


. 
SAMPtE NO 

. AFFIDAVIT 

STATE OF COUNTY OF 

Maryland P ’ Baltimore w 

Before me, Elizabeth A. Laudig, an employee of the Department of Health and Human Services, Food and Drug Administration, 
designated by the Secretary, under authority of the Act of January 31, 192543 Statutes at Large 803; Reorganization Plan No. IV, 
Sets. 12-15, effective June 30, 1940; Reorganization Plan No. 1 of 1953, Sets. l-9, effective April 11, 1953; and P.L. 96-88, Sec. 
509, 93 Statutes at Large 965 (20 U.S.C. 3508) effective May 4.1980; to administer or take oaths, affirmations, and affidavits, 
personally appeared Barry J. Henderson, J.D. in the county and State aforesaid, who, being duly sworn, deposes and says: 

I am Barry J. Henderson, Vice President of Baltimor 
located at 724 Maiden Choice Lane, Suite 102-103 
110957. I have knowledge of mammography 

Centers. There are eight Baltimore Imaging sites but my office is 

On 08/08,08/l 2, 8/14, 8/21, 8/22/2002 either Consumer Safety Officers Elizabeth A. Laudig, Barbara A. Gullick, or Walter L. Fava 
of the Baltimore District office of the Food and Drug Administration collected from this office copies of mammography report for 
mammograms taken by the Baltimore Imaging Center site located at 724 Maiden Choice Lane, Suite 102- 103, Catonsville, Maryland 
21228 from May ($2002 to July 29,2002. The reports represent mammography films taken by Baltimore Imaging Centers and read 
by Radiologists Amile A. Korangy, M.D., Robert J. Hage, D.O., and Irfan S. Shafique, M.D. Copies of the following mammography 
reports were supplied to CSOs Laudig, Gullick, and Fava: 

I Exam Date Patient Initials 

L.M.B. 

D.E.L. 
A.H.S. 

M.W.J. 

A.H.N. 
O.M.K. 

M.E.H. 

Lane, Suite 102- 103, 

Employee of lhe Depammtt of Health and Human setwces designated under Act of January 3 1, 1925, Rewganrzation Plan JY effective June 30. 1940; Reorganrzation Plan No. I of 1953. 
efffdive April J 1. 1953; and P L. 96-88 efktive May 4. 1980. 
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P  

31 ,  1 9 2 5 ,  Reo& i z a t i o n  I E m p l o y e e  of  t he  D e p a r 0 m n t  of  Hea l t h  a n d  H u m a n  serv ices d es i g na t e d  u n d e r  AC I  of  Janua r y  
effect ive Ap r i l  1  I. 1 9 5 3 ,  a n d  P.L .  9 6 . 8 8  effect ive M a y  4 . 1980 .  

P l a n  IV  efkct ive 

1  
F O R M  F D A  4 6 3 a  ( 4183 )  P R E V I O U S  E D I T O N S  A R E  O B S O L E T E  

AFFIDAVIT  
S A M P L E  NO.  

S T A T E  O F  . 
Mary la r i d  

C O U N T Y  O F  
Ba l t imo re  

Be f o r e  me ,  E l i zabe th  A . Laud i g ,  a n  e m p l o y e e  of  t he  Depa r tmen t  o f  Hea l t h  a n d  H u m a n  Se rv ices ,  F o o d  a n d  D r u g  Admin is t ra t i on ,  
d e s i g n a t e d  b y  t he  Sec re ta ry ,  u n d e r  au tho r i t y  o f  t he  Act  o f  J a n u a r y  31 ,  1 9 2 5 , 4 3  S tatutes at  L a r g e  8 0 3 ;  Reo r g an i z a t i o n  P l a n  No .  IV , 
Sets .  1 2 - 1 5 ,  ef fect ive J u n e  30 ,  1 9 4 0 ;  Reo r g an i z a t i o n  P l a n  No .  1  o f  1 9 5 3 ,  Sets .  I-Q , ef fect ive Ap r i l  1 1 ,  1 9 5 3 ;  a n d  P .L. 9 6 - 8 8 ,  Sec .  
5 0 9 , 9 3  S tatutes at  L a r g e  9 6 5  ( 2 0  USC .  3 5 0 8 )  ef fect ive M a y  4,  2 9 8 0 ;  to  adm in i s t e r  o r  t ake  oa ths ,  a f f i rmat ions,  a n d  aff idavi ts, 
p e r sona l l y  a p p e a r e d  Ba r r y  J. Hende r son ,  J.D. i n  t he  coun ty  a n d  S tate  a fo resa i d ,  who ,  b e i n g  du l y  swo rn ,  d e p o s e s  a n d  says:  

