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Grits Doc ID
156390 FDA
156378 FDA
156320 FDA
156033 FDA

Wyeth

156109
155793 FDA
155793 FDA
155793 FDA
155793 FDA
155793 FDA
155793 FDA
155793 FDA
155793 FDA
155793 FDA
155793 FDA
155793 FDA
155793 FDA
155793 FDA
155793 FDA
155751 FDA
155595 FDA

FDA
155115

FDA
155116

FDA
154864
154485 FDA

FDA
154336
154164 FDA
154164 FDA
154164 FDA
154164 FDA
154164 FDA
154164 FDA
154164 FDA
154164 FDA
154164 FDA
154164 FDA
154164 FDA
154164 FDA
154164 FDA
154164 FDA
154164 FDA
154164 FDA
154164 FDA
154164 FDA
154164 FDA
154164 FDA
154164 FDA
154164 FDA
154164 FDA
153658 FDA

To

Wyeth
Wyeth
Wyeth
Wyeth
Wyeth

Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth

Wyeth
Wyeth

Wyeth
Wyeth

Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth

From

Doc. Date FAX Date Email Date

10-Jun-05
9-Jun-05
8-Jun-05
3-Jun-05

1-Jun-05
27-May-05
27-May-05
27-May-05
27-May-05
27-May-05
27-May-05
27-May-05
27-May-05
27-May-05
27-May-05
27-May-05
27-May-05
27-May-05
27-May-05
27-May-05
25-May-05

19-May-05
19-May-05

13-May-05
6-May-05

4-May-05
29-Apr-05
29-Apr-05
29-Apr-05
29-Apr-05
29-Apr-05
29-Apr-05
29-Apr-05
29-Apr-05
29-Apr-05
29-Apr-05
29-Apr-05
29-Apr-05
29-Apr-05
29-Apr-05
29-Apr-05
29-Apr-05
29-Apr-05
29-Apr-05
29-Apr-05
29-Apr-05
29-Apr-05
29-Apr-05
29-Apr-05
22-Apr-05

Chronology Description
Emergency Use Protocol

Emergency Use Protocol

Questions on stability substance and

commercial supplies of the drug
1-Jun-05 substance.

Emergency Use IND No. 72,053 Dr.
Tzvetan Vassilev

Emergency Use IND No. 72,054 Dr.
Larry Baddour

Protocols 3074A1-307-WW and
3074A1-311-WwW

Emergency Use Protocol
Emergency Use Request (IND
72,051)

IND 56,518

Ref # Doc. Type
442 |A Correspondence
441 A Correspondence
440 1A Correspondence
439 IA Correspondence

IDA-FDA Con Rpt
438 |A Correspondence
438 IA Correspondence
438 IA Correspondence
438 |A Correspondence
438 IA Correspondence
438 IA Correspondence
438 IA Correspondence
438 1A Correspondence
438 A Correspondence
438 |IA Correspondence
438 |A Correspondence
438 |A Correspondence
438 |A Correspondence
438 IA Correspondence
437 1A Correspondence
436 A Correspondence

434 |A Correspondence
435 1A Correspondence

433 A Correspondence
432 1A Correspondence

431 1A Correspondence
430 IA Correspondence
430 1A Correspondence
430 |A Correspondence
430 IA Correspondence
430 IA Correspondence
430 IA Correspondence
430 IA Correspondence
430 1A Correspondence
430 1A Correspondence
430 IA Correspondence
430 IA Correspondence
430 1A Correspondence
430 IA Correspondence
430 IA Correspondence
430 IA Correspondence
430 IA Correspondence
430 IA Correspondence
430 IA Correspondence
430 IA Correspondence
430 IA Correspondence
430 A Correspondence
430 IA Correspondence
430 IA Correspondence
429 |A Correspondence

Sub1 Type
Gen Corr
Safety Rpt: Clin
Safety Rpt: Clin
Gen Corr

Phone

Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Safety Rpt: Clin
Safety Rpt: Clin

Gen Corr
Gen Corr

Gen Corr
Gen Corr

Gen Corr
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Safety Rpt: Clin

Sub2 Type

Follow-up
Follow-up

CMC Issues

Add IRB

Add IRB

Add IRB

Add Invest

Add Invest

Add Invest

Add Research Facil
Add Research Fagil
Add Research Fagcil
Add Subinvest

Add Subinvest

Add Subinvest
Address Change
Del Subinvest
Follow-up
Follow-up

Add IRB

Add IRB

Add IRB

Add IRB

Add Invest

Add Invest

Add Invest

Add Invest

Add Research Facil
Add Research Fagil
Add Research Facil
Add Research Facil
Add Subinvest

Add Subinvest

Add Subinvest

Add Subinvest

Add Subinvest
Address Change
Address Change
Del Subinvest

Del Subinvest

Del Subinvest
Name Change
Follow-up

Sub3 Type

Protocol

3074A1-308-WW
3074A1-310-WwW
3074A1-311-Ww
3074A1-308-WW
3074A1-310-WwW
3074A1-311-Ww
3074A1-308-WwW
3074A1-310-Www
3074A1-311-Ww
3074A1-308-WwW
3074A1-310-WW
3074A1-311-ww
3074A1-308-WwW
3074A1-308-Ww

3074A1-307-WW
3074A1-309-WW
3074A1-311-WwW
3074A1-313-WW
3074A1-307-WW
3074A1-309-Ww
3074A1-311-WW
3074A1-313-Ww
3074A1-307-WwW
3074A1-309-ww
3074A1-311-Ww
3074A1-313-WwW
3074A1-307-WwW
3074A1-308-WwW
3074A1-309-WW
3074A1-311-WW
3074A1-313-Ww
3074A1-307-WW
3074A1-308-WW
3074A1-307-WW
3074A1-308-WW
3074A1-309-WwW
3074A1-307-WW
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Grits Doc ID
153341 FDA
153039 FDA
152837 FDA
152393 FDA
152331 FDA
152322 FDA
152189 FDA
151992 FDA
151966 FDA
151966 FDA
151966 FDA
151966 FDA
151966 FDA
151966 FDA
151966 FDA
151966 FDA
151966 FDA
151966 FDA
151966 FDA
151966 FDA
151966 FDA
151966 FDA
151966 FDA
151966 FDA
151966 FDA
151966 FDA
151966 FDA
151966 FDA
151966 FDA
151815 FDA
151639 FDA

FDA
151531
161441 FDA
151376 FDA
151125 FDA
150408 FDA
150408 FDA
150408 FDA
150408 FDA
150408 FDA
150408 FDA
150408 FDA
150408 FDA
150408 FDA
150408 FDA
150408 FDA
150408 FDA
150408 FDA
150408 FDA
150408 FDA
150408 FDA
150408 FDA
150408 FDA
150408 FDA
150408 FDA

To

Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth

Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth

From

Doc. Date FAX Date Email Date

20-Apr-05
13-Apr-05
11-Apr-05

4-Apr-05

1-Apr-05

1-Apr-05
31-Mar-05
28-Mar-05
28-Mar-05
28-Mar-05
28-Mar-05
28-Mar-05
28-Mar-05
28-Mar-05
28-Mar-05
28-Mar-05
28-Mar-05
28-Mar-05
28-Mar-05
28-Mar-05
28-Mar-05
28-Mar-05
28-Mar-05
28-Mar-05
28-Mar-05
28-Mar-05
28-Mar-05
28-Mar-05
28-Mar-05
24-Mar-05
22-Mar-05

21-Mar-05
16-Mar-05
16-Mar-05
11-Mar-05
28-Feb-05
28-Feb-05
28-Feb-05
28-Feb-05
28-Feb-05
28-Feb-05
28-Feb-05
28-Feb-05
28-Feb-05
28-Feb-05
28-Feb-05
28-Feb-05
28-Feb-05
28-Feb-05
28-Feb-05
28-Feb-05
28-Feb-05
28-Feb-05
28-Feb-05
28-Feb-05

1-Apr-05

16-Mar-05

Chronology Description

Emergency Use Protocol

Emergency Use IND (IND No.

68,669)

IND 56,518

Ref # Doc. Type
428 1A Correspondence
427 A Correspondence
426 1A Correspondence
425 |A Correspondence
424 1A Correspondence
424 1A Correspondence
423 IA Correspondence
422 |A Correspondence
421 1A Correspondence
421 |A Correspondence
421 IA Correspondence
421 |A Correspondence
421 1A Correspondence
421 1A Correspondence
421 IA Correspondence
421 |A Correspondence
421 IA Correspondence
421 |A Correspondence
421 1A Correspondence
421 1A Correspondence
421 1A Correspondence
421 IA Correspondence
421 |A Correspondence
421 |A Correspondence
421 A Correspondence
421 1A Correspondence
421 1A Correspondence
421 1A Correspondence
421 IA Correspondence
420 IA Correspondence
418 IA Correspondence

418 |A Correspondence
417 1A Correspondence
417 1A Correspondence
416 |IA Correspondence
415 IA Correspondence
415 |A Correspondence
415 |A Correspondence
415 |IA Correspondence
415 |A Correspondence
415 IA Correspondence
415 IA Correspondence
415 1A Correspondence
415 |A Correspondence
415 A Correspondence
415 1A Correspondence
415 A Correspondence
415 A Correspondence
415 A Correspondence
415 |A Correspondence
415 IA Correspondence
415 1A Correspondence
415 A Correspondence
415 IA Correspondence
415 IA Correspondence

Sub1 Type

Gen Corr
Safety Rpt: Clin
Safety Rpt: Clin
Safety Rpt: Clin
Safety Rpt: Clin
Safety Rpt: Clin
Safety Rpt: Clin
Safety Rpt: Clin
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Safety Rpt: Clin
Safety Rpt: Clin

Gen Corr
Safety Rpt: Clin
Safety Rpt: Clin
Safety Rpt: Clin
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend

Sub2 Type

Follow-up
Follow-up
Follow-up

7-Day P/F & Initial
7-Day P/F & Initial
Initial Written

Initial Written

Add IRB

Add IRB

Add IRB

Add Invest

Add Invest

Add Invest

Add Research Facil
Add Research Facil
Add Research Facil
Add Research Facil
Add Subinvest

Add Subinvest

Add Subinvest

Add Subinvest

Del IRB

Del IRB

Del Invest

Del Research Facil
Del Subinvest

Del Subinvest

Del Subinvest
Follow-up
Follow-up

Initial Written

Initial Written
Follow-up

Add IRB

Add IRB

Add IRB

Add IRB

Add Invest

Add Invest

Add Invest

Add Invest

Add Research Facil
Add Research Facil
Add Research Facil
Add Research Facil
Add Subinvest

Add Subinvest

Add Subinvest

Add Subinvest
Address Change
Del Subinvest

Del Subinvest

Del Subinvest

Sub3 Type

Protocol

3074A1-308-WW
3074A1-309-WwW
3074A1-311-WwW
3074A1-308-WwW
3074A1-309-WwW
3074A1-311-WwW
3074A1-307-WwW
3074A1-308-Ww
3074A1-309-WwW
3074A1-311-WwW
3074A1-307-WwW
3074A1-308-WwW
3074A1-309-WW
3074A1-311-WwW
3074A1-307-WW
3074A1-308-WwW
3074A1-309-Ww
3074A1-307-WwW
3074A1-307-WwW
3074A1-308-Ww
3074A1-311-WwW

3074A1-307-WW
3074A1-308-WW
3074A1-309-WwW
3074A1-311-WwW
3074A1-307-WwW
3074A1-308-WwW
3074A1-309-WwW
3074A1-311-Ww
3074A1-307-WwW
3074A1-308-ww
3074A1-309-WwW
3074A1-311-WW
3074A1-307-WW
3074A1-308-WwW
3074A1-309-WW
3074A1-311-ww
3074A1-311-WW
3074A1-301-WwW
3074A1-307-WW
3074A1-309-WW
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Grits Doc ID
150408 FDA
149618 FDA

FDA
149446
149065 FDA
149014 FDA
148716 FDA
148716 FDA
148716 FDA
148716 FDA
148716 FDA
148716 FDA
148716 FDA
148716 FDA
148716 FDA
148716 FDA
148716 FDA
148716 FDA
148716 FDA
148716 FDA
148716 FDA
148716 FDA
148716 FDA
148716 FDA
148716 FDA
148562 FDA
148561 FDA
148423 FDA
148422 FDA
148257 FDA
148258 FDA
148251 FDA
147292 FDA
147292 FDA
147292 FDA
147292 FDA
147292 FDA
147292 FDA
147292 FDA
147292 FDA
147292 FDA
147292 FDA
147292 FDA
147292 FDA
147292 FDA
147292 FDA
147292 FDA
147292 FDA
147292 FDA
147292 FDA
147292 FDA
147292 FDA
147292 FDA
147292 FDA
147292 FDA
147292 FDA

To

Wyeth
Wyeth
Wyeth

Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth

From

Doc.Date FAX Date Email Date
28-Feb-05
16-Feb-05

11-Feb-05

4-Feb-05

3-Feb-05
28-Jan-05
28-Jan-05
28-Jan-05
28-Jan-05
28-Jan-05
28-Jan-05
28-Jan-05
28-Jan-05
28-Jan-05
28-Jan-05
28-Jan-05
28-Jan-05
28-Jan-05
28-Jan-05
28-Jan-05
28-Jan-05
28-Jan-05
28-Jan-05
28-Jan-05
27-Jan-05
27-Jan-05
25-Jan-05
25-Jan-05
20-Jan-05
20-Jan-05
20-Jan-05
29-Dec-04
29-Dec-04
29-Dec-04
29-Dec-04
29-Dec-04
29-Dec-04
29-Dec-04
29-Dec-04
29-Dec-04
29-Dec-04
29-Dec-04
29-Dec-04
29-Dec-04
29-Dec-04
29-Dec-04
29-Dec-04
29-Dec-04
29-Dec-04
29-Dec-04
29-Dec-04
29-Dec-04
29-Dec-04
29-Dec-04
29-Dec-04

