gervices
to be provided pursuant to thiz agraement,

which in tue Firsc year following execucion

shall be:

$97.000.09 ~ base salary,
$21.340.00 - frinse benafina .
$118,34C.0¢ - tonal fus.
Taes and meouthly payronts by  Irvington
pursuant to thlg agreement shall be adjusted

by School annually to reflect salary and

f£ringe benefit adjustments of School.

For each contract year Irvington agrees TO Pay



Page S
Lo the School each wonth one-tvelfth of .he
total fee pursuant to this section, vavahle no
later than the i15th day of each menth
folloving firet performance of sServices.
Payment will be by check to the order of UMDNJ
- New Jersey Medical School ard mailed to:
Departmernt of Radiology, UMDNJ - New
Jersey Medical School, 185 South Orang2
Avenue, Nawark, NJ 07103-2714. Attn: Dr.

Stephen Baker, Chair.

-

5. lodependenr Conrractor The University shall remair
Lo Sl epmasisal Loulraeclon EOX the TerT of this Agreement.
Nothing cantained herein shall be construed to make the
Onirercity o srployez or agent 9F Lhe IoviAYLOn.

6. Idahilitxnﬁoygxhgz. Irwing=¢n slkall be responsdble
Chyoughout the duration of this Agreemeat and any
renewels thereof, for maintaining a policy of insurance
providing for professional and general liability
insurance coverage of Irvington. its officers, employees,
and agents and School and its employees who provice
seyvices pursusnt to thais agreenent, subject to limitg of

coverage of nov less than $1,000,000/5$3,000,000. A



Proes €

earcificave of insuranca shéll be provaided to the
Tnivexg: vy naming the University as cartificate holder
and sdditicnal insured as its interests appear under this
Agreevment sgaid insurance shall be deemed primary

insuvsace.

Tae Univeregity shall provide for prefessional and general
liabilicy coverage :insuring the University and ics
facuity. students and empioyses performing aetivities
undex this agreement througn a Program of Self-Xnsurance
providing limits of coverage of $1,00C,00C/$3,000,000 on
an occurrends type ba®lie purgusnt to N.J.5.A. 59:1-1 et
amg.. the State of New Jersey Tort <Claims Act. The
Ur.iversity, upon request, shall Iurnish documentation

certifying the funding mechanigm of said Program.

7. Dafault In addition to any other rights in law or
in zquity, in the event that eizher party defauitg in any

Tet-l I candls1on of talr Agreexaa . Tthe non-defaulting

party miy Lerminace chis Agreement upon 30 day€ wr. N
notice N
8. Termina-ion University and Irvington shall have cthe

right to tapwinsts tils Adreewment upon Sixty (60) days



Page 7

vrier wxicten notice wichout cause. In the event of any
termination pursuant to this Agrecement, University agrees
te Lorvaxrd Lo Irvingion all worx perforwmed as of the date
of nevminaticr and IXrington agreas to _cm2diaty payuent

of 21)] feez swed 29X MOTR pacfoitwd.

G, Non Waiver The falluxe of eithex party to insist on
strict performance ¢f any of the provisiona of this
Agreement ahall =ot te ¢Tistruzd ag a waiver of any other

default whether or not o7 the sama or similar nature.

-

10. Errire sgreemant The parties agree that they are
not relylng upon any promises, understanding, warrsoties,
circumatances, cenduct; negotiations, expactaticns,
représentations oY agreemants, oral or written, e2xpreose
or impiied, cther than those expressly set forth herein;
that this Agreement i’ complete integration and
congtitutes the entire agrecment of the parties with
respect to the gublect matter hereof; that no amendments
or other wmodifications of the Agresaraent shall be valid
unlese in writing and signed by an authovized officer of
gach party hereto; that this entire Agreement has been

bargained for and negotiated: and the parties have read,

understocd and approved thig agreement in its entire:y.



Page 8
11. Qowerping law This Agreement shall be governed by

the laws of <he State of New Jersey.

12. Notices to ke sent purguzat tc this Agresment shall
be mailed, cextified, as follows:

If to Iyvington:

If to University: Senior Vice President for
Adwinigtration & Finance
University of MNediwime aud
Dentistry of New Jersay
University Heights
65 Rargen Street,
Baite 1419%
Newark, New Jersey C7107

Wich copies =zo: Chaixrnan
Department of Radiclegy
Cniversity of Medicine and
Dentistry of New Jeragey
Nezw Jevoey Medical School
135 Sourzh Orange Avepue
Newark. New CJersey 071Q3

13 . VWVaosDiscriminatiorm 7The provisicns of Sectiom 202 of
cxecutive Qrdar 11246 &nd Secticn £9-1.4. and 60-1.7, 6C-
1.8 of Chaprer 6C ¢of &) Code of Federal Reculations, as
amended, pronibiting discriminatien against any employee
or applicant fox employment because of race, color,

religion. »ex oxr national oxigin: Saction 60-741.4 of
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Chapter 60 of 41 Code of Federal Regulatioms. as& amended,
prehibiting discriminazion against any employee or
applicanc fer employment because of physical or mental
handicap: and Section £0-289.4 of Chapter 6G cf 4i code
©f¢ Faderal Regulations, as amended. providing for che
employment of digsabled veterans ard veterans of the
Vietnam era, are hereby incorporated by refarence to the
same extent and with the same force and effecrt as it s

set forth herein in full.



Fage 10
14. Nop Cellusion Both parties agree that no fee,
comnjgsion, vowpensation gift or gratuity wae paid or
Tacsived wagavrds At the ¢ ieinalicn ¢f Tille A reenment,

in contravention to MLIL.S.& 52:13D-13 et seq.

IN WITNESS WHEREOF the pareties Lereto set their hanc and
seal the darz firzt above writsen.