E x a m  Da te  P a t ient Init ials 

O Y  1 3 1 2 0 0 2  D.M.K.  
0 5 1 1 3 / 2 0 0 2  B .C.K. 
05/ l  3 / 2 002  R.L.F. 
05/ l  3 1 2 0 0 2  C.B.O.  
05 / 14 / 2002  S .D.J. 
05/ l  4 / 2 002  I.M .K . 
05/ l  4 1 2 0 0 2  T.A.H. 
05 / 14 / 2002  A .Y .K . 
05 f  1 4 f 2 002  N.W.S.  
05/I  5 1 2 0 0 2  C.J.S. 
05/ l  5 1 2 0 0 2  L.B.  
05/ l  9 2 0 0 2  D.B.W. 
05/I  5 1 2 0 0 2  6.M.S.  
05/ l  5 1 2 0 0 2  M .E .S . 
05/ l  5 f 2 002  M .M .M . 
05/ l  6 1 2 0 0 2  G .F. 
05/ l  c d 2 0 0 2  S .A .R. 
05/ l  6 1 2 0 0 2  A .L.H. 
05/ l  7 / 2 002  C.J.B. 
05 / 17 / 2002  S .E .Q . 
05/I  7 1 2 0 0 2  C.S. 
05/ l  7 1 2 0 0 2  S .B .G . 
05 / 17 / 2002  B .L. 
05/ l  7 / 2 002  G .T.B. 
05/ l  7 1 2 0 0 2  D.M.S.  
05/ l  7 / 2 002  F.C.S. 
05 / 20 / 2002  H.V.M. 
05 / 20 / 2002  C.H. Ba l t imo re  Im a g i n g  Cen te r  
05 / 20 / 2002  J.K. Ba l t imore ,  Ma r y l a nd  

05 / 20 / 2002  D.R. 
F E I # 1 0 0 0 5 1 2 4 1 7 C F N  1 1 2 4 0 2 8  

05 / 20 / 2002  G .E .B . 
A t tachment&  o f2  a  

P a g e  8 l 2~~3 ,9 / 5 , 916 /2002  8/8,8/ 12 ,  8/M, 8 1 2  I, 
0 5 / 20 / 2002  A .D. E A L  B A G  W L F  
05 / 20 / 2002  I.B .T. 

AFF IANT’S  S I G N A T U R E  A N D  T ITLE  

- ULCZ -  f $sE5*  

F IRM’S  N A M E & @ % % D D R E S S  (‘nc l u d e  ZJP  C o &  
Ba l t imo re  Imag i n g  cente rs  
7 2 4  M a i d e n  Cho i ce  Lane ,  Su i t e  1 0 2 -  103 ,  Catonsv i l le ,  Ma r y l a nd  2  1 2 2 8  

Subsc r i b e d  a n d  s w o r n  to  b e f o r e  m e  at  Catonsv i l i e ,  Mary l a nd  th is 3 r d  d ay  of  S e p tember ,  2002 .  

J u n e  3 0 , 1 94O ;  R  P l a n  No .  

J 
P A G E  2  O F  8  P A G E S  



SAMPLE NO 
. AFFIDAVIT 

STATE OF 
Maryland - ’ 

COUNTY OF 
Baltimore i 

Before me, Elizabeth A. Laudig, an employee of the Department of Health and Human Services, Food and Drug Administration, 
designated by the Secretary, under authority of the Act of January 31, 192543 Statutes at Large 803; Reorganizat ion Plan No. IV, 
Sets. 12-15, effective June 30, 1940; Reorganizat ion Plan No. 1 of 1953, Sets. 1-9, effective April II, 1953; and P.L. 96-88, Sec. 
509, 93 Statutes at Large 965 (20 USC. 3508) effective May 4, 1980; to administer or take oaths, affirmations, and affidavits, 
personal ly appeared Barry J Henderson, J.D. in the county and State aforesaid, who, being duly sworn, deposes and says: p 