Chronology Description

Protocol No. 3074A1-313-Ww

Amendment 1

Emer. Use IND 68,669
Emer. Use IND 68,668
Protocol Amendment
Protocol Amendment

Emergency Use IND 68,675
Emergency Use IND 68,676

Protocol Amendments

IND 56,518

Ref i# Doc. Type
415 1A Correspondence
414 |A Correspondence

413 1A Correspondence
412 1A Correspondence
411 |A Correspondence
410 A Correspondence
410 1A Correspondence
410 IA Correspondence
410 A Correspondence
410 1A Correspondence
410 IA Correspondence
410 IA Correspondence
410 IA Correspondence
410 IA Correspondence
410 IA Correspondence
410 IA Correspondence
410 IA Correspondence
410 IA Correspondence
410 1A Correspondence
410 1A Correspondence
410 IA Correspondence
410 [A Correspondence
410 IA Correspondence
410 A Correspondence
409 |A Correspondence
408 A Correspondence
407 1A Correspondence
406 1A Correspondence
404 1A Correspondence
405 |A Correspondence
403 1A Correspondence
402 1A Correspondence
402 1A Correspondence
402 1A Correspondence
402 1A Correspondence
402 1A Correspondence
402 IA Correspondence
402 IA Correspondence
402 1A Correspondence
402 IA Correspondence
402 1A Correspondence
402 1A Correspondence
402 |A Correspondence
402 |A Correspondence
402 A Correspondence
402 1A Correspondence
402 1A Correspondence
402 1A Correspondence
402 |A Correspondence
402 IA Correspondence
402 IA Correspondence
402 1A Correspondence
402 A Correspondence
402 1A Correspondence
402 IA Correspondence

Sub1 Type
Prot Amend
Response to

Gen Corr
Safety Rpt: Clin
Safety Rpt: Clin
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Gen Corr
Gen Corr
Prot Amend
Prot Amend
Gen Corr
Gen Corr
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend

Sub2 Type
Del Subinvest
Information Request

Follow-up
Follow-up

Add IRB

Add IRB

Add IRB

Add IRB

Add Invest

Add Invest

Add Invest

Add Invest

Add Research Facil
Add Research Facil
Add Research Fagil
Add Research Facil
Add Subinvest

Add Subinvest

Add Subinvest

Add Subinvest

Del Subinvest

Del Subinvest

Del Subinvest

Change in Prot
Change in Prot

Change in Prot
Add IRB

Add IRB

Add IRB

Add IRB

Add IRB

Add Invest

Add Invest

Add Invest

Add Invest

Add Invest

Add Research Facil
Add Research Facil
Add Research Facil
Add Research Facil
Add Research Facil
Add Subinvest

Add Subinvest

Add Subinvest

Add Subinvest

Add Subinvest

Add Subinvest
Address Change
Address Change
Address Change

Protocol
3074A1-311-Ww

3074A1-307-WW
3074A1-308-WwW
3074A1-303-ww
3074A1-311-WwW
3074A1-307-WwW
3074A1-308-WW
3074A1-309-Ww
3074A1-311-WwW
3074A1-307-WW
3074A1-308-WwW
3074A1-309-WW
3074A1-311-WwW
3074A1-307-WW
3074A1-308-WW
3074A1-309-WW
3074A1-311-WwW
3074A1-301-WwW
3074A1-308-WwW
3074A1-311-WwW

3074A1-310-WwW
3074A1-309-WwW

3074A1-307-WwW
3074A1-307-WwW
3074A1-308-WwW
3074A1-309-WW
3074A1-311-WW
3074A1-313-WW
3074A1-307-WW
3074A1-308-WwW
3074A1-309-WwW
3074A1-311-WW
3074A1-313-WW
3074A1-307-WW
3074A1-308-WW
3074A1-309-WwW
3074A1-311-WwW
3074A1-313-WW
3074A1-301-WwW
3074A1-307-WwW
3074A1-308-WwW
3074A1-309-WwW
3074A1-311-Ww
3074A1-313-ww
3074A1-301-WW
3074A1-307-WW
3074A1-308-WwW
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Grits Doc ID
147292 FDA
147292 FDA
147292 FDA
147292 FDA
147292 FDA
147292 FDA
147292 FDA
146985 FDA
146985 FDA
146985 FDA
146859 FDA
147008 FDA
146916 FDA
146476 FDA
146694 FDA
146008 FDA
145913 FDA
145833 FDA
145797 FDA
145693 FDA
145641 FDA
145641 FDA
145641 FDA
145641 FDA
145641 FDA
145641 FDA
145641 FDA
145641 FDA
145641 FDA
145641 FDA
145641 FDA
145641 FDA
145641 FDA
145641 FDA
145641 FDA
145641 FDA
145561 FDA
145634 FDA
145470 FDA

FDA
145168
145153 FDA
145188 FDA
145135 Wyeth
145088 FDA

FDA
145063

Wyeth
145133

FDA
145134
144350 FDA

Wyeth

144525
144082 FDA

To

Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth

Wyeth
Wyeth
FDA "
Wyeth
Wyeth
FDA

Wyeth
Wyeth
Wyeth

Wyeth

From

Doc.Date FAX Date Email Date

29-Dec-04
29-Dec-04
29-Dec-04
29-Dec-04
29-Dec-04
29-Dec-04
29-Dec-04
22-Dec-04
22-Dec-04
22-Dec-04
20-Dec-04
20-Dec-04
20-Dec-04
10-Dec-04
10-Dec-04

3-Dec-04

3-Dec-04

2-Dec-04

1-Dec-04

1-Dec-04
30-Nov-04
30-Nov-04
30-Nov-04
30-Nov-04
30-Nov-04
30-Nov-04
30-Nov-04
30-Nov-04
30-Nov-04
30-Nov-04
30-Nov-04
30-Nov-04
30-Nov-04
30-Nov-04
30-Nov-04
30-Nov-04
29-Nov-04
29-Nov-04
24-Nov-04

18-Nov-04
17-Nov-04
17-Nov-04
16-Nov-04
16-Nov-04

16-Nov-04
15-Nov-04
15-Nov-04

4-Nov-04

2-Nov-04
29-Oct-04

20-Dec-04

10-Dec-04
3-Dec-04

1-Dec-04

29-Nov-04

17-Nov-04

Chronology Description

Protocol Amendments
Protocol Amendments
Protocol Amendments

Emergency Use IND Number 68,671

16-Nov-04 Information on protocols received.

15-Nov-04

15-Nov-04

Administrative Amend. #2 to add

Chile

Information on protocols for the intra-

abdominal trials.

Response to protocols information.

Issues which will be discuss at the
meeting scheduled for 03-NOV-04.

IND 56,518

Ref # Doc. Type
402 A Correspondence
402 |A Correspondence
402 |A Correspondence
402 IA Correspondence
402 1A Correspondence
402 IA Correspondence
402 |IA Correspondence
401 1A Correspondence
401 1A Correspondence
401 1A Correspondence
399 IA Correspondence
400 IA Correspondence
400 IA Correspondence
398 A Correspondence
398 1A Correspondence
397 |A Correspondence
397 IA Correspondence
396 |A Correspondence
395 |A Correspondence
395 A Correspondence
394 |A Correspondence
394 IA Correspondence
394 |A Correspondence
394 |A Correspondence
394 |A Correspondence
394 |A Correspondence
394 1A Correspondence
394 |A Correspondence
394 |A Correspondence
394 1A Correspondence
394 IA Correspondence
394 1A Correspondence
394 A Correspondence
394 IA Correspondence
394 A Correspondence
394 |A Correspondence
393 IA Correspondence
393 IA Correspondence
392 |A Correspondence

391 IA Correspondence
390 IA Correspondence
IA Correspondence
IA Correspondence
389 IA Correspondence

388 |A Correspondence
IA Correspondence
|A Correspondence

387 1A Correspondence

IDA-FDA Con Rpt
386 |A Correspondence

Sub1 Type
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Safety Rpt: Clin
Safety Rpt: Clin
Safety Rpt: Clin
Safety Rpt: Clin
Safety Rpt: Clin
Safety Rpt: Clin
Safety Rpt: Clin
Safety Rpt: Clin
Safety Rpt: Clin
Safety Rpt: Clin
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Safety Rpt: Clin
Safety Rpt: Clin
Safety Rpt: Clin

Gen Corr
Safety Rpt: Clin
Safety Rpt: Clin
Gen Corr
Safety Rpt: Clin

Prot Amend
Request
Response to

Safety Rpt: Clin

Phone
Prot Amend

Sub2 Type
Address Change
Del Research Facil
Del Subinvest
Del Subinvest
Del Subinvest
Del Subinvest
Name Change
Change in Prot
Change in Prot
Change in Prot
Follow-up
7-Day P/F & Initial
7-Day P/F & Initial
7-Day P/F & Follow
7-Day P/F & Follow
7-Day P/F & Initial
7-Day P/F & Initial
Follow-up
7-Day P/F & Initial
7-Day P/F & Initial
Add IRB
Add Invest
Add Invest
Add Invest
Add Invest
Add Invest
Add Research Facil
Add Subinvest
Add Subinvest
Add Subinvest
Address Change
Del IRB
Del Invest
Del Research Facil
Del Subinvest
Del Subinvest
7-Day P/F & Initial
7-Day P/F & Initial
Follow-up

7-Day P/F & Initial
7-Day P/F & Initial
Follow-up

Change in Prot

Info

Information Request

Follow-up

Non-Clinical Issues
Add IRB

Sub3 Type

Protocol
3074A1-309-WwW
3074A1-307-Ww
3074A1-301-WW
3074A1-307-WwW
3074A1-308-WwW
3074A1-309-ww
3074A1-301-ww
3074A1-308-ww
3074A1-311-WW
3074A1-313-WwW

3074A1-301-WwW
3074A1-301-WwW
3074A1-307-WwW
3074A1-308-WwW
3074A1-309-WwW
3074A1-311-WW
3074A1-301-WW
3074A1-301-WW
3074A1-308-WwW
3074A1-311-Ww
3074A1-301-WwW
3074A1-301-WwW
3074A1-301-WW
3074A1-301-WwW
3074A1-301-WwW
3074A1-311-WwW

3074A1-308-WwW

3074A1-307-WW

Page 4



Grits Doc ID
144082 FDA
144082 FDA
144082 FDA
144082 FDA
144082 FDA
144082 FDA
144082 FDA
144082 FDA
144082 FDA
144082 FDA
144082 FDA
144082 FDA
144082 FDA
144082 FDA
144082 FDA
144082 FDA
144082 FDA
144082 FDA
144082 FDA
144082 FDA
144082 FDA
144082 FDA
143736 FDA
143682 FDA
143682 FDA
143682 FDA
143682 FDA
143682 FDA
143682 FDA
143682 FDA
143682 FDA
143682 FDA
143682 FDA
143682 FDA
143682 FDA
143682 FDA
143682 FDA
143682 FDA
143682 FDA
143682 FDA
143682 FDA
143682 FDA
143682 FDA
143682 FDA
143682 FDA
143682 FDA
143682 FDA
143682 FDA
143682 FDA
143669 FDA

FDA

143489

147664 FDA
143387 FDA
143387 FDA

To

Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth

Wyeth
Wyeth
Wyeth

From

Doc. Date FAX Date Email Date

29-Oct-04
29-Oct-04
29-Oct-04
29-Oct-04
29-Oct-04
29-Oct-04
29-Oct-04
29-Oct-04
29-Oct-04
29-Oct-04
29-Oct-04
29-Oct-04
29-Oct-04
29-Oct-04
29-Oct-04
29-Oct-04
29-Oct-04
29-Oct-04
29-Oct-04
29-Oct-04
29-Oct-04
29-Oct-04
22-Oct-04
22-Oct-04
22-Oct-04
22-Oct-04
22-Oct-04
22-Oct-04
22-Oct-04
22-Oct-04
22-Oct-04
22-Oct-04
22-Oct-04
22-Oct-04
22-Oct-04
22-Oct-04
22-Oct-04
22-Oct-04
22-Oct-04
22-Oct-04
22-Oct-04
22-Oct-04
22-Oct-04
22-Oct-04
22-Oct-04
22-Oct-04
22-Oct-04
22-Oct-04
22-Oct-04
21-Oct-04

21-Oct-04
19-Oct-04
15-Oct-04
15-Oct-04

21-Oct-04

Chronology Description

Alert to the recent submission of the
two phase 3 clinical study reports.

