12/6/01 1:56 PM

PDUFA Registration for 12/7/01 Meeting

1. *Amir C02000
Amir Co.
Brujerd, ir
Lorestan/iran 69147
27795
Amir_c02000@hotmail.com

2. *Ammann, Dr. Mark
Novartis Pharmaceuticals
1 Health Plaza
East Hanover, NJ 07853
mark.ammann@pharma.novartis.com
973 781 7348
973 781 6325 fax

3. *Bates, Dr. Greg
Pharmacyclics, Inc.
995 East Arques Avenue
Sunnyvale, California 94085
gbates@pcyc.com
(408) 774-3389
(408)774-1806 fax

4. *Baxter, Marguerite
Pharmacia Corporation
1455 F Street NW, Suite 450
Washington, DC 20004
marguerite.d.baxter@pharmacia.com
202-393-6127
202-393-6050 fax

5. *Becker, Mila
AARP
601 E Street, NW
Washington, D.C. 20049
202 434-3770
202 434-6477 fax
mbecker@aarp.org
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10.

*Bende, Dr. Steve

Generic Pharmaceutical Association
1620 I (eye) St., NW, Suite 800
Washington, DC 20006
steve.bende@gphaonline.org

(202) 833-9070

(202) 833-9612

*Berger, Mitchell

Thompson Publications

1725 K St., NW 7® Floor
Washington, DC 20006

202 739-9504

202 739-9501 fax
mitchell_berger@thompson.com

*Bialis, Melanie

Oracle Partners

200 Greenwich Avenue, 3rd Floor
Greenwich CT 06830
203.862.7955

203.862.7957 fax
MelanieB@oraclepartners.com

*Bishop, Susan

American Pharmaceutical Association
2215 Constitution Avenue, NW
Washington, DC 20037
skb@mail.aphanet.org

202-429-7538

202-638-3793

*Bobbitt, Alla R.

FDC Reports ™

5550 Friendship Blvd., Suite One
Chevy Chase, MD 20815
a.rutstein@elsevier.com

301 664-7134

301 656-3094 fax




11. *Bokelman, Mark

12.

13.

14‘

15.

Wyeth-Ayerst Pharmaceuticals
P.O. Box 8299

Philadelphia, PA 19101
baraner@war.wyeth.com
484-865-3794

484-865-0109 fax

*Brawley, Scott

AIDS Action

1906 Sunderland Place, NW
Washington, DC 20036
sbrawley@aidsaction.org
202-530-8030
202-530-8031

*Brecher, Andrew

National Coalition for Cancer Research
426 C St NE

Washington, DC 20002
ab@capitolassociates.com
202-544-1880

202-543-2565

*Bruinooge, Suanna

American Society of Clinical Oncology
1900 Duke St., Suite 200

Alexandria VA 22314

703 299-1050

703 684-8364

bruinoos@asco.org

*Cahill, Judith

Academy of Managed Care Pharmacy
100 North Pitt Street Suite 400
Alexandria, Virgina 22314
jcahill@amcp.org

703 683 -8416

703 683-8417 fax




16.

Carlston, Julie

ENVIRON International Corporation
4350 North Fairfax Drive, Suite 300
Arlington, VA 22203
jearlston@environcorp.com
703-516-2333

703-516-2393 fax

18.

19.

20.

21.