Exam Date Patient Initials 

OS/2 l/2002 D.J.M. 
0512 l/2002 R.H. 
05/2 112002 R.E. 
05/2 Ii2002 G.T. 
0512 l/2002 I.W. 
0512 l/2002 R.S. 
0512 l/2002 R.M.A. 
05/22/2002 M.V. 
05/22/2002 A.O.M. , 
05/22/2002 M.C. 
05/22/2002 S.L.W. 
05/22/2002 T.M.2: 
05/22/2002 M.E.D. 
05/22/2002 A.R.K. 
05/22/2002 M.W. 
05/22/2002 N.L.M. 
05/22/2002 B.R. 
NO EXAM DATE LISTED, REPORT DATE 05/24/2002 PATLENT INITIALS L.S.R. 
05/23/2002 M.E.H. 
05/23/2002 H.L.S. 
05/23/2002 D.G.D. 
05/23/2002 M.V.F. 
05/23/2002 M.L.J. 
05/23/2002 E.M. I 
05/23/2002 D.J.R. 
05/24/2002 A.E.J. 
05/24/2002 M.B. 
05/24/2002 M.C. 
05/24/2002 D.P. 
05/28/2002 R.C.H. 
05/28/2002 E.L.W. 
05/28/2002 S.L.C. 
05/28/2002 C.L.R. 

Baltimore Imaging Center 
Baltimore, Maryland 

EAL BAG WLF 
05/28/2002 M.C.L. 

AFFIANTS SIGNATURE AND TITLE 

FIRM’S NAME d$46 ADDRESS (Include ZIP Code) 
Baltimore Imaging Centers 
724 Maiden Choice Lane, Suite’1 02- 103, Catonsville, Maryland 2 1228 

Subscr ibed and sworn to before me at Catonsvil le, Maryland this 3rd day of September 2002. 

I Employee of Ik mpam,ent of Health and Human services desigsaled under Acl of January 31, 192J; Reorgaoi~&~~ PIan IV effective June 39 1940; Reorganizatjm~ Plan WJ J of 1953, 
efkhve April Il. 1953. and P.L. 96-88 effeclive May 4, 1980. 

I 
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SAMPLE NO 
e AFFlDAVlT 

STATE OF . COUNN OF 

* Maryland Baltimore 

:. -_ Before me, Elizabeth A. Laud&. an employee of the Department of Heaith and Human Services, Food and Drug Administration, 
‘. designated by the Secretary, under authority of the Act of January 31, 1925.43 Statutes at Large 803; Reorganization Plan No. IV, 

Sets. 12-15, effective June 30, 1940; Reorganization Plan No. 1 of 1953, Sets. l-9, effective April 11, 1953; and P.L. 96-88, Sec. 
509,93 Statutes at Large 965 (20 U.S.C. 3508), effective May 4, 1980; to administer or take oaths, affirmations, and afidavits, 
personally appeared Barry J. Henderson, J.D. in the county and State aforesaid, who, being duly sworn, deposes and says: 
Exam Date Patient Initials 

05/28/2002 C.R.D. 
05/29/2002 P.L.L. 
05/29/2002 M.K.G. 
05/29/2002 D.V.M. 
05/30/2002 W.M. 
05/30/2002 B.L. 
05/30/2002 S.J.L. 
05/30/2002 A.L.P. 
05/30/2002 E.C.S. 
0513 Ii2002 G.D. 
OY3 l/2002 S.A.S. 
0513 I /2002 P.E.P. 
05/31/2002 B.L.P. 
06/03/2002 J.A. 
06/03/2002 R.W.H. 
06lO3/2002 A.L.H. 
06/03/2002 B.A.H. 
06/04/2002 L.C.G. 
06/04/2002 B.J. 
06/04/2002 B.C.E. 
06/04/2#02 E.V.B. 
06lO5/2002 M.A. 
06/05/2002 E.K.M. 
06/05/2002 M.S.B. 
06/06/2002 B.D. 
06/06/2002 E.D.B. 
06/06/2002 K.H. 
06/06/2002 M.S. 
06/06/2002 M.R.B. 
06fO7/2002 C.D. 
06/O-J/2002 J.L.S. 
06/07/2002 M.M.S. 
06/01/2002 E.R.R 
06/07/2002 S.D.F. 
06/07/2002 V.M.N. 