IND 56,518

Ref # Doc. Type
386 IA Correspondence
386 IA Correspondence
386 IA Correspondence
386 |A Correspondence
386 IA Correspondence
386 1A Correspondence
386 IA Correspondence
386 1A Correspondence
386 IA Correspondence
386 |A Correspondence
386 1A Correspondence
386 IA Correspondence
386 IA Correspondence
386 IA Correspondence
386 IA Correspondence
386 1A Correspondence
386 IA Correspondence
386 IA Correspondence
386 |A Correspondence
386 |A Correspondence
386 IA Correspondence
386 IA Correspondence
385 IA Correspondence
384 |A Correspondence
384 |A Correspondence
384 |A Correspondence
384 |A Correspondence
384 A Correspondence
384 |A Correspondence
384 |A Correspondence
384 1A Correspondence
384 IA Correspondence
384 |A Correspondence
384 |A Correspondence
384 IA Correspondence
384 IA Correspondence
384 IA Correspondence
384 |A Correspondence
384 |A Correspondence
384 IA Correspondence
384 1A Correspondence
384 |A Correspondence
384 |A Correspondence
384 |A Correspondence
384 IA Correspondence
384 IA Correspondence
384 |A Correspondence
384 IA Correspondence
384 |A Correspondence
383 IA Correspondence

IA Correspondence
382 IA Correspondence
380 IA Correspondence
380 IA Correspondence

Sub1 Type

Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Safety Rpt: Clin
Info Amend-Clin
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Safety Rpt: Clin

Gen Corr

Info Amend-Clin
Prot Amend
Prot Amend

Sub2 Type
Add IRB
Add IRB
Add IRB
Add IRB
Add Invest
Add Invest
Add Invest
Add Invest
Add Invest
Add Research Facil
Add Research Facil
Add Research Facil
Add Research Facil
Add Research Facil
Add Subinvest
Add Subinvest
Add Subinvest
Add Subinvest
Add Subinvest
Add Subinvest
Del Subinvest
Del Subinvest
Follow-up
Monitor - Add
Add IRB
Add IRB
Add IRB
Add IRB
Add Invest
Add Invest
Add Invest
Add Invest
Add Research Facil
Add Research Facil
Add Research Facil
Add Research Facil
Add Subinvest
Add Subinvest
Add Subinvest
Add Subinvest
Address Change
Address Change
Del IRB
Del Invest
Del Research Facil
Del Subinvest
Del Subinvest
Del Subinvest
Del Subinvest
Follow-up

Report Submission
Add IRB
Add Invest

Sub3 Type

Protocol
3074A1-308-WwW
3074A1-309-Www
3074A1-311-WW
3074A1-313-WW
3074A1-307-WwW
3074A1-308-WwW
3074A1-309-wWwwW
3074A1-311-Www
3074A1-313-ww
3074A1-307-WwW
3074A1-308-WwW
3074A1-309-WwwW
3074A1-311-ww
3074A1-313-ww
3074A1-305-Www
3074A1-307-WwW
3074A1-308-Www
3074A1-309-WwW
3074A1-311-Ww
3074A1-313-Ww
3074A1-307-WW
3074A1-309-WW

3074A1-305-WwW
3074A1-306-WwW
3074A1-307-WW
3074A1-309-WwW
3074A1-305-WwW
3074A1-306-WwW
3074A1-307-WW
3074A1-309-WW
3074A1-305-WwW
3074A1-306-WW
3074A1-307-WW
3074A1-309-WW
3074A1-305-WW
3074A1-306-WW
3074A1-307-WW
3074A1-309-WW
3074A1-307-WwW
3074A1-309-WwW
3074A1-305-WwW
3074A1-305-Ww
3074A1-305-Www
3074A1-305-WwW
3074A1-306-WwW
3074A1-307-WW
3074A1-309-Ww

3074A1-308-WwW
3074A1-308-WwW
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Grits Doc ID
143387 FDA
143387 FDA
143387 FDA
143387 FDA
143387 FDA
143440 FDA
143407 FDA

FDA
143416
Wyeth

144023

FDA
143141
142983 FDA
142962 FDA
142961 FDA
142961 FDA
142961 FDA
142584 FDA
142513 FDA
142434 FDA
142434 FDA
142434 FDA
142434 FDA
142434 FDA
142434 FDA
142434 FDA
142434 FDA
142434 FDA
142451 FDA
142329 FDA
142329 FDA
142329 FDA
142329 FDA
142329 FDA
142329 FDA
142329 FDA
142329 FDA
142329 FDA
142329 FDA
142329 FDA
142329 FDA
142329 FDA
141832 FDA

FDA

141766
141741 FDA
FDA

141840
144954 Wyeth
141511 FDA
141467 FDA

To
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth

FDA

Wyeth

Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth

Wyeth
Wyeth

FDA
Wyeth
Wyeth

Doc. Date FAX Date Email Date

15-Oct-04
15-Oct-04
15-Oct-04
15-Oct-04
15-Oct-04
15-Oct-04 15-Oct-04
15-Oct-04

14-Oct-04

13-Oct-04

12-Oct-04
8-Oct-04
7-Oct-04
7-Oct-04
7-Oct-04
7-Oct-04
30-Sep-04
29-Sep-04
28-Sep-04
28-Sep-04
28-Sep-04
28-Sep-04
28-Sep-04
28-Sep-04
28-Sep-04
28-Sep-04
28-Sep-04
28-Sep-04
27-Sep-04
27-Sep-04
27-Sep-04
27-Sep-04
27-Sep-04
27-Sep-04
27-Sep-04
27-Sep-04
27-Sep-04
27-Sep-04
27-Sep-04
27-Sep-04
27-Sep-04
16-Sep-04

15-Sep-04
15-Sep-04

15-Sep-04
14-Sep-04
10-Sep-04
10-Sep-04 10-Sep-04

Update the agency on the upcoming

14-Oct-04 events,

Chronology Description

14-SEP-04 meeting, to discuss and
review the current available data on

phase 3 studies.

Emergency Use Cross Reference -

Dr. Blumberg

FDA called requesting NCCLS

package which was submitted 8-JUL-

15-Sep-04 04 in S/N #341.

16-SEP-04 Webex Meeting info.

Purpose to present two proposals for

the electronic navigation of the

15-Sep-04 CRFs.
NO DOC

IND 56,518

Ref # Doc. Type
380 IA Correspondence
380 |A Correspondence
380 IA Correspondence
380 IA Correspondence
380 IA Correspondence
381 IA Correspondence
381 IA Correspondence

IA Correspondence

IA Correspondence

379 IA Correspondence
378 IA Correspondence
377 IA Correspondence
376 |A Correspondence
376 |A Correspondence
376 |IA Correspondence
375 A Correspondence
374 1A Correspondence
372 IA Correspondence
372 |A Correspondence
372 1A Correspondence
372 1A Correspondence
372 |A Correspondence
372 IA Correspondence
372 1A Correspondence
372 IA Correspondence
372 A Correspondence
373 |A Correspondence
371 1A Correspondence
371 IA Correspondence
371 1A Correspondence
371 1A Correspondence
371 A Correspondence
371 A Correspondence
371 IA Correspondence
371 IA Correspondence
371 IA Correspondence
371 IA Correspondence
371 IA Correspondence
371 1A Correspondence
371 |A Correspondence
370 IA Correspondence

IA Correspondence
369 IA Correspondence

IA Correspondence
IA-GRR Note to File
368 |IA Correspondence
368 |A Correspondence

Sub1 Type
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Safety Rpt: Clin
Safety Rpt: Clin

Gen Corr

Meeting/Telecon

Authorize
Safety Rpt: Clin
Safety Rpt: Clin
Prot Amend
Prot Amend
Prot Amend
Response to
Safety Rpt: Clin
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Safety Rpt: Clin
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Safety Rpt: Clin

Gen Corr
Safety Rpt: Clin

Meeting/Telecon
Mtg Min (No Doc)
Safety Rpt: Clin
Safety Rpt: Clin

Sub2 Type
Add Research Facil
Add Subinvest
Address Change
Del Subinvest
Name Change
7-Day Phone/FAX
7-Day P/F & Follow

Minutes

Emergency Use
Initial Written
Follow-up

Add IRB

Add Invest

Add Research Facil
Information Request
Follow-up

Add IRB

Add Invest

Add Research Facil
Add Subinvest
Address Change
Del IRB

Del Research Facil
Del Subinvest
Name Change
Follow-up

Add IRB

Add IRB

Add Invest

Add Invest

Add Research Facil
Add Research Facil
Add Subinvest

Add Subinvest

Add Subinvest
Address Change
Address Change
Del Subinvest

Del Subinvest
Follow-up

Initial Written

Confirm

Initial Written
7-Day P/F & Initial

Sub3 Type

Protocol
3074A1-308-WW
3074A1-308-WwwW
3074A1-308-WwW
3074A1-308-WwW
3074A1-308-ww

3074A1-308-WwW
3074A1-308-Ww
3074A1-308-Ww

3074A1-301-WwW
3074A1-301-WwW
3074A1-301-WwW
3074A1-301-WwW
3074A1-301-WwW
3074A1-301-ww
3074A1-301-WwW
3074A1-301-Www
3074A1-301-Www

3074A1-307-WW
3074A1-309-WwW
3074A1-307-WW
3074A1-309-WwW
3074A1-307-WwW
3074A1-309-WwW
3074A1-307-WwW
3074A1-308-WwW
3074A1-309-WwW
3074A1-307-WW
3074A1-309-WW
3074A1-307-WW
3074A1-308-WwW
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Grits Doc ID
141404 FDA
141442 FDA

FDA

141410
FDA

141316
FDA
141227
141152 FDA
141152 FDA
140845 FDA
140794 FDA
140796 FDA
140670 FDA
140597 FDA
Wyeth
140799
Wyeth
140799
140527 FDA
140527 FDA
140527 FDA
140527 FDA
140333 FDA
140321 FDA
140247 FDA
FDA

140263
140014 FDA
FDA

140140
139935 FDA
140086 FDA
139859 FDA

FDA
139847

FDA
139847
139743 FDA
139731 FDA
139547 FDA
139596 FDA
139259 FDA
139259 FDA
139349 FDA
139290 FDA
139206 FDA
139206 FDA
139270 FDA
139274 FDA

To

Wyeth
Wysth
Wyeth

Wyeth

Wyeth

Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
FDA

FDA

Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth

Wyeth
Wyeth

Wyeth
Wyeth
Wyeth
Wyeth

Wyeth

Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth

From

Doc. Date FAX Date Email Date

9-Sep-04
9-Sep-04

7-Sep-04

1-Sep-04

27-Aug-04
27-Aug-04
27-Aug-04
20-Aug-04
19-Aug-04
19-Aug-04
17-Aug-04
16-Aug-04

16-Aug-04

16-Aug-04
13-Aug-04
13-Aug-04
13-Aug-04
13-Aug-04
11-Aug-04
10-Aug-04

9-Aug-04

6-Aug-04
5-Aug-04

4-Aug-04
3-Aug-04
3-Aug-04
2-Aug-04

29-Jul-04

29-Jul-04
27-Jul-04
26-Jul-04
20-Jul-04
16-Jul-04
14-Jul-04
14-Jul-04
14-Jul-04
13-Jul-04
13-Jul-04
13-Jul-04
12-Jul-04
12-Jul-04

Chronology Description
Microbiology Responses

Provide detailed information on the
microbiology specimen handling for
7-Sep-04 the clinical trials.
Updated set of data slides in support
of our 14-SEP-04 meeting.
1-Sep-04
14-Sep-04 support meeting
package.
27-Aug-04 Meeting Package
27-Aug-04 Meeting Package
CRO Update
CRO Update

24-JUN-04 Meeting/Telecon
16-Aug-04 Minutes.

24-JUN-04 Meeting/Telecon
16-Aug-04 Minutes.

Wyeth seeking confirmation that the

TOC is acceptable by the Agency

and that a second Human

Pharmacokinetic Summary is not
6-Aug-04 necessary.

Questions on the Microbiology
Section and status of the tradename
4-Aug-04 review.

Re: questions on the Tradename
29-Jul-04 and Pre-Mig. date.

Re: questions on the Tradename
29-Jul-04 and Pre-Mtg. date.