Securities Research
Wendy.Noble@agedwards.com
(314)955-5217

*Cohen, Susan

9814 Inglemeir Dr.
Bethesda, MD 20817
301 365-1380

301 365-1380 fax

*Comeau, Maia

Bergner, Bockorny, Castagnetti, Hawkins, & Brain
1101 16th St., NW Suite 500

Washington, DC 20036

mcomeau@bbchb.com

202-659-9111

202-659-6387

*Cook, Rosemary

McNeil Consumer and Specialty Pharmaceuticals
7050 Camp Hill Road, Mailbox 272

Fort Washington, PA 19034
RCOOK@mccus.jnj.com

(215) 273-8172

(215) 273-4049 fax

*Copmann, Thomas L., PhD

Senior Director US Regulatory Affairs
Eli Lilly and Company

1700 Rockville Pike, Suite 450
Rockville, MD 20852

301 770-0786

301 881-6317 fax
t.copmann@lilly.com




22, Coppinger, Paul
9515 Edgeley Road
Bethesda, MD 20814
paulcopF@msn.com
301-530-5936
301-530-1222 fax

23. *Curry, Ann
Academy of Managed Care Pharmacy
100 North Pitt Street Suite 400
Alexandria, VA 22314
acurry@amcp.org
703 683 -8416
703 683-8417 fax

24. *DeSantis, Patricia
Director, Regulatory Affairs
Johnson and Johnson
1700 Rockville Pike Suite 445
Rockville, MD 20853
301-881-6974
301-881-7526 fax
pdesanti@prius.jnj.com

25. Dixon, Carl
Kidney Cancer Association
1234 Sherman Ave., Suite 203
Evanston, IL 60202
847 332-1051
847 332-2987 fax
cdixon@kidneycancerassociation.org

26. *Dobak, Douglas N.
Executive Director Regulatory Affairs
AstraZeneca Co.
Doug.Dobak@astrazeneca.com

27. Dombal, Greg
GDombal@antigenics.com




28. *Dorman, Diane
Sr. Director for Public Policy
Natl. Organization for Rare Disorders
1050 17th St., NW, Suite 600
Washington, DC 20036
ddorman@rarediseases.org
202496-1296 x 30

29. *Dray, Marie A,
Regulatory Agency Relations
Merck Research Laboratories
2 Bethesda Metro Center Suite 700
Bethesda MD 20814
301-941-1400
301-941-1406 fax

marie_dray@merck.com

30. *Dreyfus, Barbara
Prudential Financial
1911 No. Fort Myer Dr. Suite 905
Arlington, VA 22209
703 276-0055
708 358-2978 fax
Barbara_Dreyfuss@prusec.com

31. *D'Zarilla, June
M
1101 15th Street, N.W., Suite 1100
Washington, DC 20005
jsdzurilla@mmm.com
(202) 331-6950
(202) 331-2805 fax

32. Elfin, Dana ~
Reporter
BNA Health Care Policy Report
202-452-5377

33. *Faletto, Dr. Michael
EMD Pharmaceuticals, Inc.
3211 Shannon Road, Suite 500
Durham, NC 27707
michael.faletto@emdpharmaceuticals.com
919 401-7179

919 401-7166




34. *Fleming, Yolanda
National Medical Association
1012 Tenth St., NW
Washington, DC 20001
Yolanda@NMAnet.org
202/347-1895
202/371-1162

35. *Fogelman, Dr. Ilana
Merrill Lynch
3962 Germantown Road
Edgewater, MD 21037
410)798-7267
410)798-4138 fax
ilana_fogelman@ml.com

36. *Garski, Chad
National Narrowcast Network
P.O. Box 9597
Friendship Station
Washington, DC 20016
202 966-2211
202 966-1770 fax
hearings@pressroom.com

37. *German Foster, Lisa
Senator Jack Reed
lisa_german@reed.senate.gov
202-2247179
202-228-1457 fax

38. *Gilbert, Aileen
" Becton Dickinson Pharmaceutical Systems
1 Becton Dr.
Franklin Lakes, NJ 07417
201 847-7197
201 847-7040 fax

aileen_Gilbert@bd.com




Pharmaceutical Research & Manufacturers of America
1100 Fifteenth Street

Washington, DC 20005

agoldham@phrma.org

202-835-3533

202-835-3597 fax

40. *Greene, John
Federal Regulatory Affairs Manager
National Association of Health Underwriters (NAHU)
2000 N. 14th Street, Suite 450
Arlington, VA 22201
(703) 276-3807
(703) 841-7797 fax