Baltimore Imaging Center 
Baltimore, Maryland 
~~;#JN$l;;~? ;~ll24ol240~ 

8/8,8/12, 8114, 8121, 8/22,9/3, 9~5,9/6/2002 
EAL BAG WLF 

AFFIANT’S SIGNATURE AND TITLE 

* tica b4%H-h 

FIRM’S NAME ANDADDRESS (b&de ZIP Code) 
Bahimore Imaging Centers 
724 Maiden Choice Lane, Suite 102- 103, Catonsville, Maryland 2 1228 

Subscribed and sworn to before me at Catonsville, Maryland this 3rd day of September 2002. 

Employee or the Deparbment of Health and Human services designated under Act of January 3 1. 192 
elktive April 11, 1953, and P.L. 9688 efkctive May 4, 1980. 

organization Plan IV effective June 30, !940; Reorg ation Plan No. 1 of 1953, 

I 
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3/3Pm-LC I”” 

e AFFIDAVIT 

STATE OF . COUNTYOF 

. Maryland L Baltimore 

Before me, Elizabctb A. Laudig, an employee of the Department of Health and Human Services, Food and Drug Administration, 
designated by the Secretary, under authority of the Act of January 31, 1925,43 Statutes at Large 803; Reorganization Plan No. IV, 
Sets. 12-15, effective June 30, 1940; Reorganization Plan No. 1 of 1953, Sets. 1-9, effective April 11, 1953; and P.L. 96-88, Sec. 
509, 93 Statutes at Large 965 (20 U.S.C. 3508) effective May 4,198O; to,administer or take oaths, affirmations, and atfidavits, 
personally appeared Barry J. Henderson, J.D. in the county and State aforesaid, who, being duly sworn, deposes and says: 

Exam Date Patient Initials 

06/ lOl2002 
06/ IO/2002 
06/I 012002 
06/l l/2002 
06/l l/2002 
06/I l/2002 
06/ 1212002 
06/l 312002 
06/S 312002 
06/l 3J2002 
06/l 312002 
06/l 312002 
06/13/2002 
06/ 1712002 
06/17/2002 
06/17/2002 
06/17/2002 
06119/2002 
06/19/2002 
06/19/2002 
06/l 912002 
06/20/2002 
06/20/2002 
06l2Ot2002 
0612012002 
06/20/2002 
0612 112002 
06/24/2002 
06/24/2002 
06/24/2002 
06/24/2002 
06/24/2002 
06/24/2002 
06/24/2002 

Q.E.S. 
E.R.B. 
J.S.O. 
B.A.H. 
C.O. 
K.Z. 
B.A.H. 
E.H.M. 
L.L.L. 
D.R. 
C.M.M. 
P.L.D. 
M.J.L. 
X.A.L. 
D.E.S. 
M.R.S. 
M.O.Y. 
C.E.W. 
K.M. 
J.L.P. 
P.E.P. 
B.S.A. 
P.E.Y. 
W.J.F. 
A.H. 
K.L.M. 
L.L.G. 
M.E.M. 
H.M.A. 
E.C.A. 

Baltimore Imaging Center 
Baltimore, Marvland 

J.K.H. 
H.M.A. 
A.W. 
P.K. EAL BAG WLF 

AFFIANT’S SIGNATURE AND TITLE 

- Ore f-s 

FIRM’S NAME AND RESS (Include ZIP Code) 

724 Maiden Choice Lane, Suite 102-103, Catonsville, Maryland 21228 

Subscribed and sworn to before me at Catonsville, Maryland this 3rd day of September, 2002. 