Re: June 24th CMC Telecon
16-Jul-04 Submission Questions/Concerns

Update CRO Responsibilities

Update CRO Responsibilities

Update CRO Responsibilities
Update CRO Responsibilities

IND 56,518

Ref # Doc. Type
366 IA Correspondence
367 IA Correspondence

IA Correspondence

IA Correspondence

365 IA Correspondence
365 IA Correspondence
365 IA Correspondence
364 IA Correspondence
362 IA Correspondence
363 IA Correspondence
361 IA Correspondence
360 [A Correspondence

IA Correspondence

IA Correspondence
359 IA Correspondence
359 IA Correspondence
359 IA Correspondence
359 |A Correspondence
358 IA Correspondence
357 IA Correspondence
356 IA Correspondence

IA Correspondence
355 |A Correspondence

IA Correspondence
353 IA Correspondence
354 A Correspondence
352 |IA Correspondence

1A Correspondence

IA Correspondence
351 IA Correspondence
350 IA Correspondence
349 1A Correspondence

IA Correspondence
344 1A Correspondence
344 A Correspondence
348 A Correspondence
347 |A Correspondence
343 IA Correspondence
343 A Correspondence
345 |A Correspondence
346 IA Correspondence

Sub1 Type
Gen Corr
Safety Rpt: Clin

Response to

Data

Meeting/Telecon
Gen Corr
Meeting/Telecon
Prot Amend

Prot Amend
Safety Rpt: Clin
Safety Rpt: Clin
Safety Rpt: Clin

CMC Issues

Meeting/Telecon
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Safety Rpt: Clin
Safety Rpt: Clin

Request
Safety Rpt: Clin

Request

Safety Rpt: Clin
Annual Report-IDA
Safety Rpt: Clin

Gen Corr

Meeting/Telecon
Safety Rpt: Clin
Safety Rpt: Clin
Meeting/Telecon

MA Submission Plan

Info Amend-Ciin
Info Amend-Clin
Safety Rpt: Clin
Safety Rpt: Clin
Info Amend-Clin
Info Amend-Clin
Safety Rpt: Clin
Safety Rpt: Clin

Sub2 Type

Initial Written

Information Request

Submission
Backgrnd Pkg-Submm

Backgrnd Pkg-Submm
Other

Other

Follow-up

Follow-up

Initial Written

Other

Minutes

Add Invest
Add Subinvest
Del Invest

Del Subinvest
Change in Prot
Follow-up
Follow-up

Info
Follow-up

Info

Initial Written
Subm

Initial Written

Info

Follow-up
Initial Written
Minutes
Issues

Monitor - Add
Monitor-Delete
Follow-up
Follow-up
Monitor - Add
Monitor-Delete
Initial Written
7-Day P/F & Initial

Protocol

3074A1-300-US
3074A1-301-ww

3074A1-311-wWw
3074A1-311-Ww
3074A1-311-WW
3074A1-311-WwW
3074A1-308-WwW
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Grits Doc ID
139282 FDA
139190 FDA

FDA

139248
FDA

139248

139165 FDA
139165 FDA
139165 FDA
139123 FDA

Wyeth

139310

139058 FDA
139000 FDA
139000 FDA

Wyeth

138979
138910 FDA
138910 FDA

Wyeth

138944

Wyeth

138807

Wyeth

138807

138715 FDA
138711 FDA
138681 FDA
138681 FDA
138681 FDA

Wyeth

138953
138610 FDA
138452 FDA
FDA
138511
FDA

138553

Wyeth

138510

Wyeth

138510
138422 FDA
138389 FDA
FDA
138084

To

Wyeth
Wyeth
Wyeth

Wyeth

Wyeth
Wyeth
Wyeth
Wyeth
FDA

Wyeth
Wyeth
Wyeth
Wyeth

Wyeth
Wyeth
Wyeth

Wyeth

Wyeth

Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
FDA

Wyeth
Wyeth
Wyeth

Wyeth

Wyeth

Wyeth

Wyeth
Wyeth
Wyeth

12-Jul-04
8-Jul-04

8-Jul-04

8-Jul-04
8-Jul-04
8-Jul-04
8-Jul-04
6-Jul-04

6-Jul-04
1-Jul-04
1-Jul-04
1-Jul-04

29-Jun-04
29-Jun-04
29-Jun-04

28-Jun-04

23-Jun-04

23-Jun-04
23-Jun-04
23-Jun-04
23-Jun-04
23-Jun-04
23-Jun-04

23-Jun-04
21-Jun-04
15-Jun-04

15-Jun-04

14-Jun-04

11-Jun-04

11-Jun-04
11-Jun-04
11-Jun-04

7-Jun-04

12-Jul-04

11-Jun-04

Doc. Date FAX Date Email Date

15

Chronology Description

Background package submitted to
the NCCLS for their Dec. 2003 mtg.

Background package submitted to
the NCCLS for their Dec. 2003 mig.

Update CRO Responsibilities
Update CRO Responsibilities
Update CRO Responsibilities

Type C meeting to be held 1 4-Sep-
04.

Meeting date changed to 14-SEP-04.

Discuss the following: Mtg. Req.,
Mtg. Min., Brand name,
Communication with reviewers, NDA
# and labeling.

Agency's responses and questions
to be addressed on 24-JUN-04
teleconference.

Agency's responses and questions
to be addressed on 24-JUN-04
teleconference.

SAP for Protocol 301/306
Administrative Change

24-MAY-04 mtg. Purpose: to
discuss the content and format of the
upcoming submission,.

Type C Meeting Request
Draft meeting minutes 24-MAY-04

-Jun-04 pre-NDA meeting.

24-MAY-04 Mig. Minutes. We are
also requesting the Agency's Mig.
Minutes.

24-JUN-04 Teleconference,
Information Amendment & Carolina
Site Visit.

24-JUN-04 Teleconference,
Information Amendment & Carolina
Site Visit.

New Investigators with
Subinvestigators

IND 56,518

Ref # Doc. Type
346 1A Correspondence
342 IA Correspondence

341 1A Correspondence

341 IA Correspondence
340 1A Correspondence
340 IA Correspondence
340 IA Correspondence
339 IA Correspondence

IA Correspondence
338 IA Correspondence
337 IA Correspondence
337 IA Correspondence

IA Correspondence
336 IA Correspondence
336 IA Correspondence

IDA-FDA Con Rpt

IDA-FDA Con Rpt

IDA-FDA Con Rpt
335 IA Correspondence
334 1A Correspondence
333 IA Correspondence
333 IA Correspondence
333 IA Correspondence

IA Correspondence
332 1A Correspondence
331 IA Correspondence

IA Correspondence

330 IA Correspondence

IDA-FDA Con Rpt

IDA-FDA Con Rpt
329 IA Correspondence
329 IA Correspondence

328 IA Correspondence

Sub1 Type
Safety Rpt: Clin
Safety Rpt: Clin

Gen Corr

Response to
Prot Amend
Prot Amend
Prot Amend
Safety Rpt: Clin

Meeting/Telecon
Safety Rpt: Clin
Prot Amend

Prot Amend

Meeting/Telecon
Prot Amend
Prot Amend

Phone

Phone

Phone

Gen Corr
Prot Amend
Prot Amend
Prot Amend
Prot Amend

Meeting/Telecon
Prot Amend
Meeting/Telecon

Meeting/Telecon

Meeting/Telecon

Phone

Phone
Safety Rpt: Clin
Safety Rpt: Clin

Prot Amend

Sub2 Type
7-Day Phone/FAX
Follow-up

Information Request
Add Invest

Add Subinvest

Del Subinvest

Initial Written

Confirm

Init Writ\Follow-up
Add Invest

Add Subinvest
Info

Add Invest
Add Subinvest

General

CMC Issues

Meeting Sched/lssues
Other
Add Invest

Add Subinvest
Del Subinvest

Minutes
Name Change
Meeting-Request

Other

Minutes

CMC Issues

Meeting Sched/lssues
7-Day PIF & Initial
7-Day P/F & Initial

Add Invest

Sub3 Type

Protocol

3074A1-309-ww
3074A1-309-Www
3074A1-309-Ww

3074A1-310-ww
3074A1-310-ww

3074A1-308-Ww
3074A1-308-ww

3074A1-308-ww
3074A1-307-Ww
3074A1-307-ww
3074A1-307-ww

3074A1-301-Www

3074A1-301-ww
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Grits Doc ID
137953 FDA
137953 FDA
137814 FDA

FDA
137864
138625 FDA
137732 FDA
137734 FDA

Wyeth
137636

FDA

137637
Wyeth
137754
137446 FDA
FDA

137355
FDA

137355
137272 FDA
137284 FDA
137371 FDA
FDA

137294

136669 FDA
136436 FDA
136418 FDA
136460 FDA
136251 FDA
136260 FDA
136041 FDA
135883 FDA
135883 FDA
135883 FDA
135883 FDA
135883 FDA
135801 FDA
135881 FDA
135706 FDA
135661 FDA
135572 FDA

Wyeth

135872
139102 Wyeth
135397 FDA
Wyeth
135675
135321 FDA

To

Wyeth
Wyeth
Wyeth
Wyeth

Wyeth
Wyeth
Wyeth
Wyeth

Wyeth

FDA

Wyeth
Wyeth

Wyeth

Wyeth
Wyeth
Wyeth
Wyeth

Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
FDA

Wyeth
Wyeth
FDA

Wyeth

From

Doc. Date FAX Date Email Date

1-Jun-04
1-Jun-04
26-May-04

25-May-04
24-May-04
24-May-04
24-May-04

20-May-04

20-May-04

20-May-04
17-May-04

13-May-04

13-May-04
12-May-04
12-May-04
12-May-04

11-May-04
26-Apr-04
20-Apr-04
19-Apr-04
19-Apr-04
14-Apr-04
14-Apr-04
12-Apr-04
7-Apr-04
7-Apr-04
7-Apr-04
7-Apr-04
7-Apr-04
2-Apr-04
2-Apr-04
31-Mar-04
29-Mar-04
24-Mar-04

24-Mar-04
19-Mar-04
18-Mar-04

18-Mar-04
18-Mar-04

12-May-04

19-Apr-04

2-Apr-04

Chronology Description

Information requested for protocol
25-May-04 301 sent to FDA.
NO DOC

FDA pre-meeting results of 19-May-

04.

Acknowledge receipt of comments

from FDA. Wyeth requesting

additional discussions and

teleconference with the FDA
20-May-04 Technical group.

Response to Microbiology
20-May-04 comments.

Based on clinical and non-clinical
data, tigecycline does not appear to
induce bone fragility.

Based on clinical and non-clinical
data, tigecycline does not appear to
induce bone fragility.

Time line for sending documents to

FDA prior to scheduled meeting on
11-May-04 May 19th.

Pre-NDA Meeting Package

3964A1-3074301

3074A1-3074301

3074A1-3074301

3074A1-300

CMC Amendment

3074A1-110-US

Protocol Amendment

Protocol Amendment

Protocol Amendment

Protocol Amendment

Protocol Amendment

3074A1-309

3074A1-309

3074A1-3074301

Statistical Analysis Plan

WYETH TO PROVIDE
BACKGROUND FOR THIS
MEETING

NO DOC

New Investigator

Update on Clinical and Preclinical
Issues

IND 56,518

Ref # Doc. Type
327 IA Correspondence
327 IA Correspondence
326 IA Correspondence

IA Correspondence
IA-GRR Note to File
324 A Correspondence
325 A Correspondence

IDA-FDA Con Rpt

IA Correspondence

IA Correspondence
323 A Correspondence

322 A Correspondence

322 A Correspondence
320 IA Correspondence
321 IA Correspondence
321 A Correspondence

IA Correspondence
319 IA Correspondence
318 IA Correspondence
317 IA Correspondence
317 IA Correspondence
315 IA Correspondence
3186 IA Correspondence
314 IA Correspondence
313 IA Correspondence
313 IA Correspondence
313 IA Correspondence
313 A Correspondence
313 IA Correspondence
312 IA Correspondence
312 1A Correspondence
311 IA Correspondence
310 IA Correspondence
309 1A Correspondence

IA Correspondence
IA-GRR Note to File
307 1A Correspondence

IA Correspondence
307 IA Correspondence

Sub1 Type
Prot Amend
Prot Amend
Prot Amend

Response to

Mtg Min (No Doc)
Safety Rpt: Clin
Safety Rpt: Clin

Phone

Clinical Issues

Clinical Issues
Safety Rpt: Clin

Response to

Safety Issues

Safety Rpt: Clin
Safety Rpt: Clin
Safety Rpt: Clin

Meeting/Telecon
Gen Corr

Safety Rpt: Clin
Safety Rpt: Clin
Safety Rpt: Clin
Safety Rpt: Clin
Info Amend-CMC
Prot Amend

Prot Amend

Prot Amend

Prot Amend

Prot Amend

Prot Amend
Safety Rpt: Clin
Safety Rpt: Clin
Prot Amend
Safety Rpt: Clin
Gen Corr

Meeting/Telecon
Other
Prot Amend

Meeting/Telecon
Prot Amend

Sub2 Type
Add Invest
Add Subinvest
Add Invest

Information Request

Initial Written
Follow-up

Meeting Sched/Issues

Info Request-Respon

Info Request-Respon

Initial Written

Information Request

Info Request-Respon

Follow-up
7-Day PIF & Initial
7-Day P/F & Initial

Info

Follow-up
7-Day P/F & Initial
7-Day P/F & Initial
Follow-up

Add Invest

Add Invest

Add Research Facil
Address Change
Del IRB

Del Subinvest
7-Day P/F & Initial
7-Day P/F & Initial
Change in Prot
Follow-up

Request-Response
Add Invest

Minutes
Add Invest

Protocol
3074A1-301-ww
3074A1-301-ww
3074A1-301-ww

3074A1-110-US

3074A1-301-WwW
3074A1-301-WwW
3074A1-301-WwW
3074A1-301-ww
3074A1-301-WwW

3074A1-301-Ww

3074A1-313-WwW
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Grits Doc ID
Wyeth
135356
135130 FDA
FDA
135148
135151 FDA
135151 FDA
139101 Wyeth
135176 FDA
135054 FDA
135004 FDA
135004 FDA
135004 FDA
134972 FDA
134721 FDA
134829 FDA
134562 FDA
134425 FDA
134174 FDA
134255 FDA
134278 FDA
134276 FDA
FDA
135128
134191 FDA
135853 FDA
135855 Wyeth
138622 Wyeth
133786 FDA
133975 FDA
133893 FDA
133895 FDA
133787 FDA
133186 FDA
133186 FDA
133053 FDA
133054 FDA
FDA
132941
132916 FDA
132907 FDA
132907 FDA
132769 FDA
135012 Wyeth
132655 FDA
132655 FDA
132655 FDA
132655 FDA
132655 FDA
132655 FDA
134537 FDA
132494 FDA
132472 FDA
132472 FDA
132471 FDA
132471 FDA

To

From
FDA

Wyeth
Wyeth

Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth

Wyeth
Wyeth
FDA

Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth

Wyeth
Wyeth
Wyeth
Wyeth
FDA

Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth

Doc.Date FAX Date Email Date

17-Mar-04
11-Mar-04

11-Mar-04
11-Mar-04
11-Mar-04
10-Mar-04
10-Mar-04
9-Mar-04
9-Mar-04
9-Mar-04
9-Mar-04
8-Mar-04
4-Mar-04
3-Mar-04
25-Feb-04
24-Feb-04
20-Feb-04
20-Feb-04
20-Feb-04
20-Feb-04

