Henry E. Schwartz LIL.C
S01 Dulaney Valiley ?E@a@ uite 400
Towson, Viaryland 21204
Phone: 410.938.8763 / Eﬁ ax: 4310.823.6017

henryeschwartzlic@yverizon.ne
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Febraary 27, 2004

YVIA OVERNIGHT MAIL
Douglas Terry, Zsquire

Food and Drug Administration
Cffice of the Chief Counsel
Mailcode GCF-

3600 Fishers Lane

Rockvilie, Mar fiam 20857

RE: in Re Korangy Radiology Associaies, ef ¢f
FDA Docket No. 2003H-0422

Dear Mr. Terry:

Enclosed please find the response of Respondunie to the wreaded Fisst Request for
Production of Documents in the above-veferonced case.  Ploase coniact mie with any questions.

Sincerely,
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oot Amile Korangy, M.D.

Dockets Management Bram‘ﬂ* (HEA-305)
Food and Drug Administraiion, Room 106
5630 Fishers Lane

Rockville, Maryland 20852
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UNITED STATES OF AMERICA
BE “ORE THE FOCD AND DRUC ADMINISTRATION
PARTMENT OF HEALTH AND HUMAN SERVICES

i the Mealter of +
KORANGY RADIOLOGY ASSCCIATES, P.AL, NISTRATIVE
Trading as BALTIMORE MAGING CENTERS i I‘ L INT FOR
A corporation, CHIL MONEY PENALTY
And FDA Docket 2003H-0432
AMILE A KORANGY, MLD.,
A individoal
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RESPONSE OF RESPONDENTS, KORANGY RADICGLOGY ASSOCIATES, P.A.,
T/A BALTIMORE IMAGING CENTERS, AND AMILE A, KORANGY, ML1b., TO
COMPLAINANTS FIRST REQUEST FOR PRODUCTION OF DOCUME, NAQ

Mow come Regpondeats, Korangy Radiclogy Associaies, P.A., t/e Baltimois
imaging Centers (“bﬁ‘“} and Amile A i@mng;@ MU (D, Korangy™), by their
attorneys, Henry E. Schwartz, and Henry B, Schwarlz LLC, and respond o the
Compiainant’s First Request for Production ‘f le anents, as zmended by mutval
agreement of the parma in the above-captioned matier, as sci {orth below. All responses

are app:icable to both Respondents, unless specific g? indicated to the contrary.

Request #1:  The following documents are herswith produice

1. Stock Purchase Agreement.
2. Resignation of Joseph J. Wilyk, M.D,

3. Resignation of Francis A. Goad, M.ID.

5

4, ‘nformal Action o tockhoelders end Soard of Directors of Drs. Wityk,

4

fthe Sto
oad, ¥erengy & Asscciates, PLA.

Reguest #2: No documenis are required [o be produced at this time.
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Reguest #3;  The following documents are herewith produced:
. Employment Agrsement of September 20, 1998,

Request #4: No documents are required to be produced al this lime.



Reguesi #5:  There are no documents i the possession of Respondents at the current

L7

time that are mszpom ive io this request.

Reguest #6:  There are noc cocuments in the possession of Respondents at the curvent
time that are responsivs to this request.

ﬁ@qmw #7: There are no documents in the possession of R a,pm}d@ms at the current
time that are responsive to this request, other than the docurnery attached hereis as

responsive o Request #3.
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Request #&: The following documens are hercwith produced:

k!

Request #9: The following documents are herewiih produced:

1. FDA Certification (Expiration Date: November 22, 2005

2. See documents altached nhereto as responsive 1o Roquest #8.
Request #10: There are no documents in the possession of Resoondents 1 the current
time that are responsive to this request, other thaa the documents attached horeto as
responsive to Kequest #13.

Requesi #11: There are no documents in the possession of Zespondents at the current
time that are responsive 1o this request.

Reguest #12: The following documents are herewith produced:

. Baltimore Imaging Centers - Calendar Year 2003 Caarges and Keceipts.

Requesi #13: The following documents arc herewith produced:
1. 2003 Mammography Profit/Loss Statement.

7. Wor Sheet

r‘w

:the current
o the FDAs

Regquest #1i4: There are no documents n the possession of Respondent
time mesting th ¢ requested description, other than documents obtained I
website, and the following documents ostained from the FDA:

bty

i. FDA letter of April 1, 200Z.



2. DA tetter of May 1, 2002,
Reguest #‘xﬁ 5: Except as noted bel ovvg there are no covuments ia the possession of
Respordenis at the current time meeling the requested descripiion, other than such

docume ;Lts as have been provided in res g} nse to the previons production requests, and
such documents as Respondents anticipate will be admitted under “adrninisirative
notice,” such as the Mammography Act, (s implementing regu_ations, and its legisiaiive
history:

o o

. Documenis relating to the purchase of new mamumogeaphy equipment.

Respondenis will supplernent these responses at such time as additional evidence comes

into the possession of R fp ondents,

Submitied on behalf of Respondents, by: L,
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Herry B, ;«:3 hwartz

Hepry B, Sehwartz LLC
}0% me 163‘}/ Y &ism Road, Satle 400