41. *Greener, April
Public Citizen
215 Pennsylvania Ave., SE
Washington, DC 20003
202 545-5117
202 546-2026 fax
agreener@citizen.org

42. *Gustafson, Dr. Jo
MGI PHARMA, INC.
5775 West Old Shakopee Road, Suite 100
Bloomington, MN 55437-3107
jgustafson@mgipharma.com
952-346-4700
952-346-4800 fax

43. *Hagele, Alison
Associate Diréctor
Emst & Young
1225 Connecticut Avenue, NW
Washington, DC 20036
202/327-5830
202/327-6735 (fax)

alison.hagele@ey.com




44, *Hassall, Thomas
MERCK Laboratories
2 Metro Center Suite 700
Bethesda, MD 20814
301 941-1400
301 941-1406 fax
thomas_hassall@merck.com

45. Hayeck, Claude
U.S. General Accounting Office
441 G. Street, N.-W.
Washington, D.C., 20548
hayeckc@gao.gov
(202)512-7143
(202)512-4778 fax

46. *Healey, Christopher
PPTA
147 Old Solomon's Island Road
Annapolis, MD 21401
chealey@pmgamc.com
202-789-3100
202-789-4197 fax

47. *Heldman, Paul
Schwab Washington Research Group
1000 Thomas Jefferson St., Suite 606
Washington, DC 20007
202-295-2361
202-298-6146
paul heldman@schwab.com

48. *Herrle, Myra
Glaxo Smith Klein
919 483-7767
mrh25217@gsk.com

49. *Herron, Margo E.
Bristol-Myers Squibb
655 15th Street, NW Suite 300
Washington, DC 20005
202/783-8664
202/347-4363 fax
margo.herron@bms.com




50. *Hinman, Dr. Lois
Purdue Pharma L.P.
One Stamford Forum
Stamford, Connecticut 06901-343
dr.lois.hinman@pharma.com
203 588-7486
203 588-6229 fax

51. *Hodges, Shawn E., PharmD
Regulatory Liaison
Eli Lilly and Company
1700 Rockville Pike, Suite 450
Rockville, MD 20852
301 770-5126
301 881-6317 fax
hodges_shawn@lilly.com

52. Hant, Dr. Michie
Michie I. Hunt & Associates
2219 California St., NW
Washington, DC 20008
michiehunt@pipeline.com
202-265-1249
202-265-1249 fax

53. *Ignatius, Ellen
Lupus Foundation of America
1300 Piccard Drive, Suite 200
Rockville, MD 20850
ignatius@lupus.org
301-670-9292
301-670-9486 fax

54. Irizarry, Steve
Health, Education, Labor and Pension Committee
Minority Staff '
202-224-3324
202-224-4952 fax

55. *Jacobson, Dr. Elizabeth
814 Oak Hill Avenue
Hagerstown, MD 21742
elizabethdjacobson@home.com
301-739-7483
301-739-0158
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56. *Jambhekar, Priya
Baxter Healthcare
95 Spring St.
New Providence, NJ 07974
908 367-

priva_jam@baxter.com

57. Jeansonne, Angela
American Osteopathic Association
1090 Vermont Ave, Suite 510
Washington, DC 20005
202 414-0151
ajeansonne@aoa-net.org

58. *Jodrey, Darrel
Johnson & Johnson
1350 I St., NW, Suite 1210
Washington, DC 20005

Dkpdreu@corus.jnj.com

59. Kapsa, Dr. Michael
Committee on Ways & Means
3706 Reno Rd NW
Washington, DC 20008
mike. kapsa@stark.house.gov
202-2256853
2263805 fax