FOR Irxvingten FOR UNIVERSIIY CF NMEDICINE
& DENTISTRY CF WNEW JERSZY

-

Frederick J. Hammond, Jr.
Senior Vice Presideant for
Adminietration « Pinance

DATE DATE

Recommended By:

Ruy Lourenco, M.D., Dean

DATE



UNITED STATES
NUCLEAR REGULATORY COMMISSION

In the Matter of :

: Docket No. 030-3408¢
NEWARK MEDICAL ASSOCIATES, P.A. : License No. 29-30282-
Newark, New Jersey : EA 97-308

ANSWER OF NEWARK MEDICAL ASSOCIATES, P.A.
TO THE COMMISSION’S JULY 31, 1997
DEMAND FOR INFORMATION

Respondent, Newark Medical Associates, P.A. (“NMA”), pursuant to 10
C.F.R. § 2.204(b), hereby responds to the Demand for Information by denying that NMA
ever knowingly violated any law or regulation imposed by the Nuclear Regulatory
Commission (“NRC” or “Commission”) or any restriction imposed by Byproduct
Nuclear Material License No. 29-30282-01. A more specific response to the allegations

contained in the Demand for Information is set forth below.

1.

Newark Medical Associates, P.A. (licensee) holds Byproduct Materials License No.
29-30282-01 (license), issued by the Nuclear Regulatory Commission (NRC or
Commission) pursuant to 10 C.F.R. Part 30. The license authorizes the licensee to
possess and use any radiopharmaceutical identified in 10 C.F.R. 35.000 for any
imaging and localization procedure approved in 10 C.F.R. 35.200. The license,
originally issued on September 25, 1996, was amended on February 7, 1997, and is
due to expire on September 30, 2001.

Admitted.



IL

On January 29, 1997, the NRC conducted an inspection at the licensee’s facility in
Newark, New Jersey. During the inspection, several apparent violations of NRC
requirements were identified. One of the violations involved the continued use of
radioactive material by the licensee despite the fact that the only authorized user
listed on the license (who was also listed as the Radiation Safety Officer (RSO)), had
not ever performed any authorized user or RSO duties and had not ever been
affiliated with the company. Moreover, the licensee had not ever informed the NRC
that that individual named in its license application was not acting as the authorized
user and RSO. Specifically, Gerard W. Moskowitz, M.D. (Dr. Moskowitz), was
listed on the application as the RSO and authorized user without his knowledge.
Dr. Moskowitz did not become aware that he was listed on the application and the
license until notified by the NRC on February 6, 1997, more than four months after
the license was originally issued.

Subsequent to the inspection, the NRC verified, based on an investigation by the
NRC Office of Investigations (OI), that the licensee’s letter, dated February 22,
1996, transmitting the application (NRC Form 313), dated February 2, 1996, for a
byproduct material license, was inaccurate in that it listed Dr. Moskowitz as the
authorized user and Radiation Safety Officer without Dr. Moskowitz’s consent or
knowledge and without Dr. Moskowitz ever having been affiliated or associated with
the licensee. Further, Dr. Moskowitz did not ever perform the role of RSO at the
facility. As such, the application for a license to possess and use byproduct material
was provided with information that was not complete and accurate in all material
respects. These inaccurate statements in the license application formed, in part, the
basis for the issuance of the license on September 25, 1996. Further, the licensee
continued to conduct NRC-licensed activities even though the licensee knew that it
did not have an authorized user and RSO.

Although the NRC staff’s review of the results of the OI investigation is ongoing,
based on the above, the NRC has concluded that these violations were deliberate on
the part of the licensee’s President/Owner, and on the part of the licensee’s
consultant. By separate correspondence on this date, the NRC is issuing to the
licensee’s President/Owner, and to the licensee’s consultant, Orders Prohibiting
Involvement in NRC-Licensed Activities (Effective Immediately) Pending Further
Order. The NRC must be able to rely on the licensee and its employees to comply
with NRC requirements. Condition No. 13 of the license required that each use of
licensed material be done by, or under the supervision of. Dr. Moskowitz as the
authorized user named therein. NRC requires that the RSO named on the license
implement a radiation safety program pursuant to 10 CFR 35.21. NRC also



requires that all communications between the licensee and the NRC be complete and
accurate in all material respects, pursuant to 10 CFR 30.8.

It is admitted that the NRC conducted a new license inspection on January
29,1997 at NMA. It is further admitted that the NRC then initiated an investigation and
that Orders Prohibiting Involvement in NRC-Licensed Activities (Effective Immediateiy)
were issued to Magdy Elamir, M.D. (NMA’s president and owner) and Aharon Ben-
Haim, Ph.D. (NMA’s consultant) on July 31, 1997. However, insofar as Part II alleges
either that NMA knowingly violated any relevant laws, regulations, or license
restrictions, or that Dr. Elamir willfully or deliberately caused any such violations, these
allegations are denied.

With respect to the specific allegations set forth in Part II, in February
1996, Dr. Elamir, acting on behalf of NMA, retained Dr. Ben-Haim, a physicist Dr.
Elamir understood to be an expert in NRC regulations and licensing, as a consultant for
NMA. Dr. Ben-Haim was to assist NMA in obtaining an NRC license, maintaining and
operating equipment used in medical procedures subject to NRC regulation, training and
supervising staff in performing those procedures, and ensuring compliance with NRC
regulations (Exhibits A and B). In performing his contractual obligation to prepare
NMA'’s state and federal license applications, Dr. Ben-Haim informed Dr. Elamir that
NMA would need a qualified individual to serve as Radiation Safety Officer and
authorized user.