20-Feb-04
19-Feb-04
18-Feb-04
18-Feb-04
18-Feb-04
17-Feb-04
13-Feb-04
11-Feb-04
11-Feb-04
11-Feb-04
30-Jan-04
30-Jan-04
21-Jan-04
21-Jan-04

20-Jan-04
20-Jan-04
19-Jan-04
19-Jan-04
14-Jan-04
13-Jan-04
12-Jan-04
12-Jan-04
12-Jan-04
12-Jan-04
12-Jan-04
12-Jan-04
8-Jan-04
6-Jan-04
5-Jan-04
5-Jan-04
§-Jan-04
5-Jan-04

Chronology Description
Chemist response to submission

17-Mar-04 #254

Amendments 2 and 3
Change in Protocol - Resubmission

NO DOC

Type B Meeting Request

3074A1-3074306

3074A1-3074306
3074A1-2074306

3074A1-300

Request for Proprietary Name
Review -

2074A1-3074301

NO DOC

NO DOC

NO DOC

3074A1-3074301
Additional Background Information
Background Information

Background Package for meeting
request
Protocol 3074A1-300

3074A1-3074305

8-Jan-04 Clarification requested

3074A1-3074301

IND 56,518

Ref # Doc. Type

IA Correspondence
304 IA Correspondence

305 IA Correspondence
306 IA Correspondence
306 IA Correspondence

IA-GRR Note to File
302 IA Correspondence
301 IA Correspondence
300 IA Correspondence
300 IA Correspondence
300 IA Correspondence
299 IA Correspondence
297 A Correspondence
298 IA Correspondence
296 A Correspondence
295 |A Correspondence
290 IA Correspondence
292 A Correspondence
294 |A Correspondence
293 |A Correspondence

291 IA Correspondence
288 A Correspondence

IA-GRR Note to File

IA-GRR Note to File

IA-GRR Note to File
287 |A Correspondence
286 1A Correspondence
284 A Correspondence
284 A Correspondence
285 A Correspondence
283 IA Correspondence
283 IA Correspondence
281 IA Correspondence
282 IA Correspondence

280 IA Correspondence
279 IA Correspondence
278 A Correspondence
278 IA Correspondence
277 |A Correspondence
IDA-FDA Con Rpt
276 |A Correspondence
276 IA Correspondence
2786 IA Correspondence
276 A Correspondence
276 IA Correspondence
276 IA Correspondence
IA Correspondence
275 IA Correspondence
274 |A Correspondence
274 |A Correspondence
273 IA Correspondence
273 IA Correspondence

Sub1 Type

CMC Issues
Prot Amend

Prot Amend

Prot Amend

Prot Amend
Other
Meeting/Telecon
Meeting/Telecon
Prot Amend

Prot Amend

Prot Amend
Safety Rpt: Clin
Prot Amend
Safety Rpt: Clin
Safety Rpt: Clin
Safety Rpt: Clin
Prot Amend
Safety Rpt: Clin
Prot Amend

Prot Amend

Gen Corr

Safety Rpt: Clin
Mtg Min (No Doc)
Mtg Min (No Doc)
Other

Prot Amend
Safety Rpt: Clin
Gen Corr

Gen Corr

Prot Amend

Prot Amend

Prot Amend

Prot Amend

Prot Amend

Gen Corr
Safety Rpt: Clin
Prot Amend
Prot Amend
Safety Rpt: Clin
Other

Info Amend-Clin
Info Amend-Ciin
Info Amend-Clin
Prot Amend
Prot Amend
Prot Amend
Clinical Issues
Safety Rpt: Clin
Prot Amend
Prot Amend
Prot Amend
Prot Amend

Sub2 Type

info Request-Respon

Change in Prot

Change in Prot
Add Invest
Add Subinvest

Minutes
Meeting-Request
Add Subinvest
Add Subinvest
Del Subinvest
Follow-up

Add Invest
Follow-up
Follow-up
Initial Written
Change in Prot
Follow-up

Add Invest
Add Invest

Follow-up

Change in Prot
Initial Written

Change in Prot
Add Invest
Add Subinvest
Add Invest
Add Invest

Follow-up

Add Invest
Add Subinvest
Fallow-up

Address Change
Name Change

Research Facil - Add

Add IRB

Add Subinvest
Del Subinvest
Info-Request
Follow-up

Add Subinvest
Del Subinvest
Add Invest
Add Subinvest

Sub3 Type

Protocol

3074A1-301-Ww
3074A1-311-WwW

3074A1-110-US

3074A1-300-US
3074A1-300-US

3074A1-311-WwW

3074A1-117-US

3074A1-309-Ww
3074A1-307-WW

3074A1-308-Ww

3074A1-311-WW
3074A1-313-Ww
3074A1-313-Ww
3074A1-308-Ww
3074A1-311-WwW

3074A1-311-Ww
3074A1-311-WW

3074A1-301-ww
3074A1-301-Ww
3074A1-301-Ww
3074A1-301-WwW
3074A1-301-Www
3074A1-301-ww

3074A1-309-WwW
3074A1-309-WwW
3074A1-307-Ww
3074A1-307-WW
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Grits Doc ID
132257 FDA
132257 FDA
132257 FDA
132257 FDA
132257 FDA
132257 FDA
132255 FDA
132392 FDA
132307 FDA
132127 FDA
131973 FDA
131949 FDA
131949 FDA
131950 FDA
131950 FDA
131906 FDA
131887 FDA
131887 FDA
131856 FDA
131856 FDA
132229 FDA
131848 FDA
131759 FDA
131759 FDA
131759 FDA
131759 FDA
131759 FDA
131759 FDA
131759 FDA
131759 FDA
131759 FDA
131759 FDA
131734 FDA

FDA

131358

131405 FDA
131405 FDA
131405 FDA
131405 FDA
130832 FDA
130889 FDA
130729 FDA
130620 FDA
130488 FDA
130407 FDA
130407 FDA
130406 FDA
130406 FDA
130402 FDA
130402 FDA
130422 FDA
130331 FDA
130331 FDA
130317 FDA
130317 FDA

To

Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth

Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth

From

Doc.Date FAX Date Email Date

31-Dec-03
31-Dec-03
31-Dec-03
31-Dec-03
31-Dec-03
31-Dec-03
31-Dec-03
31-Dec-03
23-Dec-03
23-Dec-03
19-Dec-03
19-Dec-03
19-Dec-03
19-Dec-03
19-Dec-03
18-Dec-03
17-Dec-03
17-Dec-03
16-Dec-03
16-Dec-03
15-Dec-03
15-Dec-03
11-Dec-03
11-Dec-03
11-Dec-03
11-Dec-03
11-Dec-03
11-Dec-03
11-Dec-03
11-Dec-03
11-Dec-03
11-Dec-03
10-Dec-03

9-Dec-03

9-Dec-03

9-Dec-03

9-Dec-03

9-Dec-03
24-Nov-03
24-Nov-03
20-Nov-03
19-Nov-03
18-Nov-03
14-Nov-03
14-Nov-03
14-Nov-03
14-Nov-03
14-Nov-03
14-Nov-03
14-Nov-03
13-Nov-03
13-Nov-03
13-Nov-03
13-Nov-03

23-Dec-03

15-Dec-03

Chronology Description

PROTOCOL NO. 3074A1-300

3074A1-300

Protocol No. 3074A1-300

3074A1-300

Protocol # 3074A1-300

Type C Mtg Req - To Review
Current Status of Clinical and

Preclinical Programs

3074A1-305
Protocol No. 3074A1-106

Designation of Starting Material

3704A1-301

3074A1-106-CN

IND 56,518

Ref # Doc. Type
271 IA Correspondence
271 1A Correspondence
271 IA Correspondence
271 IA Correspondence
271 A Correspondence
271 |A Correspondence
270 1A Correspondence
272 1A Correspondence
269 IA Correspondence
269 |A Correspondence
268 IA Correspondence
266 IA Correspondence
266 1A Correspondence
267 A Correspondence
267 IA Correspondence
265 A Correspondence
264 IA Correspondence
264 |A Correspondence
263 IA Correspondence
263 IA Correspondence
262 IA Correspondence
262 1A Correspondence
261 |A Correspondence
261 1A Correspondence
261 1A Correspondence
261 IA Correspondence
261 A Correspondence
261 |A Correspondence
261 A Correspondence
261 |A Correspondence
261 A Correspondence
261 1A Correspondence
260 IA Correspondence

258 |A Correspondence
259 |A Correspondence
259 |A Correspondence
259 IA Correspondence
259 IA Correspondence
256 IA Correspondence
257 1A Correspondence
255 |A Correspondence
254 1A Correspondence
253 IA Correspondence
251 IA Correspondence
251 IA Correspondence
250 IA Correspondence
250 IA Correspondence
248 IA Correspondence
249 |A Correspondence
252 |A Correspondence
247 |A Correspondence
247 IA Correspondence
246 |A Correspondence
246 A Correspondence

Sub1 Type
Info Amend-Clin
Info Amend-Clin
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Safety Rpt: Clin
Safety Rpt: Clin
Safety Rpt: Clin
Safety Rpt: Clin
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Safety Rpt: Clin
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Safety Rpt: Clin
Safety Rpt: Clin
Info Amend-Clin
Info Amend-Clin
Info Amend-Clin
Info Amend-Cliin
Info Amend-Clin
Info Amend-Clin
Info Amend-Clin
Info Amend-Clin
Info Amend-Clin
Info Amend-Clin
Safety Rpt: Clin

Meeting/Telecon
Info Amend-Clin
Prot Amend
Prot Amend
Prot Amend
Safety Issues
Safety Rpt: Clin
Safety Rpt: Clin
Gen Corr
Safety Rpt: Clin
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Safety Rpt: Clin
Prot Amend
Prot Amend
Prot Amend
Prot Amend

Sub2 Type
Address Change

Research Facil - Add

Add Invest

Add Subinvest
Del Invest

Del Subinvest
Add Subinvest
Initial Written
7-Day P/F & Initial
7-Day P/F & Initial
Follow-up

Add Invest

Add Subinvest
Add Invest

Add Subinvest
Follow-up

Add Invest

Add Subinvest
Add Invest

Add Subinvest
7-Day P/F & Initial
7-Day P/F & Initial
Other

Other

Other

Other

Other

Other

Other

Other

Other

Other

Initial Written

Meeting-Request
Address Change
Add Invest

Add Subinvest
Del Subinvest
Other

Follow-up
Follow-up

Initial Written
Add Invest
Add Subinvest
Add Invest
Add Subinvest
Add Invest
Add Subinvest
Initial Written
Add Invest
Add Subinvest
Add Invest
Add Subinvest

Sub3 Type

Protocol
3074A1-300-US
3074A1-300-US
3074A1-300-US
3074A1-300-US
3074A1-300-Us
3074A1-300-US
3074A1-104-US

3074A1-305-WwW
3074A1-305-WwW
3074A1-306-WwW
3074A1-308-WW

3074A1-313-WW
3074A1-313-WwW
3074A1-308-Ww
3074A1-308-WwwW

3074A1-300-CA

3074A1-300-US

3074A1-301-WwW
3074A1-305-Ww
3074A1-306-WW
3074A1-307-WwW
3074A1-308-WW
3074A1-309-WwW
3074A1-310-WW
3074A1-313-Ww

3074A1-301-WwW
3074A1-301-Ww
3074A1-301-WwW
3074A1-301-ww

3074A1-309-wwW
3074A1-309-WwW
3074A1-307-WW
3074A1-307-WwW
3074A1-310-WwW
3074A1-310-WwW

3074A1-300-US
3074A1-300-US
3074A1-311-Ww
3074A1-311-ww
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Grits Doc ID
130332 FDA
130332 FDA
130933 FDA
130316 FDA
130316 FDA
130299 FDA
130299 FDA
130299 FDA
130299 FDA
130235 FDA
130235 FDA
130271 FDA
130271 FDA
130127 FDA
130056 FDA
129672 FDA
129672 FDA
129672 FDA
129412 FDA
129412 FDA
129197 FDA
129197 FDA
129197 FDA
129197 FDA
129008 FDA
129058 FDA
129022 Wyeth
128736 FDA
128736 FDA
128779 FDA
128779 FDA
129027 FDA
129027 FDA
128457 FDA
128727 FDA
128727 FDA
128453 FDA
128453 FDA
128453 FDA
128423 FDA
128423 FDA
128419 FDA
128422 FDA

Wyeth
128215
127857 FDA
127857 FDA
127763 FDA
127763 FDA
127761 FDA
127761 FDA
127759 FDA
127759 FDA

To

Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth

Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth

From

Doc.Date FAX Date Email Date

13-Nov-03
13-Nov-03
13-Nov-03
12-Nov-03
12-Nov-03
11-Nov-03
11-Nov-03
11-Nov-03
11-Nov-03
10-Nov-03
10-Nov-03
10-Nov-03
10-Nov-03
6-Nov-03
5-Nov-03
31-Oct-03
31-Oct-03
31-Oct-03
24-Oct-03
24-Oct-03
20-Oct-03
20-Oct-03
20-Oct-03
20-Oct-03
16-Oct-03
16-Oct-03
8-Oct-03
8-Oct-03
8-Oct-03
8-Oct-03
8-Oct-03
8-Oct-03
8-Oct-03
7-Oct-03
7-Oct-03
7-Oct-03
2-Oct-03
2-Oct-03
2-Oct-03
1-Oct-03
1-Oct-03
30-Sep-03
30-Sep-03