60. Katz, Jennifer L. , J.D.
Deputy Director, Government Relations
National Breast Cancer Coalition
1707 L Street, N.W. Suite 1060
Washington, D.C. 20036
(202) 296-7477 direct line: (202) 973-0595
(202) 265-6854 fax
jkatz@natlbcc.org
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61. *Keegan, Wendy
Public Citizen
215 Pennsylvania Ave., SE
Washington, DC 20003
202 545-5117
202 546-2026 fax

wkeegan@citizen.org

62. *Keenan, Steve
DHHS Office of Inspector General
Room 2225 JFK Federal Building
Boston, MA 02203
skeenan@os.dhhs.gov
617 576-5505
617 565-3751 fax

63. *Kennedy, Dr. William
Kennedy Consulting
PO Box 230
Rehoboth Beach, DE 19971
consultkennedy@aol.com
302-226-1271

64. *Kenney, Joan
Bristol-Myers Squibb
655 - 15th St., NW, #300
Washington, DC 20005
joan.kenney@bms.com
202-783-8665
202-347-4363 fax

65. *Kitt, Ann

Public Policy and Constituency Coordinator

Ovarian Cancer National Alliance
910 17th Street, NW Suite 413
Washington, DC 20006
202/331-1332

202/331-2292 fax
akitt@ovariancancer.org
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66. *Kolhatkar, Angeli A.
Argus Partners
1285 Avenue of the Americas, 33rd Floor
New York, NY 10019
Tel: 212-649-8126
Fax: 212-649-7529
angeli@arguspartners.com

67. Koplow, Brett
Patton Boggs, LLP
2550 M Street, NW,
Washington, DC 20037
202-457-6013
202-457-6315 fax
bkoplow@pattonboggs.com

68. *Kracov, Daniel A.
Patton Boggs, LLP
2550 M Street, NW,
Washington, DC 20037
202-457-5623
202-457-6315 fax
dkracov@pattonboggs.com

69. Kraushaar, Kevin
CHPA
1150 Connecticut Ave. Suite 1200
Washington, DC 20036
aheselmeyer@chpa-info.org
202-429-9260
202223-6835 fax

70. *Laffler, Mary Jo
The Pink Sheét
5550 Friendship Blvd., Suite 1A
Chevy Chase, MD 20815
m.laffler@elsevier.com
301-664-7181
301-656-3094 fax
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71.

72.

73.

74.

*Lee, Dr. Jae

Nat. Ctr. for Policy Research for Women & Families
1444 Eye Street, Suite 900

Washington, DC 20005

jl@centerdpolicy.org

202-216-9507

202-216-9845

Lee, Nathan

Bennett, Turner & Coleman, LLP
1900 K St. N.W., Suite 750
Washington, DC 22209
nlee@btclaw.com

202-777-2163

202-833-2859 fax

*Levy, Martin

Sigma-Tau Research, Inc.

800 South Frederick Avenue Suite 103
Gaithersburg, MD 20877
Martin.Levy@st-research.com
301-670-2499

301-948-3679 fax

*Mahan, Dee

Families USA

1334 G STreet NW, 3rd Floor
Washington, DC 20005
dmahan@familiesusa.org

202 626 0622
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75, *Marchand, Dr. Heidi

76.

77.

78.

- 79.

80.

Pfizer Inc

50 Pequot Avenue, MS6025-B6260
New London, CT 06320
heidi_c_marchand@groton.pfizer.com
(860) 732-1479

(860) 732-1184 fax

*Marks, Sandy

Assistant Director, Federal Affairs
American Medical Association
1101 Vermont Ave, NW
Washington, DC 20005
202-789-4585

202-789-4581 fax
sandy_marks@ama-assn.org

*Marston, Dr. Sarah

S-Plus
smarston@pharmastatsci.com
703-892-5211

McLeod, Jonathan
American Dental Association
1111 14th Street, NW
Washington, DC 20005
mcleodj@ada.org
202/789/5176