In February 1996, Dr. Elamir’s office was negotiating a professional

radiology services agreement (Exhibit C) with the University of Medicine and



Dentistry/New Jersey (“UMDNJ”). Under the proposed agreement, UMDNJ would have
read and interpreted MRI and other radiology images for imaging centers owned by Dr.
Elamir, including NMA. During discussions in or about February 1996, Dr. Stephen
Baker, Chairman of the Radiology Department at UMDN]J, suggested to Dr. Elamir that
Dr. Moskowitz could serve as NMA’s RSO and provided Dr. Moskowitz’s phone number
to Dr. Elamir. Dr. Elamir relayed this information to Dr. Ben-Haim and requested that
Dr. Ben-Haim contact Dr. Moskowitz about becoming NMA’s RSO and authorized user
and to obtain the information on Dr. Moskowitz’s qualifications which Dr. Ben-Haim had
informed Dr. Elamir would be required as part of NMA’s license applications. Dr. Ben-
Haim later told Dr. Elamir that he had met with Dr. Moskowitz, had obtained from Dr.
Moskowitz the documents necessary to complete NMA’s license applications, and that
everything was in order. Dr. Elamir understood from this and his earlier conversation
with Dr. Baker that Dr. Moskowitz was ready and willing to serve as NMA’s RSO and
authorized user. Dr. Ben-Haim subsequently prepared the NRC license application which
Dr. Elamir signed on behalf of NMA at Dr. Ben-Haim’s direction. Thus, at the time the
application was submitted to the NRC, NMA and Dr. Elamir believed that all of the
information in the application, including the designation of Dr. Moskowitz as NMA’s
RSO and authorized user, was accurate and correct.

After NMA’s NRC license was issued, NMA began engaging in NRC-
licensed activities under the direction of NMA’s consultant, Dr. Ben-Haim. These

activities were undertaken in the belief that Dr. Ben-Haim and his staff were authorized,



through a delegation of authority from Dr. Moskowitz, to engage in NRC-licensed
activities. When it learned for the first time on February 6, 1997 that Dr. Moskowitz had
apparently not properly delegated his authority as RSO and authorized user to Dr. Ben-
Haim, NMA promptly applied to the Commission for an amended license to replace Dr.
Moskowitz as RSO and authorized user with Dr. Romolo Maurizi. The Commission
issued an amended license on February 7, 1997, naming Dr. Maurizi NMA’s RSO and
authorized user.

To the extent that Part II contains allegations summarizing portions of
Title 10 of the Code of Federal Regulations, these allegations are denied as stated; the
regulations speak for themselves. NMA has insufficient knowledge or information to
form a belief as to the truth of the allegations concermning what the NRC “learned” or
when, and therefore denies them. To the extent that any remaining allegations in Part IT

remain unanswered, they are denied.

I11.

Accordingly, pursuant to sections 161c, 1610, 182 and 186 of the Atomic Energy Act
of 1954, as amended, and the Commission’s requirements in 10 CFR 2.204 and 10
CFR 30.32(b), in order for the Commission to determine whether your license
should be modified, suspended, or revoked, or other enforcement action taken to
ensure compliance with NRC regulatory requirements, the licensee is required to
submit to the Director, Office of Enforcement, U.S. Nuclear Regulatory
Commission, Washington, D.C. 20555, within 20 days of the date of this Demand
for Information, a response in writing and under oath or affirmation, describing
why its license should not be suspended or revoked in light of: (1) the NRC findings
described herein; and (2) the NRC Orders Prohibiting Involvement in NRC-
Licensed Activities (Effective Immediately) Pending Further Order, which have
been issued on this date to the licensee’s President/Owner and to the licensee’s
consultant.



Copies also shall be sent to the Assistant General Counsel for Hearings and
Enforcement at the same address, and to the Regional Administrator, NRC Region
I, 475 Allendale Road, King of Prussia, Pennsylvania 19406.

After reviewing your response, the NRC will determine whether further action is
necessary to ensure compliance with regulatory requirements.

Newark Medical Associates, P.A. denies that it ever knowingly, willfully,

or deliberately violated NRC requirements.

WHEREFORE, because NMA at all times acted in good faith, Newark

Medical Associates, P.A.’s license should not be modified, suspended, or revoked.

Respectfully,

/
Thomas H. Lee, II, Esquire

Rachel Nosowsky, Esquire
DECHERT PRICE & RHOADS
4000 Bell Atlantic Tower

1717 Arch Street

Philadelphia, PA 19103

(215) 994-4000

Perry D. Robinson, Esquire
WINSTON & STRAWN
1400 L Street, NW
Washington, DC 20005-3502
(202) 371-5700



UNITED STATES
NUCLEAR REGULATORY COMMISSION

In the Matter of

NEWARK MEDICAL ASSOCIATES, P.A. : EA 97-308
Newark, New Jersey :

REQUEST FOR STAY OF ALL PROCEEDINGS

In light of the fact that this matter has been referred to the Department of
Justice, Respondent, Newark Medical Associates, P.A., hereby requests that all other
proceedings in this matter be stayed pending resolution of the feferral. Dr. Magdy Elamir
is subject to an Order prohibiting his involvement in NRC-licensed activities, and
Newark Medical Associates has agreed not to engage in any NRC-licensed activities
pending resolution of these matters. Therefore, the granting of a stay will not prejudice
the NRC.

Respectfully,

Dated: October 4, 1997 Thomas H. Lee, II, Esqﬁire

Rachel Nosowsky, Esquire

DECHERT PRICE & RHOADS
ATTORNEYS FOR 4000 Bell Atlantic Tower
Newark Medical Associates, P.A. 1717 Arch Street

Philadelphia, PA 19103
(215) 994-4000

Perry D. Robinson, Esquire
WINSTON & STRAWN
1400 L Street, NW
Washington, DC 20005-3502
(202) 371-5797



UNITED STATES
NUCLEAR REGULATORY COMMISSION

In the Maiter of

NEWARK MEDICAL ASSOCIATES, P. A EA 97-308
Newark, New Jersey

VERIFICATION

I, Magdy Elamir, M.D., affirm that the statements set forth in the attached

Answer are trie and correct to the best of my knowledge, information and belief.

%ﬁgdy Elamir, M.D.
resident/Owner
Newark Medical Associates, P.A.

Subscribed and sworn to
before me thisg day /- ] 7N
of October 1997.