Employee of the Depamenl of Health and Human senkes designaled under Act of January 31, 1925, Reorganization Ptan IV effective lune 30, 1940; Reorganization Plan No. 1 of 1953, 
effectjve April 1 I, 1953; and P.L. 96-88 effective May 4, 1980. 
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d 

AFFIDAVIT 
SAMPLE NO. 

r 
STATE OF . COUNTY OF 
Maryland *” + Baltimore 

Before me, Elizabeth A. Laudig, an employee of the Department of Health and Human Services, Food and Drug Administration, 
designated by the Secretary, under authority of the Act of January 31, 1925.43 Statutes at Large 803; Reorganization Plan No. tV, 
Sets. 12-15, effective June 30, 1940; Reorganization Plan No. 1 of 1953, Sets. 1-9, effective April 1 I, 1953; and P.L. 96-88, Sec. 
509, 93 Statutes at Large 965 (20 U.S.C. 3508), effective May 4,198O; to administer or take oaths, affirmations, and affidavits, 
personally appeared Barry J. Henderson, J.D. in the county and State afdresaid; who, being duly sworn, deposes and says: 
Exam Date Patient Initials 

06/24/2002 
06J24J2002 
06/24/2002 
06l25J2002 
06J25/2002 
06J25l2002 
06125J2002 
06/25/2002 
06/25/2002 
06J25J2002 
06/25/2002 
06/26/2002 
06/26/2002 
06J26J2002 
06J26J2002 
06J26J2002 
06/26/2002 
06J27J2002 
07JO5J2002 
07JO5J2002 
07/05/2002 
07JO6J2002 
07/11/2002 
07/17/2002 
07/17/2002 
07/17/2002 
07/17/2002 
07/17/2002 
07/17/2002 
07/17/2002 
0?/17f2002 
07/17/2002 
07/17/2002 
07/19/2002 
07J2OJ2002 

H.M.F. 
E.M.H. 
C.L.H. 
E.G.V. 
E.N. 
M.M.R. 
I.A.R. 
V.E.L. 
D.L.K. 
R.M.D. 
S.F.P. 
F.M. 
P.R.H. 
D.M.A. 
L.E.W. ’ 
J.A. 
M.J.J.G. 
L.D.B. 
H.S.S. 
V.D.B. 
G.A.P. 
M.M.C. 
D.G.T. 
L.J.J. 
D.J.W. 
L.W. 
P.P.L. 
D.R.F. 
S.M.B. 
O.M.J. 
L.B. 
B.H. 
O.M.J. 
C.P. 
A.R.L. 

Baltimore Imaging Center 
Baltimore, Maryland 
FEI%I~myitgl y3wl&yo$2 

gig, g/I 2, 8114,812 I, 8/22,9/3,9/5,9&j/2002 
EAL BAG WLF 

AFFIANT’S SIGNATURE AND TITLE 

FIRM’S NAME AND ADDRESS (Include ZIP Code) 
Baltimore Imaging Centers 
724 Maiden Choice Lane, Suite IO2- 103, Catonsville, Maryland 2 I228 

Subscribed and sworn to before me at Catonsville, Maryland this 3rd day of September 2002. 

Employee of the Department of Health and Human services designated under Act of January 31, 1925, 
effective Apni Il. 1953; and P L 96-88 elktive May 4. 1980. 

rganization Plan IV effective June 30. 1940; Reorganize Plan No. 1 of 1953, 

L 
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AFFIDAVIT 
CAMI-Lt NV.  

STATE OF - 
Marylaiva 

COUNTY OF 
Baltimore 

Before me, Elizabeth A. Laudig, an employee of the Department of Health and Human Services, Food and Drug Administration, 
designated by the Secretary, under authority of the Act of January 31, 1925.43 Statutes at Large 803; Reorganization Plan No. IV, 
Sets. 12-15, effective June 30, 1940; Reorganization Plan No. I of 1953, Sets. I-9, effective April 11. 1953; and P.L. 96-88, Sec. 
509, 93 Statutes at Large 965 (20 U.S.C. 3508), effective May 4, 1980; to administer or take oaths, affirmations, and affidavits, 
personally appeared Barry J. Henderson, J.D. in the county and State aforesaid, who, being duly sworn, deposes and says: 
Exam Date Patient Initials 

07/20/2002 D.M. 
07/20/2002 C.M.R. 
07/20/2002 L.M.H.C. 
07123/2002 

107/24/2002 
Q.E.S. 
G.A.P. 

‘07/24/2002 L.L.M. 
07/24/2002 G.A.P. 

'07/24/2002 J.M. 