202-789-2258 fax

*McCurdy, Dr. Tim

Director, Scientific Affairs

Sigma-Tau Research, Inc

800 South Frederick Avenue, Suite 103
Gaithersburg, MD 20877
301-670-1531

301-948-3679 fax

Tim. McCurdy@st-research.com

McElligott, Dr. Mary

Novo Nordisk Pharmaceuticals
609 987-5831

609 987-3916 fax
mamc@nnpi.com
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81. *McFarland, David
Dickenson’s FDA Review
165 So. 32™ Street
Camp Hill, PA 17011
717 731-1426
717 731-1427 fax
david@fdaweb.com

82. *Middleton, Otesa
Dow Jones Newswires
1025 Connecticut Ave. N.W.
Washington DC 20036
202-862-6654
202-223-8039 fax
otesa.middleton@dowjones.com

83. *Miller, Dr. Steven
AstraZeneca LP
725 Chesterbrook Blvd, D-3C
Wayne, PA 19087-5677
steven.miller2@astrazeneca.com
(610) 695-1816
(610) 695-1828 fax

84. *Milne, Christopher
Tufts Center for Study of Drug Development
Tufts University
192 South Street, Suite 550
Boston, MA 02111
617-636-2188
617 636-2425 fax
christopher.milne@tufts.edu

85. *Myers, Dennis
Director, Regulatory Information
Elan Corporation -
1140 Connecticut Ave., NW
Washington, DC 20036
dmyers@elancorp.com
202-872-7800
202-872-7808 fax




86. *Myers, Nancy
Lehman Brothers
800 Connecticut Ave, NW Suite 1200
Washington, DC 20006
202 452-4737
646 758-4808
nmyers@lehman.com

87. *Olmstead, Sharon
Novartis Pharmaceuticals Corp.
1700 Rockville Pike, Suite 510
Rockville, MD 20852
sharon.olmstead@pharma.novartis.com
301-468-5602
301-468-5614 fax

88. *Peck, Benjamin
Public Citizen
215 Pennsylvania Ave., SE
Washington, DC 20003
202 545-5117
202 546-2026 fax
bpeck@qcitizen.org

89. *Peddicord, Douglas Ph.D.
Vice President
Washington Health Advocates
202) 543-7460
healthadvocate2@worldnet.att.net

90. *Porter, Edward
Tyco Healthcare Mallinckrodt
675 McDonnell BLVD
St. Louis, MO 63134
ed.porter@mkg.com
314-654-6061
314-654-6061 fax

91. *Rhein, Reginald
- Script World Pharmaceutical News
6102 Princeton Ave.
Glen Echo, MD 20812
301 229-7910
301 229-8286 fax
rexrhein@aol.com

17




92. *Richard, Sybil
Director, Federal Health Programs
National Association of Chain Drug Stores
413 No. Lee Street
Alexandria, VA 22314
703 837-4221
703 549-0772 fax
srichard@nacds.org

93. *Rose, Dr. Ann
ViCro
10519 Dunn Meadow Rd
Vienna, Virginia 22182
vicrollc@aol.com
703-757-6947
703-757-6948 fax

94. *Savary, Priscilla
Colorectal Cancer Network
PO Box 182
Kensington, MD 20895-0182
CCNetwork@Colorectal-Cancer.net
301-879-1500
301-942-7145 fax

95, *Schoultz, Nichelle
Epilepsy Foundation
4351 Garden City Drive
Landover, MD 20785
nschoultz@efa.org
301-459-3700
301-577-2684

96. Sharrock, Kate
American Academy of Pediatrics
601 13th Street, NW, Suite 400 North
Washington, DC 20005
ksharrock@aap.org
202-347-8600
202-393-6137 fax




97.

98.

99.