22-Sep-03
17-Sep-03
17-Sep-03
17-Sep-03
17-Sep-03
17-Sep-03
17-Sep-03
17-Sep-03
17-Sep-03

13-Nov-03

22-Sep-03

Chronology Description

Correction to Int Rpt
3074A1-307-WW

re: CAP and HAP FDA Responses

IND 56,518

Ref # Doc. Type
248 |A Correspondence
248 IA Correspondence

IA Correspondence
245 |A Correspondence
245 IA Correspondence
244 IA Correspondence
244 |A Correspondence
244 |A Correspondence
244 1A Correspondence
242 |A Correspondence
242 A Correspondence
243 1A Correspondence
243 1A Correspondence
241 A Correspondence
240 |A Correspondence
239 |A Correspondence
239 IA Correspondence
239 |A Correspondence
238 A Correspondence
238 IA Correspondence
237 IA Correspondence
237 IA Correspondence
237 A Correspondence
237 IA Correspondence
235 |A Correspondence
236 A Correspondence

IDA-FDA Con Rpt
232 A Correspondence
232 IA Correspondence
233 IA Correspondence
233 A Correspondence
234 |A Correspondence
234 |A Correspondence
230 1A Correspondence
231 IA Correspondence
231 1A Correspondence
229 A Correspondence
229 |A Correspondence
229 A Correspondence
228 |A Correspondence
228 IA Correspondence
226 IA Correspondence
227 A Correspondence

IDA-FDA Con Rpt
225 A Correspondence
225 |A Correspondence
224 |A Correspondence
224 1A Correspondence
223 |A Correspondence
223 |A Correspondence
222 |A Correspondence
222 |A Correspondence

Sub1 Type
Prot Amend
Prot Amend
Pediatric Exclus
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Safety Rpt: Clin
Safety Rpt: Clin
Info Amend-Clin
Info Amend-Clin
Prot Amend
Authorize
Authorize
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Safety Rpt: Clin
Prot Amend
Phone
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Authorize
Prot Amend

Phone

Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend

Sub2 Type
Add Invest
Add Subinvest
Req for Written Req
Add Invest
Add Subinvest
Add Invest
Add Subinvest
Del Invest
Del Subinvest
Add invest
Add Subinvest
Add Invest
Add Subinvest
Initial Written
Initial Written
IRB - Add
Research Facil - Add
Add Subinvest
Emergency Use
Reference
Add Invest
Add Subinvest
Del Invest
Del Subinvest
Follow-up
Change in Prot
Clinical Issues
Add Invest
Add Subinvest
Add Invest
Add Subinvest
Add Invest
Add Subinvest
Change in Prot
Add Invest
Add Subinvest
Change in Prot
Change in Prot
Change in Prot
Add Invest
Add Subinvest
Reference
New Protocol

Meeting Sched/Issues
Add Invest

Add Subinvest

Add Invest

Add Subinvest

Add Invest

Add Subinvest

Add Invest

Add Subinvest

Sub3 Type

Protocol
3074A1-301-Ww
3074A1-301-WwW

3074A1-300-CA

3074A1-300-CA

3074A1-301-Ww
3074A1-301-Ww
3074A1-301-Ww
3074A1-301-Ww
3074A1-306-WW
3074A1-306-WwW
3074A1-308-wWw
3074A1-308-Ww

3074A1-117-US
3074A1-117-US
3074A1-117-US

3074A1-300-US
3074A1-300-US
3074A1-300-US
3074A1-300-US
3074A1-104-US
3074A1-306-WwW

3074A1-308-Ww
3074A1-308-WW
3074A1-307-WW
3074A1-307-Ww
3074A1-309-Ww
3074A1-309-Ww
3074A1-305-Ww
3074A1-301-Ww
3074A1-301-WW
3074A1-305-Www
3074A1-307-WwW
3074A1-309-Ww
3074A1-306-WW
3074A1-306-WwW

3074A1-110-US

3074A1-300-US
3074A1-300-US

3074A1-301-WwW
3074A1-309-WW
3074A1-309-WwW
3074A1-307-WwW
3074A1-307-WwW
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Grits Doc ID
FDA

127706
127499 FDA
127289 FDA
127288 FDA
127288 FDA
127158 FDA
127158 FDA
126971 FDA
126971 FDA
126970 FDA
126970 FDA
126810 FDA
126810 FDA
126539 FDA
126539 FDA
126035 FDA
126035 FDA
125777 FDA
125777 FDA
125777 FDA
125777 FDA
125777 FDA
125777 FDA
125991 FDA
125991 FDA
125991 FDA
125991 FDA
125503 FDA
125503 FDA
Wyeth
126120
125502 FDA
125502 FDA
125259 FDA
125126 FDA
125126 FDA
FDA

125066

FDA
125067

FDA
125067
124998 FDA
124939 FDA
124938 FDA
124938 FDA
124813 FDA
124446 FDA
123858 FDA
123858 FDA

To

From
Wyeth

Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
FDA

Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth

WLV (Wyeth
Lederle Vaccines)
WLV (Wyeth
Lederle Vaccines)
Wyeth

Wyeth

Wyeth

Wyeth

Wyeth

Wyeth

Wyeth

Wyeth

Doc. Date FAX Date Email Date

11-Sep-03
5-Sep-03
3-Sep-03
2-Sep-03
2-Sep-03
28-Aug-03
28-Aug-03
27-Aug-03
27-Aug-03
26-Aug-03
26-Aug-03
19-Aug-03
19-Aug-03
14-Aug-03
14-Aug-03
5-Aug-03
5-Aug-03
5-Aug-03
5-Aug-03
5-Aug-03
5-Aug-03
5-Aug-03
5-Aug-03
5-Aug-03
5-Aug-03
5-Aug-03
5-Aug-03
1-Aug-03
1-Aug-03

28-Jul-03
25-Jul-03
25-Jul-03
23-Jul-03
22-Jul-03
22-Jul-03

21-Jul-03
21-Jul-03

21-Jul-03
17-Jul-03
16-Jul-03
16-Jul-03
16-Jul-03
14-Jul-03
10-Jul-03

1-Jul-03

1-Jul-03

Chronology Description
Purpose of this submission is to

provide an initial written safety report

on 76 year old female patient who
developed pancreatitis while

enrolled in Study.

FDA comments to serial nos. 190,

28-Jul-03 191 & 192

Purpose of this submission is to
provide new subinvestigators

asociated with principal

investigators.

IND 56,518

Ref #

Doc. Type

221 A Correspondence
220 |A Correspondence
219 1A Correspondence
218 |A Correspondence
218 |A Correspondence
217 IA Correspondence
217 1A Correspondence
216 1A Correspondence
216 IA Correspondence
215 1A Correspondence
215 |A Correspondence
214 |A Correspondence
214 1A Correspondence
213 A Correspondence
213 |A Correspondence
212 |A Correspondence
212 1A Correspondence
210 IA Correspondence
210 |A Correspondence
210 1A Correspondence
210 IA Correspondence
210 IA Correspondence
210 IA Correspondence
211 1A Correspondence
211 |A Correspondence
211 A Correspondence
211 JA Correspondence
209 IA Correspondence
209 IA Correspondence

IA Correspondence
208 IA Correspondence
208 |A Correspondence
207 |A Correspondence
206 A Correspondence
206 IA Correspondence

204 1A Correspondence
205 IA Correspondence

205 |A Correspondence
203 |A Correspondence
202 |A Correspondence
201 IA Correspondence
201 1A Correspondence
200 IA Correspondence
199 |A Correspondence
196 IA Correspondence
196 A Correspondence

Sub1 Type

Safety Rpt: Clin
Safety Rpt: Clin
Prot Amend
Request
Response to
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend

Clinical issues
Prot Amend

Prot Amend
Annual Report-IDA
Prot Amend

Prot Amend

Prot Amend
Prot Amend

Prot Amend

Prot Amend

Prot Amend

Prot Amend

Prot Amend
Safety Rpt: Clin
Info Amend-CMC
Prot Amend

Prot Amend

Sub2 Type

Initial Written
Initial Written
Add Invest
Other
Information Request
Add Invest
Add Subinvest
Add Invest
Add Subinvest
Add Invest
Add Subinvest
New Protocol
New Protocol
Add Invest
Add Subinvest
Add Invest
Add Subinvest
Add IRB

Add Invest
Add Subinvest
Del IRB

Del Invest

Del Subinvest
Add Invest
Add Subinvest
Del Invest

Del Subinvest
New Protocol
New Protocol

Other

Add Invest
Add Subinvest
Subm

Add Subinvest
Del Subinvest

Add Subinvest
Add Invest

Add Subinvest
Change in Prot
Change in Prot
New Protocol
New Protocol
Follow-up

Add Invest
Add Subinvest

Sub3 Type

Protocol

3074A1-301-Ww

3074A1-301-WwW
3074A1-301-WW
3074A1-305-Ww
3074A1-305-WW
3074A1-300-CA
3074A1-300-CA
3074A1-113-US

3074A1-300-US
3074A1-300-US
3074A1-306-Ww
3074A1-306-WW
3074A1-300-US
3074A1-300-US
3074A1-300-US
3074A1-300-US
3074A1-300-US
3074A1-300-US
3074A1-301-WW
3074A1-301-WwW
3074A1-301-WwW
3074A1-301-WwW
3074A1-117-US

3074A1-308-Ww
3074A1-308-WwW

3074A1-112-US
3074A1-112-US

3074A1-305-WwW
3074A1-300-US
3074A1-300-US

3074A1-104-US
3074A1-115-US

3074A1-306-WwW
3074A1-306-WwW
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Grits Doc ID
123909 FDA
123927 FDA
123927 FDA
123487 FDA
123487 FDA
123148 FDA
123148 FDA
123093 FDA
123093 FDA

FDA

122999

123000 FDA

123000 FDA
FDA

122948
FDA

126099
122917 FDA
122861 FDA
122409 FDA
122409 FDA
122408 FDA
122408 FDA
122408 FDA
122408 FDA
122408 FDA
FDA

122104
FDA

122104
121772 FDA
121772 FDA
121517 FDA
121517 FDA
120432 FDA
120432 FDA
120506 FDA
120506 FDA
FDA

120430

119940 FDA
119940 FDA
119940 FDA
119940 FDA
119608 FDA
119350 FDA
119350 FDA
119291 FDA

To

Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth

Wyeth
Wyeth
Wyeth

Wyeth

Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth

Wyeth

Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth

Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth

From

Doc. Date FAX Date Email Date

1-Jul-03
1-Jul-03
1-Jul-03
25-Jun-03
25-Jun-03
19-Jun-03
19-Jun-03
18-Jun-03
18-Jun-03

13-Jun-03
13-Jun-03
13-Jun-03

12-Jun-03

12-Jun-03
11-Jun-03
11-Jun-03
3-Jun-03
3-Jun-03
2-Jun-03
2-Jun-03
2-Jun-03
2-Jun-03
2-Jun-03

27-May-03

27-May-03
21-May-03
21-May-03
19-May-03
19-May-03
1-May-03
1-May-03
1-May-03
1-May-03

30-Apr-03
23-Apr-03
23-Apr-03
23-Apr-03
23-Apr-03
15-Apr-03
10-Apr-03
10-Apr-03

9-Apr-03

Chronology Description

Protocol Amendment, New Protocol -
Request for Special Protocol
Assessment

Protocol Amendment, New Protocol -
Request for Special Protocol
Assessment.

thanks for news & attached cover Itr
of Phase 3 study protocol that went

12-Jun-03 out today

Purpose of submission is to provide
safety report on 66 year old male
patient (Control No.
HQWYE250019MAY03)

Purpose of submission is to provide
safety report on 66 year old male
patient (Control No.
HQWYE250019MAY03)

authorize FDA to reference data in
support of Emergency Use
requested by a MA hospital

IND 56,518

Ref # Doc. Type
197 1A Correspondence
198 |A Correspondence
198 A Correspondence
195 IA Correspondence
195 |A Correspondence
194 |A Correspondence
194 1A Correspondence
193 IA Correspondence
193 |A Correspondence

191 IA Correspondence
192 IA Correspondence
192 IA Correspondence

190 IA Correspondence

IA Correspondence
189 IA Correspondence
188 A Correspondence
187 1A Correspondence
187 IA Correspondence
186 |A Correspondence
186 IA Correspondence
186 1A Correspondence
186 1A Correspondence
186 |A Correspondence

185 IA Correspondence

185 1A Correspondence
184 1A Correspondence
184 |A Correspondence
183 |A Correspondence
183 1A Correspondence
181 IA Correspondence
181 1A Correspondence
182 |A Correspondence
182 IA Correspondence

180 A Correspondence
179 IA Correspondence
179 1A Correspondence
179 IA Correspondence
179 1A Correspondence
178 |A Correspondence
177 1A Correspondence
177 1A Correspondence
176 IA Correspondence

Sub1 Type
Safety Rpt: Clin
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend

Prot Amend
Prot Amend
Prot Amend

Prot Amend

Clinical Issues
Safety Rpt: Clin
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend

Safety Rpt: Clin

Safety Rpt: Clin
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend

Authorize

Prot Amend
Prot Amend
Prot Amend
Prot Amend
Authorize

Prot Amend
Prot Amend
Prot Amend

Sub2 Type

Initial Written

Add Invest

Add Subinvest
New Protocol
New Protocol
Add Invest

Add Subinvest
Add Invest

Add Subinvest

Sub3 Type

New Protocol
New Protocol
New Protocol

New Protocol

Info-Submission
Follow-up

New Protocol
Add Invest

Add Subinvest
Add IRB

Add Invest

Add Subinvest
Del IRB

Del Subinvest

Initial Written

Initial Written
Add Invest
Add Subinvest
Add Invest
Add Subinvest
Add Invest
Add Subinvest
Add Invest
Add Subinvest