Date

Nota.ry Pubhc

ARTHIS AMEEN SHAREEF
NOTARY PUBLIC OF NEW JERSEY
MY COMMISSION EXPIRES JULY 15, 1899

0 4 LpC6190907 ON/TE- D1 18/19:91 L6 £ O (1HA) STYOHY 3 3D[Hd LHEHOAM WOHY



EXHIBIT A



Aharon Ben-Haim, Physicist
52 Watchung Avenue
Upper Montclair, NJ 07043
Tel: (201) 783-3638
Fax: (201) 783-8479
Pager: (800)906-2646

Dr. Magdy Elamir
Submitted in Person

February 15, 1996
PROPOSAL

We offer to obtain on your behalf in the shortest possible time your State and Federal
Material Licenses. At the same time, we will install your Hot Laboratory and establish the
necessary Radiation Health procedures. The Hot Lab will be equipped with the necessary -
Measurement and Calibration equipment and materials, Counters, Meters and Waste
Containers. We will prepare for State and NRC inspections.

We will assure continuous monitoring of the Laboratory in compliance with the
regulations of the Nuclear Regulatory Commission. We will train your staff, assist you in
staffing requirements, perform all equipment tests, such as Dose Calibrator constancy,
accuracy and linearity, assure that proper procedures are used in the handling of
radioactive material, etc.

Sincerely yours,

G Moo fo bt

Dr. Aharon Ben-Haim
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Aharon Ben-Haim, Physicist
52 Watchung Avenue
Upper Montclair, NJ 07043
Tel: (201) 783-3638
Fax: (201) 783-8479
Pager: (800)906-2646

Dr. Magdy Elamir February 20, 1996
Submitted in Person

QUOTATION/AGREEMENT

| am pleased to submit the following quotation:

1. For a comprehensive maintenance service contract for your Elscint 409 A SPECT
Gamma Camera, including physicist services, yearly $16,000.00, payable quarterly at the
beginning of each quarter. As a physicist, | will supervise your staff in all aspects related
to the safe use of radioisotopes.

2. For a Complete Refurbished Hot Laboratory Unit comprising:

1 Calibrated Dose Calibrator for syringes and multidose vials.

1 Calibrated Survey Meter for Area Surveys, provided with Timer/Scaler for dpm counting
(Wipe Tests)..

1 Lead glass shielded Dose Preparation Station.

1 Pair of Ustensil Prongs.

2 Syringe shields.

1 Desk top shielded syringe container.

1 Large shielded Waste Container.

Total price: $7,500.00.

Terms: 60% Down with Purchase Order.
50% at Installation.

3. For preparation of State and NRC licenses: $500.00. Due immediately.
By apposing your signature below on the right you are agreeing to my offer and its terms.

Sincerely yours, For Newark Medical Associates

@Dmnm Dr. Magdy Elamir ..~
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MEDICAL SERVICES AGREEMENT

THIS AGREEMENT entered into thisg day o= , 199
, by and between the University o Medicine and Dentistry
Ot Vew Jergey {"Universiiy") with offices at University
Heights, Adminioctration Complex #1, 30 Bexgen Screert,
Newarx, New Jersey 07107-3000 on 2ehalf o the UMDNI-New
Jetsey Medsical Schcol (*3chool") and Irwinglon MRI end

Affiliated MRI Centers, with offices at

, NJ (“Irviagteon”).

WHEREZS. Irvington desires the services ¢f experts in the

delivery of radiology services;

WHEREAS, the School througn its faculty in the Department

of Radiclsgy at the School possseses the expertise to

previde the requigite gerxrvices;

NOW THEREFORE, in oonsideration of the terms and
conditions coatained heraln the parties herets agree as

follows:



radiology

(3)

(r)

gervices:

intexrpretacion cf Irxvington's magnet i<
regonance imaging studies and other radiology
images Zfor four (4) houre per day, Monday
through Friday, excluding holidays and otherx
day® whan School does nct operata, sudject to

the following conditions:

tnat all mzgnesic rescnance images shall be
tranoported to School premises and resuzrned to
Irvington vy Irvington at Irvington's expense.

Reading and interpretation wi-l be done by

School on School premises.

that all other radiclogy images may either be
transported to School premises and retuyrned by
Irvington a" Irvington's expenge or
communicateu by electreaic means agreed upon
by the perties. The cost of installation,
vyintsnernce and  use of  such  electronic
communicatinn shail be berpe equally by the

patties.



{@) rthat all arrengements and expenses associated
with the transcription and wsigning of
z3dioclogy reports shall ke the scle

reepensibility of Izviagton.

(e} rchat 8chool shall provide timely reports of
irterpretation regults in writing or by
mlectronic means., depending an the
circumszances and the judggpent cf ~the

radiologisc.

2. oxigination of Radiolagy Images Irvingzcn and Schoo.
agree =hat School snall not provide radioclegy services
connectaed with images that are produced in Bayonne or
Jersey City, New Jersey and that Irvingecon will not
provide w¢ School any images for interpretation that
originazed in those lozations. School is contractually
obligated co exclusive provision of radiclogy services in

thoss _ceptions to anosther party.

3. Term Servicesg ana)] commence February 15, 1996 and

~

shi’® continue to and =hall be automatically renewed



anr. - lly thereafter, unless otherwige terminated pursuant

Lo o cticn 7/ herain o by mutual consent of the parties.

4. Eee Irvington agrees to pay the School according to
th. 21lawin~ sctNedule:

(a)

(b}

{c)

we

The cost t¢c School of salary and fringe
ceneficvs of qualified radiologist'e eervices
to be provided pursuant to this agreement,

which im wue fEirsc year following execution

shall be:

§97.000.09 ~ base salary,
521.340..00 - fringa bewafixa

$118,34C.08 - totmal fan.

Taes and meuznly payreang by Irvington
purguant t¢o this agreement shall be adjusted
by School annually o reflect salary earnd

£ringe benefit adjustmencs of School.

For each contract year Irvington agrees CO Pay



pPag2 §
t© the School each month one-tvelfth of .he
total fee pursuant to this section., vavabla no
later than che 15th day of each menth
following first performance of services.
Payment will be by check to the ordar of JMDNJ
- New Jersey Medical Sckool ard mailsd 'to:
Departmert of Radiology, UMDNJ - New
Jersey Medical Schocl, 185 South Orangs
Avenue, Nawark, NJ D7103-2714. Attn: Dr.

Stephen Baker, Chaic.