~07/24/2002 G.W.P. 
i07/24/2002 J.B.S. 
07/24/2002 H.R.D. 
O'Jl24l2002 H.R.D. 
0712412002 A.M.B. 
07/24/2002 V.J.B. 
0712412002 H.W. 
07/24/2002 J.C.S. 
07/26/2002 W.R.T. 
07/27/2002 C.K.S. 
07/27/2002 C.M.D. 
07/27/2002 B.A.R. 
07/27/2002 A.R. 

Baltimore Imaging Center 
Baltimore, Maryland 
f-EI#1000512417 CFN 1124028 
Attachment& Page lofx 
a/8,8/12, 8114, 8121, 8122, 913, 9/s, 9/6/2002 
EAL BAG WLF 

I 
p’“p q-v 9lRd 

also furnished to CSO Laudig a one page phantom control chart documenting weekly phantom control testing results from 
01/04/2002 to 6/30/2002. The chart is described in part as follows: “ PHANTOM CONTROL CHART DEPARTMENT OF 
DIAGNOSTIC RAD OLOGY***Jan***2002 

HOA @ Q  G%- 
***Mammography Quality Control Manual***171” 

I alsc?timished to CSO Laudig four pages documenting daily processor testing &om 04/01/2002 to 06/28/2002 and a single page 
crossover worksheet. The processor control charts are described in part as follows” X-RAY PROCESSING CONTROL CHART 
DEPARTMENT OF DIAGNOSTIC RADIOLOGY ***Mammography Quality Control Manual * ** 158” The crossover worksheet is 
described in a as follows: “CROSSOVER WORKSHEET***5-3-02***” 

Q?1 4 OL 
i als&umished to CSO Laudig a copy of our facility’s Certified Mammography Facility certificate for my firm located at 724 
Maiden Choice Lane, Baltimore, Maryland 21228. The certificate is described in part as follows:” FDA CERTIFIED 
MAMMOGRAPHY FACILITY ***Drs. Wityk, Goad, Korangy and Associates 724 Maiden Choice Lane Suite 102 Baltimore, 
Maryland 21228***Facility ID Number: 110957***Expiration Date: May 6,2002***FORM FDA 3204A***” 

AFFIANTS SIGNATURE AND TITLE 

FIRM’S NAME AND ADDRESS llnclude ZIP c$#:, 
Baltimore Imaging Centers 
724 Maiden Choice Lane, Suite 102-l 03, Catonsville, Maryland 2 1228 

Subscribed and sworn to before me at Catonsville, Maryland this 3rd day of September 2002. 

’ Employee of the Department of Health and Human services designated under Act of January 3 1, 192 / , Reorganization Plan IV effective June 30, 1940; R&aoization Plan No I of 1953, 
effective April 11.1953, and P.I. 9&88 elktive May 4. 1980 

FORM FDA 463a (4/83) PREVIOUS EDITONS ARE OBSOLETE PAGE 7 OF 8 PAGES 



‘ 

?  

7  I 

AFFIDAVIT  
S A M P L E  NO.  

S T A T E  O F  . * 

Ma r y l a n d  n + . 
C O U N T Y  O F  
B a ltim o r e  

-  

Be f o r e  me ,  E l i z abe th  A . L a ud i g ,  a n  e m p l o y e e  of  t he  Depa r tmen t  o f  t - tea l th  a n d  H u m a n  Se rv ices ,  F o o d  a n d  D r u g  Admin is t ra t i on ,  
d e s i g n a t e d  b y  t he  Sec re ta ry ,  u n d e r  au tho r i t y  o f  t he  Act  o f  J a n u a r y  31 ,  1 9 2 5 , 4 3  S tatutes at  L a r g e  8 0 3 ;  Reo r g an i z a t i o n  P l a n  No .  IV , 
Sets .  1 2 - 1 5 ,  ef fect ive J u n e  30 ,  1 9 4 0 ;  Reo r g an i z a t i o n  P l a n  No .  1  o f  1 9 5 3 ,  Sets .  1 - 9 ,  ef fect ive Ap r i l  1 1 ,  1 9 5 3 ;  a n d  P .L. 9 6 - 8 8 ,  Sec .  
5 0 9 , 9 3  S tatutes at  L a r g e  9 6 5  ( 2 0  U.S.C.  3 5 0 8 ) ,  ef fect ive M a y  4 . 1 980 ;  to  adm in i s t e r  o r  t ake  oa ths ,  a f f i rmat ions,  a n d  aff idavi ts, 
p e r sona l l y  a p p e a r e d  Ba r r y  J. H e n d e r s o n , J.D. 