Reference
Add Invest
Add Subinvest
Del Invest
Del Subinvest
Reference
Add Invest
Add Subinvest
Add Invest

Protocol

3074A1-301-WwW
3074A1-301-Ww
3074A1-310-Ww

3074A1-305-WwW
3074A1-305-WW
3074A1-300-US
3074A1-300-US

3074A1-308-WW
3074A1-313-WwW

3074A1-311-wWww

3074A1-104-US

3074A1-306-WW
3074A1-306-WwW
3074A1-301-WwW
3074A1-301-WwW
3074A1-301-WwW
3074A1-301-Ww
3074A1-301-Ww

3074A1-202-US

3074A1-305-WwW
3074A1-305-WwW
3074A1-300-US

3074A1-300-US

3074A1-306-WW
3074A1-306-WW
3074A1-301-WwW
3074A1-301-Ww

3074A1-305-WwW
3074A1-305-WwW
3074A1-305-WwW
3074A1-305-WwW

3074A1-301-Ww

3074A1-301-WwW
3074A1-306-WW
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Grits Doc ID
119291 FDA
119291 FDA
119291 FDA
119014 FDA

FDA
119015
118434 FDA
118434 FDA
118005 FDA
118005 FDA
117989 FDA
117914 FDA
117914 FDA
117416 FDA
117416 FDA
117578 FDA
117789 FDA
117282 FDA
117282 FDA
117520 Wyeth
117079 FDA
117079 FDA
116972 FDA
116972 FDA
116975 FDA
116706 FDA
116706 FDA

Wyeth

122685
116561 FDA
116552 FDA
116471 FDA
116471 FDA
Wyeth
120964
116425 FDA
116425 FDA
116335 FDA
116276 FDA
116276 FDA
116533 Wyeth
116141 FDA
116141 FDA
116143 FDA
116143 FDA
116171 FDA
116171 FDA
116116 FDA
116120 FDA
115971 FDA
115927 FDA
115927 FDA
116202 Wyeth
116202 Wyeth

To

Wyeth
Wyeth
Wyeth
Wyeth
Wyeth

Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
FDA

Wyeth
Wyeth
Wyeth
Wyeth
FDA

Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
FDA

FDA

From

Doc. Date FAX Date Email Date

9-Apr-03
9-Apr-03
9-Apr-03
3-Apr-03

3-Apr-03
24-Mar-03
24-Mar-03
21-Mar-03
21-Mar-03
21-Mar-03
18-Mar-03
18-Mar-03
10-Mar-03
10-Mar-03
10-Mar-03
6-Mar-03
4-Mar-03
4-Mar-03
3-Mar-03
3-Mar-03
3-Mar-03
26-Feb-03
26-Feb-03
26-Feb-03
20-Feb-03
20-Feb-03

20-Feb-03
19-Feb-03
13-Feb-03
12-Feb-03
12-Feb-03

12-Feb-03
11-Feb-03
11-Feb-03
10-Feb-03

5-Feb-03

5-Feb-03
30-Jan-03
30-Jan-03
30-Jan-03
30-Jan-03
30-Jan-03
30-Jan-03
30-Jan-03
28-Jan-03
28-Jan-03
22-Jan-03
21-Jan-03
21-Jan-03
21-Jan-03
21-Jan-03

Chronology Description

Add new protocol no. 3074A1-309-
WW and add investigator

6-Mar-03

EOP2/CMC Mtg - FDA Minutes -
Nov 11 2002 Telecon to discuss

CMC plan to support development of

20-Feb-03 a NDA

Protocols submitted under Ref#139

12-Feb-03

Confirmation of Serial No. 149
Confirmation of Serial No. 149

IND 56,518

Ref # Doc. Type
176 |A Correspondence
176 1A Correspondence
176 IA Correspondence
174 |A Correspondence

175 1A Correspondence
173 1A Correspondence
173 1A Correspondence
172 1A Correspondence
172 1A Correspondence
171 1A Correspondence
170 1A Correspondence
170 1A Correspondence
168 1A Correspondence
168 |A Correspondence
169 |A Correspondence

|A Correspondence
167 1A Correspondence
167 |A Correspondence

IDA-FDA Con Rpt
166 IA Correspondence
166 |A Correspondence
164 1A Correspondence
164 |A Correspondence
165 IA Correspondence
163 1A Correspondence
163 1A Correspondence

IA Correspondence
162 IA Correspondence
161 IA Correspondence
160 1A Correspondence
160 IA Correspondence

IA Correspondence
159 IA Correspondence
159 |A Correspondence
158 1A Correspondence
157 1A Correspondence
157 1A Correspondence
IDA-FDA Con Rpt
154 1A Correspondence
154 |A Correspondence
155 |A Correspondence
155 IA Correspondence
156 IA Correspondence
156 IA Correspondence
152 |A Correspondence
153 IA Correspondence
151 IA Correspondence
150 IA Correspondence
150 IA Correspondence
IA Correspondence
IA Correspondence

Sub1 Type
Prot Amend
Prot Amend
Prot Amend
Prot Amend

Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Response to
Prot Amend
Prot Amend
Phone
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend

Meeting/Telecon
Prot Amend
Prot Amend
Prot Amend
Prot Amend

Response to
Prot Amend
Prot Amend
Authorize
Prot Amend
Prot Amend
Phone

Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Gen Corr
Gen Corr
Meeting/Telecon
Prot Amend
Prot Amend
CMC Issues
Gen Corr

Sub2 Type
Add Subinvest
Del Invest
Del Subinvest
New Protocol

New Protocol
Add Invest
Add Subinvest
Add Invest
Add Subinvest
Add Subinvest
Add Invest
Add Subinvest
Add Invest
Add Subinvest
Change in Prot
Information Request
Add Invest
Add Subinvest
Clinical Issues
Add Invest
Add Subinvest
Add Invest
Add Subinvest
Change in Prot
Add Invest
Add Subinvest

Minutes
Change in Prot
Change in Prot
Add Invest
Add Subinvest

Review/Comment Req
Add Invest
Add Subinvest
Reference
Add Invest
Add Subinvest
Clinical Issues
Change in Prot
Other

Add Invest
Add Subinvest
Add Invest
Add Subinvest

Meeting-Request
Add Invest

Add Subinvest
Other

Protocol
3074A1-306-WwW
3074A1-306-WW
3074A1-306-wWwwW
3074A1-307-WwW

3074A1-309-WW
3074A1-305-WwW
3074A1-305-WwW
3074A1-300-US
3074A1-300-US
3074A1-111-US
3074A1-306-WW
3074A1-306-WwW
3074A1-306-WwW
3074A1-306-WW
3074A1-300-CA

3074A1-301-WwW
3074A1-301-WW

3074A1-305-Ww
3074A1-305-Ww
3074A1-300-CA
3074A1-300-CA
3074A1-308-WW
3074A1-300-US
3074A1-300-US

3074A1-305-WwW
3074A1-301-Ww
3074A1-305-WwW
3074A1-305-WwW

3074A1-306-WW
3074A1-306-WwW

3074A1-301-Ww
3074A1-301-WwW

3074A1-300-US
3074A1-300-US
3074A1-301-WW
3074A1-301-WW
3074A1-306-WW
3074A1-306-WW

3074A1-305-WW
3074A1-305-WwW
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Grits Doc ID To

115890 FDA
115829 FDA
115851 FDA
115845 FDA
FDA
115632
FDA
115632
W-AL (Wyeth-
115749 Ayerst Labs)
115357 FDA
115751 Wyeth
114973 FDA
114732 FDA
FDA
114693
114572 FDA
114572 FDA
114572 FDA
114572 FDA
114572 FDA
114572 FDA
114416 FDA
114416 FDA
114233 FDA
114233 FDA
114232 FDA
114232 FDA
114232 FDA
114232 FDA
114232 FDA
114232 FDA
124823 FDA
114222 FDA
114045 FDA
114527 Wyeth
113843 FDA
113843 FDA
113843 FDA
113843 FDA
113316 FDA
113164 FDA
113164 FDA
113163 FDA
113163 FDA
113077 FDA
113077 FDA
FDA
112991 |
112940 FDA
112940 FDA
112940 FDA
113711 Wyeth
112655 FDA
112655 FDA
112689 FDA

W-AR
W-AR
Wyeth
Wyeth
Wyeth

Wyeth
Wyeth

Wyeth
FDA

Wyeth
Wyeth
Wyeth

Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
FDA

Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth

Wyeth
Wyeth
Wyeth
FDA

Wyeth
Wyeth
Wyeth

From

Doc. Date FAX Date Email Date

17-Jan-03
16-Jan-03
16-Jan-03
16-Jan-03

13-Jan-03

13-Jan-03

10-Jan-03
6-Jan-03
3-Jan-03
19-Dec-02
18-Dec-02

11-Dec-02
9-Dec-02
9-Dec-02
9-Dec-02
9-Dec-02
9-Dec-02
9-Dec-02
27-Nov-02
27-Nov-02
22-Nov-02
22-Nov-02
22-Nov-02
22-Nov-02
22-Nov-02
22-Nov-02
22-Nov-02
22-Nov-02
21-Nov-02
21-Nov-02
18-Nov-02
18-Nov-02
13-Nov-02
13-Nov-02
13-Nov-02
13-Nov-02
28-Oct-02
23-Oct-02
23-Oct-02
23-Oct-02
23-Oct-02
22-Oct-02
22-Oct-02

21-Oct-02
17-Oct-02
17-Oct-02
17-Oct-02
11-Oct-02
10-Oct-02
10-Oct-02
10-Oct-02

Chronology Description
Wyeth provided meeting minutes

Protocol Amendment, New Protocol,
Add Investigator
Protocol Amendment, New Protocol,
Add Investigator

10-Jan-03

clinical trials site

Protocol Amendment - New
Investigators

Draft Protocols for Review
Draft Protocols for Review

NO bOC

Sept. 12, 2002

For November 21, 2002 - End of
Phase Il

Type B mtg

IND 56,518

Ref # Doc. Type
149 |IA Correspondence
146 1A Correspondence
148 A Correspondence
147 1A Correspondence

145 1A Correspondence
145 1A Correspondence

IDA-FDA Con Rpt
144 1A Correspondence

IA Correspondence
143 1A Correspondence
142 1A Correspondence

141 1A Correspondence
140 |A Correspondence
140 1A Correspondence
140 |A Correspondence
140 1A Correspondence
140 |A Correspondence
140 A Correspondence
139 IA Correspondence
139 IA Correspondence
138 IA Correspondence
138 |A Correspondence
137 1A Correspondence
137 1A Correspondence
137 1A Correspondence
137 1A Correspondence
137 1A Correspondence
137 1A Correspondence

IA-GRR Note to File
136 IA Correspondence
135 1A Correspondence

IA Correspondence
134 1A Correspondence
134 1A Correspondence
134 1A Correspondence
134 1A Correspondence
133 IA Correspondence
132 |A Correspondence
132 IA Correspondence
131 |A Correspondence
131 |A Correspondence
130 IA Correspondence
130 IA Correspondence

129 1A Correspondence
128 IA Correspondence
128 |A Correspondence
128 |A Correspondence

IA Correspondence
126 IA Correspondence
126 IA Correspondence
127 1A Correspondence

Sub1 Type
Gen Corr
Prot Amend
Prot Amend
Prot Amend

Prot Amend
Prot Amend

Phone

Safety Rpt: Clin
Clinical Issues
Authorize

Prot Amend

Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Protocol-Draft Clin
Request
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Mtg Min (No Doc)
Authorize
Prot Amend
Meeting/Telecon
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Authorize
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend

Meeting/Telecon
Prot Amend
Prot Amend
Prot Amend
Meeting/Telecon
Prot Amend
Prot Amend
Prot Amend

Sub2 Type

Add Invest
Add Invest
Add Invest

Add Invest
New Protocol

Clinical Issues
Follow-up
Other
Reference
Add Invest

Add Invest

Add Invest

Add Research Facil
Add Subinvest
Address Change
Del Research Facil
Other

Submission
Review/Comment
Add Invest

Add Subinvest

Add IRB

Add Invest

Add Research Facil
Add Subinvest

Del Invest

Del Research Facil

Reference
Change in Prot
Minutes

Add Invest

Add Research Facil
Add Subinvest

Del Research Facil
Reference

Add Invest

Add Subinvest
Add Invest

Add Subinvest
Add Invest

Add Subinvest

Backgrnd Pkg-Submm
Add Invest

Add Subinvest

Del Invest

Mtg Reg-Response
Add Invest

Add Subinvest

Add Invest

Sub3 Type

Protocol

3074A1-301-WW
3074A1-300-US
3074A1-306-WW

3074A1-111-US

3074A1-305-WW

3074A1-306-WwW
3074A1-300-US
3074A1-300-US
3074A1-300-US
3074A1-300-US
3074A1-300-US
3074A1-300-US

3074A1-306-WW
3074A1-306-WW
3074A1-301-WW
3074A1-301-WwW
3074A1-301-WwW
3074A1-301-WW
3074A1-301-WW
3074A1-301-WW

3074A1-112-US

3074A1-300-US
3074A1-300-US
3074A1-300-US
3074A1-300-US

3074A1-305-Ww
3074A1-305-Ww
3074A1-306-WwW
3074A1-306-WW
3074A1-300-US
3074A1-300-US

3074A1-300-US
3074A1-300-US
3074A1-300-US

3074A1-301-WwW

3074A1-301-WW
3074A1-300-US
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Grits Doc ID To
112689 FDA
112232 FDA
112168 FDA
112168 FDA
112081 FDA
111973 FDA
111973 FDA
111905 FDA
111900 FDA
111900 FDA
111900 FDA
111900 FDA
111900 FDA
111693 FDA
111892 Wyeth
124804 Wyeth
124819 FDA
111230 FDA
111230 FDA
111229 FDA
111229 FDA
111229 FDA
111547 FDA
111452 Wyeth
111026 FDA
111026 FDA
110595 Wyeth
109955 FDA
109885 FDA
109886 FDA
110004 Wyeth
109262 FDA
109116 FDA
108992 FDA
109426 FDA
108844 FDA
108749 FDA
108645 FDA
108645 FDA
108645 FDA
109019 Wyeth
108179 FDA
112616 Wyeth
106313 Wyeth
105786 FDA
105748 FDA
105356 FDA
105119 FDA
105119 FDA
105202 Wyeth
102683 FDA