3.  Iodepeadenr Conrractor The University shall remair
- ;~-.-:'='--~1=uu. LtoucLraciLons BOr the zerm of this Agreemer.c.
Nothing cAntained harein shall be construed to make the

Inirersity in o wwloye: or agent of the IovingLoa.

5. Lianilicy Cowprngs roingsen skall be responaible
Chyougnout the duration of this Agreemanc and any
renewnls therecf, fcy maintaining a policy of insuvrance
providing for prolessional and general liability
insurance coverages of Irvington, its officers, employees,
and agents and School and its employeas wha provice
gervices pursuant to tiis agreement, subject £o limits of

ccverage of not less cthan $1,000,005/S3,000,000. A



Paoge €

eertificace of insurancea shall be provided to the
Tnivexy.ty naming the University as czruificate holder
and sdditicnal insurec as its jnterests appear under this

Agreement sgaid insurance shall be deemed primary

insuvsnce.

Tae Univereity shall provide for prcfessional and general
liabilicy coverage :ingsuring the University and icse
facuity. students and employeeg performing aetivities
undér this agreemenc througa a Program of Self-Insurance
Froviding limits of coverage of $1,00C,00C/$3,000,000 on
an occurrence type basie pursuant to N.J.5.A. 59:1-1 et
smg.. the State of New Jersey Tort Claims Act. The
University, upén request, shall Surnish documencation

certifying the funding mechanism of said Program.

7. Dafaulr In addition to any other rights in law or
in squity, an the event that either party defauitg in any
Zet.l I eardliion f C©ilr AgY(ensa . the non-defaulting
party miy Lerminatz chis Agreement upon 30 days wr. N

notice .

8. Termina-iop University and Irvington shall have che

right to tarminstes thle Adgieement upon Sixty (60) days



Page 7
vrior wxitten nweice wichout cause. In the event of any
termination pursuant to this Agreement, Univergity agrees
te Lorwaxd {0 rrvingion all work performed as of the date
2f mevwinanics and IYringtIn agiread to cmedilata payuat

a1
[

] faez wed 29T WNOUR pavfuitwd.

S. Nen gaiver The fallure of eizher party to insist on
strict performance c¢f any of the provisionas of this
Agrecemen” ahall -of ke ¢Tusti2d as a waiver of any other
‘default whether or not oI the sama or similar nature.

10. Errire Bgreemant The parsies agree that they are
not relying upon any promiges, understanding, warranties,
sircumstances, c<cnduct, Dnegotiatioms, mxpectaticns,
repregdentationsa oY Agreemants, oral Or written, 2xprese
or impiied, cther than those expressly set forth herein;
that this Agreement 15 complete integration and
conatitutes the entire agreement of the partles with
respect to the sublect matter hereof; that no amendments
or other modifications of the Agresmernt shall be valid
unlese in writing and signed by an authorized officer of

each party hereto; that this entire Agreemnent has been

bargained for and negotiated: and the parties nhave read,

understocd and approved thig Agreement in its enzirezy.
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2l. QGoverning Law This Agreement shall be governed by

the laws of zhe State of New Jersev.

12. Notices to ke sent purguaat tc this Agreement shall
be mailed, cextified. as follows:

If To Irvington:

If to Universizy: Sgnior Vice President for
Adwinistration & Finance
University of Mediz:rne aud
Dentistry of New Jersay
University Heights
€5 Bargen Streast,
Saite (41%
Newark, New Jersey (7107

Wich copiess << Chairman
Department of Radiolegy
Cniversity of Medicine and
Dancistyy of New Jergey
Ngw Jergey Medical School
135 South Orange Avenue
Nawark. New Jersey 07103

13 VWVaoccDiscriminatian The proovisicns of Sectlon 202 of
EZxecutive Ordar 11246 and Secticm £9-1.4. and 60-1.7, 6C-
1.8 of Chapter 6C of 41 Code of Tederal Reculationg, as
amended, pronibiting discrimination against any employee
er applicanc foxr employment because of race, coior,

religion. sex or national origin: S=z2ction 60-741.4 of
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Chapter 60 of 41 Code of Federal Regulations, a& amended,
prohibiting discrimination against any employee or
applican:t fer employment becausze of physical or mental
nandicap: and Saction €0-259.35 of Chapter §C cf 4L code
©f Federal Regulations, as amended, providing for the
employment of digsabled veterans ard veterans of the
Vietnam era, are hereby incerporated by reference t2> the
same extent and with the same ferce and effect ms it s

gset forth herein in full.



14. Y¥Naon Ceollusion

Both parties agree that no fee,

comnigsion, vorpenfatisn gift or gratuity was paid or

Tacszived wasards 4T the ¢’igita~ich ¢f Tl A reement,

in contravention to MLI.S.a 52:13D-13 et seq.

IN WITNESS WHEBREOF the pareties herste set thelr hané and

seal the Adatrtz fiyat above writcen.

FOR Ixrvingtern

DATE

FOR UNIVERSITY CF MEDLCINE
& DENTISTRY COF WEW JERSZY

-

Frederick J. Hammond, Jr.
Senior Vice Pregident for
adninlstration « Finance

DATE

Recommended By:

Ruy Lourenzo, M.D., Dean

DATE



UNITED STATES
NUCLEAR REGULATORY COMMISSION

In the Matter of

: Docket No. 030-34066
NEWARK MEDICAL ASSOCIATES, P.A. : License No. 29-30282-D1

Newark, New Jersey EA 97-308
In the Matter of

: IA 97-064
MAGDY ELAMIR, M.D. : 1A 97-070

Newark, New Jersey

NOTICE OF APPEARANCE

This is to notify the commission of the appearance of Thomas H. Lee, I,
Esquire and Rachel Nosowsky, Esquire of Dechert Price & Rhoads on behalf of Newark
Medical Associates and Dr. Magdy Elamir in the above-captioned matters pursuant to 10

C.F.R. § 2.713(b). The following information is provided in support of our appearance:

1. N~~=/Address/Telephone Number

Thomas H. Lee, II, Esquire
Rachel Nosowsky, Esquire
DECHERT PRICE & RHOADS
4000 Bell Atlantic Tower