, w p y a a + 5 ’0 ~  
i n  t he  coun ty  a n d  S tate  a fo resa i d ,  who ,  b e i n g  du l y  swo rn ,  d e p o s e s  a n d  says:  

I a l so  fu r n i s h ed  to  C S O  L a u d i g  a  m a m m o g r a p h y  p a tie n t l o g  hs t i ng  a l l  m a m m q g r a p h y  p a tie n ts e x a m i n e d  f r om 4 /2 9 /2 0 0 2  to  
7 /2 7 /2 0 0 2 . T h e  p a tie n t l o g  is 1 6  p a g e s  l o n g  a n d  i nc l udes  p a tie n t n a m e , e x a m  d a te , p a tie n t d o c to r , stu d y , a n d  th e  i n te rp re t i ng  
rad io log is t’s init ials. 

1  sta te d  to  C S O s  L a u d i g  a n d  G u ll ick th a t w e  r ece i ved  a  letter f r om th e  A C R  a b o u t th e  fac ihty’s acc red i ta t i on  sta tus  b u t I d i d  n o t 
be l i e ve  th a t th e  letter a sked  us  to  sto p  p e r fo r m i n g  m a m m o g r a p h y . I d o  n o t d e n y  tak i n g  films  b u t th e  letter was  u n c l e a g m  
>  

. . ‘6 a d  to  c ease  p e r fo r m i n g  
T h e  A C R  letter sa i d  th a t w e  r e c o m m e n d  y o u  n o t . . . .The  letter d i d  n o t c lear ly  sta te  th a t w e  

m a m m o g r a p h y . W e  h a d  a  d e b a te  a b o u t th e  letter a n d  d e c i d e d  th a t o u r  p ic tu res w e r e  a ccep ta b l e  a n d  it was  
n o t fa i r  to  o u r  p a tie n ts to  h a v e  th e m  wai t  a n o th e r  3  m o n ths  fo r  a n  e x a m . I d i d  n o t s e e  th e  F D A  den i a l  let ter d a te d  M a y  I,2 0 0 2  
s i g n ed  by  C A F T  J o h n  L . M c C r o h a n . T h e  letter was  s i g n ed  fo r  by  “So r r i e r ” w h o  is a  te c h  th a t wo rks  h e r e . 

Ba l t imo re  Im a g i n g  Cen te r  
Ba l t imore .  M a w l a n d  

8/8,8/12,  8 /14 ,8 /21 )  8 /22 ,9 t3 ,9 t5 ,9m2002  
E A L  B A G  W L F  

Af  F IANT’S  S I G N A T U R E  A N D  T ITLE  

/ 
F IRM’S  N A M E  A N D  A D D R E S S  ( Inc lude  U @ & )  
B a ltim o r e  imag i n g  C e n te rs  
7 2 4  M a i d e n  Cho i c e  L a n e , S u ite  1 02 - l  0 3 , C a tonsvi l le ,  Ma r y l a n d  2 1 2 2 8  

Subsc r i b e d  a n d  s w o r n  to  b e f o r e  m e  at  Catonsv i l l e ,  Ma r y l a n d  th is 3 r d  d a y  of  S e p t e m b e r  2 0 0 2 .  

I E m p l o y e e  of  t he  Depa r tmen t  of  Hea l t h  a n d  H u m a n  sewms  des i g na t e d  u n d e r  Act  of  Janua r y  3  1,  1 9 2 5 ,  Reo r gan i z a t i o n  P l a n  IV  30 . 1940 ;  Reo r gan i z a t i o n  P l a n  No .  1  of  1 9 5 3 ,  
effect ive Ap r i l  11 ,  1 9 5 3 ;  a n d  P.L .  9 6 - 8 8  effect ive M a y  4 , 1 98O .  

F O R M  F D A  4 6 3 a  ( 4183 )  P R E V I O U S  E D I T O N S  A R E  O B S O L E T E  P A G E  8  O F  8  P A G E S  