*Simmon, Christine

Blue Cross/Blue Shield Assoc.
1310 G. Street Suite 1200
Washington, DC 20005

202 626-4838

202 626-4833 fax
christine.simmon@wro.bcbsa.com

Spangler, David

Consumer Healthcare Products Association
1150 Connecticut Avenue, N.W.
Washington, DC 20036
dspangler@chpa-info.org

(202) 429-9260

(202) 223-6835 fax

PDA

1450 South Rolling Road
Baltimore, MD 21227-3869
stoedter@pda.org
410-455-5806
410-455-5802 fax

100. *Szturo, Jamie

101.

Aventis Pharmaceuticals

10236 Marion Park Drive, J5-M1540
Kansas City, MO 64137
jamie.szturo@aventis.com
(816)966-5920

(816)966-6794 fax

*Takenaka, Dr, Ivone

Abbott Laboratories

100 Abbott Park Road - AP6C-1 - D387
Abbott Park, IL 60064-6091
ivone.takenaka@abbott.com
847-935-9011

847-938-3106 fax
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102.

103.

104.

105.

},960

*Taylor, Gloria

U.S. GAO

441 G Street, NW
Washington, DC 20548
taylorge@gao.gov
202-512-7160
202-512-5805 fax

*Trout, Gretchen

Director, Regulatory Relations and Policy
Schering-Plough

1700 Rockville Pike, Suite 525
Rockville, MD 20852
gretchen.trout@spcorp.com
301-770-9528

301-770-7808 fax

*Unrah, Patti

- American Cancer Society

401 E St., NW, Suite 500
Washington, DC 20004
202 661-5739

202 661-5750 fax
patti.unruh@cancer.org

*Urschel, Timothy
EpiGenesis Pharmaceuticals
7 Clarke Drive

Cranbury, NJ 08512
TUrschel@epigene.com
609 409-3041

609 409-6126

*Usdin, Steve

Senior Editor
BioCentury Publications
2008 Q Street, NW
Washington, DC 20009
202-462-9582
202-667-2922 fax
susdin@biocentury.com
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107. *Vaeth, Matthew
Office of Management and Budget
725 17th Street NW Suite 7002
Washington, DC 20503
mvaeth@omb.eop.gov
202-395-4926
202-395-5648

108. *Veiuzis, Alex
Video On Location, Inc.
11600 Nebel St. Suite 100
Rockville, MD 20852
301 984-5823
301 984-8954 fax
Alex@voli.com

109. *Veiuzis, Jim
Video On Location, Inc.
11600 Nebel St. Suite 100
Rockville, MD 20852
301 984-5823
301 984-8954 fax
Jim@voli.com

110. *Velasquez, Jay
Public Strategies, Inc.
1401 Eye St. NW, Suite 220
Washington, DC 20005
jvelasquez@pstrategies.com
202-354-8200
202-354-8201

111. Ventimiglia,Vince
Health, Education, Labor and Pension Committee
Minority Staff
202-224-3324
202-224-4952 fax




112.

113.

114.

115.

116.

117,

*Viveash, Dr. Dawn

Immunex Corporation

51 University Street
Seattle, WA 98101
viveashd@immunex.com
206.381.6214
206.682.9927 fax

*Vogt, Donna

Congressional Research Service
Library of Congress

101 Independence Ave. SE
Washington, DC 20540
Dvogt@crs.loc.gov

202 707-7285

202 707-3097 fax

*Volpe, Margaret

Y- Me National Breast Cancer Org
703 266-7841

703 815-3978 fax
mvolpe@cox.1r.com

Walston, Jeannine

National Coalition for Cancer Survivorship
1010 Wayne Avenue, Suite 770

Silver Spring, MD 20910
jwalston@cansearch.org

301-650-9127

301-565-9670 fax

Warren, Benjamin

9515 Edgeley Road
Bethesda, MD 20814
benjaminwarren@yahoo.com
301-530-5936

301-530-1222 fax

*Wechsler, Jill

Washington Editor

Pharmaceutical Executive Magazine
7715 Rocton Ave.