1717 Arch Street

Philadelphia, PA 19103
215/994-2994

215/994-2649



2. Name/Address/Telephone of Persons on Whose Behalf We Appear:

Newark Medical Associates, P.A. Dr. Magdy Elamir
810 Broad Street c/o Newark Medical
Associates
Newark, NJ 07102 810 Broad Street
201-242-8400 Newark, NJ 07102
201-242-8400
3. Basis of Eligibility for Appeara~~-:

The Nuclear Regulatory Commission’s regulations permit individuals,
partnerships, corporations, and unincorporated associations to appear in an adjudication
by an attorney at law. 10 C.F.R. § 2.713(b). Mr. Lee and Ms. Nosowsky represent Dr.
Magdy Elamir and Newark Medical Associates, P.A. in the above-captioned actions, and

are attorneys in good standing admitted to practice in the following jurisdictions:

Mr. Lee:

Admitted in Massachusetts

Admitted in Pennsylvania

Admitted in the U.S.D.C., District of Massachusetts
Admitted in the U.S.D.C., Eastern District of Pennsylvania
Admitted in the U.S. Court of Appeals, First Circuit
Admitted in the United States Claims Court

Admitted in the U.S. Court of Appeals, Third Circuit

Ms. Nosowsky:

Admitted in Pennsylvania
Admitted in the U.S.D.C., Eastern District of Pennsylvania



4. Service i Thana Antinna:
Pursuant to 10 C.F.R. § 2.708(e), service on Newark Medical Associates,
P.A. and/or Dr. Magdy Elamir may be made on Mr. Lee and Ms. Nosowsky at their

address, listed in Section 1 above.

Respectfully submitted,

B R R R g

DECHERT PRICE & RHOADS
4000 Bell Atlantic Tower

1717 Arch Street

Philadelphia, PA 19103
215/994-40000

Dated: October 4, 1997



UNITED STATES OF AMERICA

NUCLEAR REGULATORY COMMISSION

In the Matter of:

NEWARK MEDICAL ASSOCIATES, P.A

Newark, New Jersey
And

MAGDY ELAMIR, M.D.
Newark, New Jersey

Notice is hereby given that the
matters. In accordance with 1

Name:

Address:

Telephone Number:

Admissions:

Name of Parties:

)

)
.)  DocketNo.  030-34066
) License No. 29-30282-D1
) EA97-308
)

)

)

)

IA 97-064
IA 97-070

NOTICE OF APPEARANCE

undersigned attorney herewith enters an appearance in the above-captioned
0 C.F.R. § 2.713(b), the following information is provided:

Perry D. Robinson

Winston & Strawn
1400 L Street, N.W.
Washington, D.C. 20005

(202) 371-5797

Admitted in Maryland
Admitted in the District of Columbia
Admitted in the U.S. Court of Appeals, District of Columbia Circuit

Newark Medical Associates, P.A.
Magdy Elamir, M.D.

550 Summit Avenue

Jersey City, NJ 07306

Perry D. Rébinson

Winston & Strawn

Counsel for Newark Medical Associates, P.A.
And

Magdy Elamir, M.D.

Dated at Washington, District of Columbia

this 2nd day of October, 1997



UNITED STATES
NUCLEAR REGULATORY COMMISSION

In the Matter of

MAGDY ELAMIR, M.D.
Newark, New Jersey

IA 97-064
IA 97-070

In the Matter of

NEWARK MEDICAL ASSOCIATES, P.A.

Newark, New Jersey

Docket No. 030-34086
License No. 29-30282-01
EA 97-308

CERTIFICATE OF SERVICE

I, Rachel Nosowsky, Esquire, certify that I caused to be served true and

correct copies of the foregoing Answer to Order Superseding Order Prohibiting

Involvement in NRC-Licensed Activities (Effective Immediately), Answer to Demand for

Information, Demand for Hearing and Request for Stay of All Proceedings, Request for

Stay of All Proceedings, and Entries of Appearance upon the following by FedEx (next

business day delivery):

Secretary
U.S. Nuclear Regulatory Commission

ATTN: Chief, Rulemaking and Adjudications

16th Floor, One White Flint North
11555 Rockville Pike
Rockville, MD 20852

Regional Administrator, Region I
U.S. Nuclear Regulatory Commission
475 Allendale Road
King of Prussia, PA 19406-1415

Secretary
U.S. Nuclear Regulatory Commission
ATTN: Docketing Service Branch
16th Floor, One White Flint North
11555 Rockville Pike
Rockville, MD 20852

Assistant General Counsel
for Hearings and Enforcement
U.S. Nuclear Regulatory Commission
15D3, One White Flint North
11555 Rockville Pike
Rockville, MD 20852




Director, Office of Enforcement
U.S. Nuclear Regulatory Commission
7H1, One White Flint North
11555 Rockville Pike
Rockville, MD 20852

Originals of each of these documents, except the Answer to Demand for

Information and accompanying Request for Stay of All Proceedings, were served on the
Secretary, ATTN: Chief, Rulemaking and Adjudications; the original Answer to Demand
for Information and accompanying Request for Stay of All Proceedings was served on the
Director, Office of Enforcement.

Rachel Nosowsky, Esquire

DECHERT PRICE & RHOADS

4000 Bell Atlantic Tower

1717 Arch Street

Philadelphia, PA 19103

(215) 994-2649

ATTORNEY FOR

Magdy Elamir, M.D.
Newark Medical Associates, P.A.

Dated: October 4, 1997



Consolidated Contracting Initiative

The CCI initiative emphasizes
developing, using, and sharing contract
resources to meet Agency objectives.

Single Process Intiative/Block Changes

The purpose of the Single Process - - -
Initiative/Block changes is to eliminate
duplicative highly-tailored or customer-
unique requirements from contacts and
adopt instead, a single process proposed
by the contractor.

Contractor Performance Assessment
Program

The Contractor Performance o
Assessment Program assesses the overall
performance of NASA's top contractors
across all of their major NASA - :
contracts.

Performance Based Contmcting

This initiative is focused on
structuring an acquisition around the
purpose of the work to be performed
instead of how the work is to be
performed or broad and imprecise
statements of work.

Electronic Contracting

NASA’s EC initiative is moving
procurement transactions from
traditional paper-based systems to
electronic processing whenever
possible. These transactions include
solicitation and award documents as
well as payment for our goods and
services.

Tom Luedtke,

Deputy Associate Administrator for
Procurement.

[FR Doc. 97-25100 Filed 8-19-97; 8:45 am]
BILLING CODE 7510-0

NATIONAL FOUNDATION ON THE
ARTS AND HUMANITIES

Board

AGENCY: National Endowment for the

ACTION: Notice.

SES Performance Revii

SI  IARY: Notice is hereby given of the .
names of members of the Performance
Review Board for the National v
Endowment for the Arts. This notice
supersedes all previous notices of the
PRB membership of the Agency.

DATES: September 22, 1997.

FOR FURTHER INFORMATION CONTACT:
Maxine C. Jefferson, Director of Human
Resources, National Endowment for the
Arts, 1100 Pennsylvania Avenue, N.W.,
Room 627, Washington, DC 20506, (202]
682-5405.

Mondav. Sentember 22. 1997 / Notices

JRMATION: Sec.

5) of Title 5, USC,
requires each agency to establish, in
accordance with regulations prescribed
by the Office of Personnel Management,
one or more SES Performance Review
Boards. The Board shall review and
evaluate the initial appraisal of a senior
executive’s performance by the
supervisor, along with any response by
the senior executive, and make
recommendations to the appointing
authorlty relative to the performance of
the senior executive.

The following persons have been :
selected to serve on the Performance
Review Board of the National
Endowment for the Arts:

Ana M. Steele, Deputy Chairman for

Management and Budget
Laurence M. Baden, Director of

Administration
Scott Shanklin Peterson, Deputy

Chairman for Grants and Partnership
Alfred B. Spellman, Jr., Director of

Officerof Guidelines and Panel

Operations
Maxine C. Jefferson, :

Director of Human Resources, NatJonal .
Endowment for the Arts.

. [FR Doc. 97-25062 Filed 9--19--97; 8:45 am]
- BILLING CODE 7536-01-M

NUCLEAR REGULATORY

COMMISSION
[1A 97-070]

-in the Matte| a 'E 1 a
New Jersey; r Superse( der
Prohibiting invoivement in N
Licer d Activitles (Effective
Immealately)

I

Magdy Elamir, M.D. (Dr. Elamir), is
the Owner/President of Newark Medical
Associates, P.A. (licensee). The licensee
holds Byproduct Nuclear Material
License No. 29-30282-01 (license)
issued by the Nuclear Regulatory
Commission (NRC or Commission)
pursuant to 10 CFR Part 30. The license -
authorizes possession and use of any
radlopharmaceutlcal identified in 10
CFR 35.200 for any imaging and -
localization procedure approved in 10
CFR 35.200. The license was originally
issued on September 25, 1996, and is
due to expire on September 30, 2001.

1 |

During a new license inspection
conducted on January 29, 1997, at the
licensee’s facility, several apparent
violations of NRC requirements were
identified. Subsequent to the inspection,
the NRC initiated an investigation

which led the NRC to issue to Dr.
Elamir, on July 31, 1997, an Order
Prohibiting Involvement in NRC
Licensed Activities (Effective. .
Immediately) Pending Further Order (62
FR 43360). That Order was issued
pending completion of the NRC staff
review of the results of the
investigation, which was conducted by
the NRC'’s Office of Investigations (OI).
The NRC staff’s review of the results of
the Ol investigation is now complete.

m

The OI investigation focused, in part,
on Dr. Elamir’s actions in causing the

- licensee to be in violation of NRC

requirements. The NRC learned during
the mvestigation that Dr. Elamir
transmitted an inaccurate license
application (NRC Form 313, dated
February 21, 1996) to the NRC. The
license application named Newark
Medical Associates as the prospective
licensee. The license application was
inaccurate in that it named Gerard W.
Moskowitz, M.D. (Dr. Moskowitz), as
the only authorized user and Radiation
Safety Officer (RSO) without Dr.
Moskowitz’s consent or knowledge, and
without Dr. Meskowitz’s ever having
been affiliated or associated with the
licensee. Dr. Moskowitz did not ever
perform the role of authorized user or
RSO at the licensee’s facility, and did
not become aware that he was listed on
the application and the license until
notified by the NRC on February 6,
1997, more than four months after the
license was originally issued. These
inaccurate statements in the license
application submitted by Dr. Elamir,
formed, in part, the basis for the
issuance of the license to Newark
Medical Associates.on September 25,
1996.

On October 17, 1996, Dr Elamir
notified the NRC by letter that Newark
Medical Associates was initiating
activities authorized by the license; and
during the period from November 1996
through February 6, 1997, Dr. Elamir, in
his capacity as president and owner of
Newark Medical Associates, caused and
permitted the licensee to conduct NRC-

-licensed activities even though he knew
. that the licensee did not employ the

authorized user or the RSO named in
the license application and,
subsequently, on the NRC license, and
that the named individual did not serve
in these capacities. Based on the results
of the OI investigation, the NRC has

- determined that Dr. Elamir’s actions

constitute violations of the
Commission’s requirements as follows:
A. 10 CFR 30.10(a)(2) requires, in
part, that any licensee or employee of a
license¢  y not deliberately submit to



the NRC information that the person:
submitting the information. knows:to. be
incomplete or inaccurate in some’: S
respect material to the NRC. . :
During a February 6, 1997 telephone :
conversation between Dr, Elamirand an_
NRC inspector, Dr  amir stated to the .-

NRC inspector that the Newark Medical.

Associates license was current w:

respect to the authorized user ana xS0 .
even though Dr. Elamir knew.that -

individual named on the license as the
authorized user and RSO was not .:.
performing those duties and was:not:. -
ever affiliated with the licensee in any
capacity. This inaccurate statement was
material because it had the ability to
influence an NRC inspection.. .