Chevy Chase, MD 20815
301-656-4634

jillw2@olg.co
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118.

120.

*Weiner, Dr. Susan L.

The Children's Cause, Inc.
1010 Wayne Avenue Suite 770
Silver Spring, MD 20910
301/562-2765

301/565-9670 fax
slwnow@aol.com

*Winckler, Susan

American Pharmaceutical Association
2215 Constitution Avenue, NW
Washington, DC 20037
scw@mail.aphanet.org

202-429-7533

202-638-3793 fax

*Zuckerman, Dr. Diana

National Center for Public Policy Research for Women and Families
1444 Eye St., NW, Suite 900

Washington, DC 20005

202 216-9507

202 216-9845

dz@centerdpolicy.org
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FDA Staff

121. Becoat, W. Charles
Director
Science Branch, Philadelphia District Office
Office of Regulatory Affairs, FDA
(215) 597-4390 ext 4600

122. Bond, Rod
FDA/OC/OMS

CDER Public Affairs
5600 Fisher's Lane
Rockville MD 20857
clarkep@cder.fda.gov
301 827-7249

301 827-3055

124. Claunts, Frank
FDA
15301 Montford Road
Silver Spring, MD 20905
fclaunts@oc.fda.gov
301-827-4427
301-827-5891 fax

125. Claywell, Gary
FDA/OC/OMS

126. Colangelo, Kim
Special Assistant to the Director
ORM/CDER/FDA
301-594-5413
301-594-6197 fax

127. Conner, Ron
FDA/CBER
1401 Rockville Pike
Rockville, Md 20852
connerr@cber.fda.gov
301 827-1368
301 827-2870 fax




128.

129.

130.

131.

132.

133.

Cruzan, Susan

FDA

5600 Fishers Lane
Rockville, MD 20857
scruzan@oc.fda.gov
301-827-6248
301-827-1680 fax

Eberhardt, Jennifer

Cavarocchi, Ruscio, Dennis Associates
317 Massachusetts Avenue, NE, Suite 200
Washington, DC 20002
jeberhardt@dc-crd.com

202-546-4732

202-546-1257 fax

Ernat, Janelle

FDA/OSHI

5600 Fisher's Lane, Rm 9-49, HF-12
Rockville, MD 20857
jernat@oc.fda.gov

301-827-4460

301-443-4555 fax

Friedman, Beverly

FDA/Program Management Consultant
5600 Fishers Lane HFD-7

Rockville, MD 20855

301-594-2041

301-827-5562 fax
FriedmanB@CDER.FDA.GOV

Frykman, Gregory K.

FDA/CDER

Medical Reviewer

Division of Oncology Drug Products

Galson, Dr. Steven

Food and Drug Administration

WOC II Rm 6027 HFD-001 5600 Fishers Lane
Rockville, MD 20857

galsons@cder.fda.gov

301-594-5400

301-594-6197 fax
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134. Henderson, Marcia
FDA/OWH

135. Himmel, Dr. Martin
FDA
5600 Fishers Lane, Rm 15B-33, HFD-400
Rockville, Maryland 20857
Himmelm@cder.fda.gov
301-827-3219
301-443-5161 fax

136. Hiner, Elizabeth
Food and Drug Administration
5600 Fishers Lane, HFC 150
Rockville, MD 20857
bhiner@ora.fda.gov
301-827-2903
301-443-2143

137. Hollinger, Dr. Katherine
FDA/OCCR/OWH
5600 Fisher's Lane
Rockville, MD 20855
kholling@oc.fda.gov
(301)827-0935
(301)827-0926 fax

138. Jenkins, Dr. John
FDA
5600 Fishers Lane HFD-102
Rockville, Maryland 20857
jenkinsj@cder.fda.gov
3018275920
3014436644 fax

139. Jones, Mike
FDA/CDER
594-5624
jonesM@cder.fda.gov




140. Kuntze, Patricia
FDA
5600 Fishers Lane
Rockville, MD 21791
pkuntze@oc.fda.gov
301-827-4403
301-827-3052 fax

141.

CDER/Office of Compliance
7520 Standish Place
Rockville, MD 20855
alcockp@cder.fda.gov
301-827-0064

301-827-0145 fax

142. Maloney, Diane
FDA-CBER
maloneyd@cber.fda.gov
3018270373
3018270440 fax

143. Martin, Tony
FDA/OSHI

144. McGarey, Patrick
FDA - Office of Legislation
5600 Fishers Lane
Rockville, MD 20857
pmcgarey@oc.fda.gov
301 827-0088
301 827-1614 fax

145. Meredith, Maria
FDA/OC/OMS

146. Meyer, Dr. Robert
CDER/ODEII/HFD-570
10b-45 PKLN FDA 5600 Fishers Lane
Rockville, md 20857
meyero@cder.fda.gov
301-827-1050
301-827-1271 fax

147. Mitri, Suzanne




FDA/OC/OMS

148. Murphy, Elise
FDA
5600 Fishers Lane Rm, 12-41
Rockville, Maryland 20857
EMurphy@ORA FDA.GOV
(301) 827-1037 _
(301) 443-6388 fax

149. Nolan, K.E.
FDA/OC/OCCR/OPA
5600 Fishers Lane, Rm 15-05
Rockville, MD 20857
knolan@oc.fda.gov
301-827-3376
301-827-2823

150. Paull, Jerome
CBER/FDA
FDA CBER, HFM-150, 1401 Rockville Pike
Rockville, MD 20852
paull@cber.fda.gov
301-827-1398
301-827-1102 fax

151. Rice, Crystal
FDA/CDER
126 E. Park Ave.
Ranson, WV 25438
ricec@cder.fda.gov
301-827-1673
301-827-3056 fax

152. Schramm, Charles
FDA/OC/OMS

153.  Sholtes, Deborah
FDA/OC/OMS

154.  Steeves, Robert
FDA Office of Orphan Products Development
HF-35 5600 Fishers Lane
Rockville, MD 20857
rsteeves@oc.fda.gov




155.

156.

157.

158.

159.

301 827-0981
301 827-0017 fax

Taylor, Bill
FDA/OC/OMS

Waltrip, Amy

Food and Drug Administration
awaltrip@ora.fda.gov
301-827-3786

301-443-7212 fax

‘Wardrop, David

OMS/OC/FDA

5630 Fishers Lane Room 16B-44
Rockville, MD 20852
dwardrop@oc.fda.gov
301-827-3512

Wion, Ann

Office of Chief Counsel/FDA
Rm. 6-71 5600 Fishers Lane
Rockville, MD 20857
awion@oc.fda.gov
301-827-1136

301-827-6915 fax

Wood, Dr. Susan
FDA/OCCR/OWH

5600 Fisher's Lane, HF-8
Rockville, MD 20855
swoodl@oc.fda.gov
(301)827-0350
(301)827-0926 fax
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Registered Sgeakérs——Statements of the Views to Be Expressed

1. Savary, Priscilla
Colorectal Cancer Network
Share the viewpoints from the colorectal cancer patient on raising the PDUFA fee.

Time Requested: 5-10 minutes

2. Milne, Christopher
Tufts Center for Study of Drug Development
The Center will present data that addresses program question #1 on the impact of PDUFA
I'and I on FDA'’s mission, and also present data on the public health impacts and
increased FDA workload resulting from the implementation of the pediatric and fast track
provisions of PDUFA II/FDAMA.

Time Requested: 15-20 minutes
Equipment: Powerpoint

3. Healey, Christopher
PPTA
Provide a perspective on the critical issues for the plasma therapeutics industry for
PDUFA reauthorization.

Time Requested: 10 minutes
Totals
Grand Total 159

NonFDA 120
Speakers 3
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