B. 10 CFR 30.10 (a)(1), (c)(l), and _
(c)(2) require, in part, that any licensee
or employee of a‘licensee not engage in’
deliberate misconduct that causes or;,
but for detection, would have caused a -
licensee to be in violation of: (1) Any.
rule, regulation, or order, or any term,
-~ondition, or limitation of any:license

sued by the Commission; or (2) any

2quirement, procedurs, instruction,
contract, purchase order or policy of a
licensee. .

1. 10 CFR 35.21 requires that a
licensee appoint a Radiation Safety
Officer responsible for implementing
the radiation safety program; and. - .
requires that the licensee, through the..
Radiation Safety Officer, ensurethat
radiation safety activities are being
performed in accordance with approved
procedures and regulatory requirements
in the daily operation of the licensee’s
byproduct material program.. .

10 CFR 35.13 requires that a licensee
apply for and receive a license
amendment before it changes Rad
Safety Officers.

Byproduct Material License No. 29—
3028201, Condition 12, dated

aptember 25, 1996 states that the
.1diation Safety Officer for this License

ion

-- 18 Gerard W. Moskowitz, M.D.

On October 17, 1996, Dr Elamir
notified the NRC by letter that Newark
Medical Associates was initiating -
activities authorized by the license; and,
during the period from November 1996
through February 6, 1997, Dr. Elamir
caused Newark Medical Associates to be
in violation of the requirements in
Section II1.B.1 above by deliberately
causing and permitting the licensee to
conduct licensed activities everi though
Dr. Elamir knew that the individual
designated as the RSO on the Newark
Medical Associates license-application
and subsequent license did not ever
serve as the Radiation Safety Officer
under that license and was not ever
affiliated with the licensee in any
capacity.

2. 10 CFR 35.11 (a) and {b) permit an
individual to use licensed material for
medical use only in accordance with a

¢ specific license issued by the -
Commission or under the supervision of

an authorized user as provided in 10
CFR 35.25.

-Byproduct Matenal License No. 29—
30282-01, dated September 25, 1996,
states in Condition 13 that licensed
material is only authorized for use by,
or under the supervision of, Gerard W.
Moskowitz, M.D.

On October 17, 1996, Dr Elamu'

. notified the NRC by letter that Newark

Medical Associates was initiating
activities authorized.by the license; and
during the period from November 1996
through February 6, 1997, Dr. Elamir
caused Newark Medical Associates to be
in violation of the requirements.in
Section II.B.2 above by deliberately
causing and permitting licensed
activities to be conducted by a

technologist who did not hold a specific .

license issued by the NRC and who was
not under the supervision of the
authorized user specified on the license.
Dr. Elamir knew that the individual
designatedas the only authorized user
on the Newark- Medical Associates .
license application and subsequent .
license did not ever serve as the
authorized user-under that license and
was not ever affiliated w1th the hcensee
in any capacity.

v

Based on the-above, the NRC staff has
concluded that Dr. Elamir deliberately
caused the licensee to be in violation of
NRC requirements by causing and
permitting the licensee to conduct
licensed activities in the absence of the
authorized user and RSO named on the
license application and on'the NRC
license. The NRC must be able to rely .
on the licensee and its employees to
comply with NRC requirements.
Consequently, I lack the requisite -+
reasonable.assurance that licensed -
activities.can be conducted in -
compliance with the Commission’s
requirements and that the health and
safety of the public, including patients
receiving radiation from byproduct
material for medical purposes, will be
protected if Dr. Elamir were permitted at
this time t6 be involved in NRC-licensed
activities. Therefore, the public health,
safety and interest require that Dr.
Elamir be prohibited from any
involvement in NRC-licensed activities
for a period of five years.-Furthermore,
pursuant to 10 CFR 2.202, I find that the
significance of Dr. Elamir’s conduct
described above is such that the public
health, safety and interest require that
this Order be immediately effective.

49537
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Accordingly, pursuant to sections 81,
161b, 161i, 1610, 182 and 186 of the
Atomic Energy Act of 1954, as amended,
and the Commission’s regulations in 10
CFR 2.202 and 10 CFR 30.10, Part 35,
and 10 CFR 150.20, It Is Hereby Ordered
That, Effective Immediately.

1. The Order of July 31, 1997, is
superseded, in its entirety.

2. Dr. Elamir is prohibited from
engaging in NRC-licensed activities for
a period of five years from July 31, 1997.
This prohibition applies to Dr. Elamir as
an officer, employee contractor,
consultant, or other agent of a licensee
and includes, but is not limited to: (1)°
Any use of NRC-licensed materials; (2)
supervising licensed activities,

.including {but not limited to) hiring of

individuals engaged in licensed
activities or directing or managing
individuals engaged in licensed
activities; (3) any involvement in
radiation safety activities including (but
not limited to) functions of the
Radiation Safety Officer; and (4)
development of license applications,
procedures, and policies to meet license
requirements, providing training to meet
license requirements, and providing
professional services to meet license
requirements. NRC-licensed activities
are those activities that are conducted
pursuant to a specific or general NRC
license, including, but not limited to,
those activities of Agreement State
licensees conducted in areas of NRC
jurisdiction pursuant to the authority
granted by 10 CFR 150.20.

3. If, as of July 31, 1997, Dr. Elamir
was involved in NRC-licensed activities
other than at Newark Medical
Associates, P.A., he'must: (1)
Immediately cease such activities; (2)
inform the NRC of the name, address
and telephone number of the NRC-
licensed -entity -or entities where the
activities are being conducted; and (3)
provide a copy of this order to all such
NRC-licensed entities.

4, For any entities, other than Newark
Medical Associates, P.A., where Dr.
Elamir was involved in NRC-licensed
activities for'the period beginning three
years prior to the date of this Order, Dr.
Elamir must, within 30 days of the date
of this Order, inform the NRC of the
name, address and telephone number of
the NRC-licensed entities where those
activities were conducted.

5. For the five years immediately
following the five year prohibition in
paragraph V.2 above; the first time that
Dr. Elamir is employed or involved in
NRC-licensed activities following the
five year prohibition, he shall notify the
Director, Office of Enforcement, at the