FDA
101841
101689 FDA
101176 FDA
100945 FDA

Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
FDA

Wyeth
Wyeth
FDA

Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
FDA

Wyeth
W-AR
W-AR
W-AR
Wyeth
Wyeth
Wyeth
W-AR
W-AR

W-AR
W-AR
W-AR

From

Doc. Date
10-Oct-02
3-Oct-02
1-Oct-02
1-Oct-02
27-Sep-02
25-Sep-02
25-Sep-02
23-Sep-02
23-Sep-02
23-Sep-02
23-Sep-02
23-Sep-02
23-Sep-02
20-Sep-02
17-Sep-02
12-Sep-02
12-Sep-02
12-Sep-02
12-Sep-02
12-Sep-02
12-Sep-02
12-Sep-02
11-Sep-02
6-Sep-02
30-Aug-02
30-Aug-02
8-Aug-02
1-Aug-02
31-Jul-02
31-Jul-02
30-Jul-02
17-Jul-02
16-Jul-02
15-Jul-02
12-Jul-02
12-Jul-02
10-Jul-02
9-Jul-02
9-Jul-02
9-Jul-02
2-Jul-02
13-Jun-02
23-May-02
15-May-02
13-May-02
10-May-02
1-May-02
25-Apr-02
25-Apr-02
19-Apr-02
14-Feb-02

25-Jan-02
11-Jan-02

3-Jan-02
18-Dec-01

FAX Date Email Date Chronology Description

End of Phase Il mtg

Sept. 12th meeting
NO DOC
NO DOC

6-Sep-02

23-May-02 re: July 30, 2001 (EOP2 Mig)

Sponsor Name Change

Initial & Follow-up Reports Attached

IND 56,518

Ref #

Doc. Type
127 |A Correspondence
125 A Correspondence
124 |A Correspondence
124 1A Correspondence
123 1A Correspondence
122 IA Correspondence
122 1A Correspondence
121 IA Correspondence
120 IA Correspondence
120 IA Correspondence
120 IA Correspondence
120 IA Correspondence
120 IA Correspondence
119 1A Correspondence
IA Correspondence
IA-GRR Note to File
IA-GRR Note to File
117 1A Correspondence
117 IA Correspondence
118 IA Correspondence
118 IA Correspondence
118 |A Correspondence
116 IA Correspondence
IA Correspondence
115 1A Correspondence
115 1A Correspondence
IA Correspondence
114 |A Correspondence
112 1A Correspondence
113 IA Correspondence
IDA-FDA Con Rpt
111 IA Correspondence
110 |A Correspondence
109 IA Correspondence
107 IA Correspondence
108 IA Correspondence
106 IA Correspondence
105 IA Correspondence
105 1A Correspondence
105 IA Correspondence
IDA-FDA Con Rpt
104 |IA Correspondence
IA Correspondence
IDA-FDA Con Rpt
103 IA Correspondence
102 |A Correspondence
101 IA Correspondence
100 IA Correspondence
100 IA Correspondence
IA Correspondence
99 |A Correspondence

98 IA Correspondence
97 1A Correspondence
96 IA Correspondence
95 IA Correspondence

Sub1 Type
Prot Amend
Authorize
Prot Amend
Prot Amend
Meeting/Telecon
Prot Amend
Prot Amend
Response to
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Info Amend-CMC
Meeting/Telecon
Mtg Min (No Doc)
Mtg Min (No Doc)
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Response to
Meeting/Telecon
Prot Amend
Prot Amend
Meeting/Telecon
Prot Amend
Authorize
Authorize
Phone
Meeting/Telecon
Prot Amend
Prot Amend
Annual Report-IDA
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Phone
Info Amend-Pharm/Tox
Meeting/Telecon
Phone
Gen Corr
Authorize
Authorize
Authorize
Gen Corr
Clinical Issues
Safety Rpt: Clin

Safety Rpt: Clin
Authorize
Authorize
Meeting/Telecon

Sub2 Type
Add Subinvest
Reference
Add Subinvest
Del Subinvest
Meeting-Request
Add Invest
Add Subinvest
Information Request
Add Invest
Add Research Facil
Add Subinvest
Address Change
Name Change

Minutes

Add Invest

Add Subinvest

Add Invest

Add Subinvest
Address Change
Information Request
Info

Add Invest

Add Subinvest

Mtg Req-Response
Change in Prot
Reference
Reference

Meeting Sched/Issues
Meeting-Request
New Protocol

New Protocol
Subm

New Protocol
Change in Prot
Add Invest

Add Subinvest
New Protocol
Clinical Issues

Minutes
Non-Clinical Issues

Reference
Reference
Reference

Info-Request
Follow-up

Initial Written
Reference
Reference
Other

Sub3 Type

Protocol
3074A1-300-US

3074A1-202-US
3074A1-202-US

3074A1-300-US
3074A1-300-US

3074A1-301-Ww
3074A1-301-WwW
3074A1-301-WwW
3074A1-301-WW
3074A1-301-Ww

3074A1-301-Ww
3074A1-301-WwW
3074A1-300-US
3074A1-300-US
3074A1-300-US

3074A1-301-WW
3074A1-301-WwW

3074A1-300-CA

3074A1-112-US
3074A1-306-WwW

3074A1-305-WwW
3074A1-300-US

3074A1-301-WwW
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Grits Doc ID

100945 FDA
124822 Wyeth
FDA
101668
FDA
100103
124821 FDA
99465 W-AR
99465 W-AR
99357 FDA
98930 FDA
99340 W-AR
98826 FDA
98826 FDA
98773 FDA
FDA
110044
98433 FDA
98380 FDA
98259 FDA
98146 FDA
W-AR
98588
98667 W-AR
98667 W-AR
98559 FDA
97694 FDA
98283 FDA
97849 W-AR
W-AR
98849
97462 FDA
97462 FDA
97216 FDA
97216 FDA
97216 FDA
97216 FDA
97003 FDA
97003 FDA
97003 FDA
97003 FDA
96952 FDA
96952 FDA
96952 FDA
96790 FDA
96790 FDA
96697 FDA
96697 FDA
96697 FDA
96653 FDA
96653 FDA
97492 W-AR
96566 FDA
96566 FDA
96594 FDA
96548 FDA

To

From

Doc. Date
18-Dec-01
7-Dec-01

28-Nov-01

28-Nov-01
28-Nov-01
31-Oct-01
31-Oct-01
26-Oct-01
26-Oct-01
23-Oct-01
23-Oct-01
23-Oct-01
19-Oct-01

11-Oct-01
10-Oct-01
9-Oct-01
3-Oct-01
2-Oct-01

28-Sep-01
26-Sep-01
26-Sep-01
26-Sep-01
20-Sep-01
20-Sep-01
14-Sep-01

14-Sep-01
13-Sep-01
13-Sep-01

6-Sep-01

6-Sep-01

6-Sep-01

6-Sep-01
30-Aug-01
30-Aug-01
30-Aug-01
30-Aug-01
28-Aug-01
28-Aug-01
28-Aug-01
23-Aug-01
23-Aug-01
20-Aug-01
20-Aug-01
20-Aug-01
17-Aug-01
17-Aug-01
15-Aug-01
15-Aug-01
15-Aug-01
15-Aug-01
15-Aug-01

FAX Date Email Date

28-Nov-01

26-Oct-01

11-Oct-01

28-Sep-01

20-Sep-01

13-Sep-01

Chronology Description

NO DOC

List of Wyeth Participants, Agenda,
etc for 12/8 Type A Mtg

Support for Type A Meeting on Delta
Issue

NO DOC

Letter of Clinical Hold to
Investigators

FDA Guidance for the treatment of
VRE infections

Hematotoxicity Report
Hematotoxicty Report

FDA recommendations on SSS|
Protocol

EOP2 MTG SUMMARY

IND 56,518

Ref #

Doc. Type
95 1A Correspondence
IA-GRR Note to File

94 1A Correspondence

94 |A Correspondence
93 |A Correspondence
IDA-FDA Con Rpt
IDA-FDA Con Rpt
92 |A Correspondence
92 1A Correspondence
IDA-FDA Con Rpt
91 1A Correspondence
91 |A Correspondence
90 IA Correspondence

IA Correspondence
89 IA Correspondence
88 |A Correspondence
87 A Correspondence
86 IA Correspondence

IA Correspondence
IDA-FDA Con Rpt
IDA-FDA Con Rpt
85 A Correspondence
84 1A Correspondence
84 |A Correspondence
IDA-FDA Con Rpt

IA Correspondence
83 |A Correspondence
83 A Correspondence
82 |A Correspondence
82 |A Correspondence
82 |A Correspondence
82 |A Correspondence
81 1A Correspondence
81 IA Correspondence
81 1A Correspondence
81 IA Correspondence
80 IA Correspondence
80 |A Correspondence
80 |A Correspondence
79 IA Correspondence
79 A Correspondence
78 1A Correspondence
78 A Correspondence
78 1A Correspondence
77 1A Correspondence
77 1A Correspondence

IDA-FDA Con Rpt
75 |A Correspondence
75 |A Correspondence
76 IA Correspondence
74 IA Correspondence

Sub1 Type
Request
Mtg Min (No Doc)

Meeting/Telecon

Gen Corr
SPECIAL NOTE:
Phone

Phone
Meeting/Telecon
Meeting/Telecon
Phone

Prot Amend

Prot Amend
Response to

Clin Hold
Safety Rpt: Clin
Safety Rpt: Clin
Safety Rpt: Clin
Response to

Gen Corr

Phone

Phone

Annual Report-IDA
Clinical Issues
Clinical Issues
Phone

Gen Corr
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Phone

Prot Amend
Prot Amend
Prot Amend
Meeting/Telecon

Sub2 Type
Concurrence

Info

Serial # Not Used
Meeting Sched/Issues
Other
Meeting-Request
Meeting-Request
Meeting Sched/Issues
Add Invest

Add Subinvest
Information Request

Other

Initial Written

Initial Written

Initial Written
Review/Comment Req

Clinical Issues
Meeting Sched/lssues
Subm

Info Request-Respon
Info Request-Respon
Meeting Sched/Issues

Add Invest
Add Subinvest
Add Invest
Add Invest
Add Subinvest
Add Subinvest
Add Invest
Add Subinvest
Change in Prot
New Protocol
Add Invest
Add Subinvest
New Protocol
Add Invest
Add Subinvest
Add Invest
Add Subinvest
Del Invest
Add Invest
Add Subinvest
Other

Add Invest
Add Subinvest
Change in Prot
Other

Sub3 Type

Protocol

3074A1-303-US
3074A1-303-US

3074A1-202-US

3074A1-303-US
3074A1-303-US
3074A1-300-US

3074A1-300-US

3074A1-303-CA
3074A1-303-CA

3074A1-303-CA
3074A1-300-CA
3074A1-300-CA
3074A1-300-CA
3074A1-300-US
3074A1-300-US
3074A1-202-US
3074A1-202-Us
3074A1-202-US
3074A1-303-US
3074A1-303-US

3074A1-300-US

3074A1-300-US
3074A1-303-US
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Grits Doc ID
96548 FDA
97334 FDA
97334 FDA
96506 FDA
96506 FDA
96473 FDA
96757 W-AR
96392 FDA
96392 FDA
96744 W-AR
124818 Wyeth
125100 Wyeth
126033 FDA
96639 W-AR
96378 W-AR
95803 FDA
95803 FDA
95778 FDA
95778 FDA
95631 FDA
95632 FDA
96690 FDA
96646 FDA
95990 W-AR
95364 FDA
95321 FDA
124817 FDA
95989 W-AR
94982 FDA
94982 FDA
FDA
94934
94870 FDA
96534 W-AR
95218 W-AR
95215 W-AR
94041 FDA
94022 FDA
93927 FDA
93933 FDA
94360 W-AR
94361 W-AR
93646 FDA
93646 FDA
94359 W-AR
93313 FDA
93656 FDA
93656 FDA
93852 FDA
94082 FDA
92637 FDA
94083 FDA
92678 FDA
92681 FDA
92140 FDA
92140 FDA

To

W-AR
W-AR
W-AR
W-AR
W-AR
W-AR
W-AR
W-AR
W-AR
W-AR
FDA

Wyeth
Wyeth
W-AR
W-AR
W-AR
W-AR
W-AR
W-AR
W-AR
W-AR
W-AR
W-AR
W-AR
W-AR
W-AR
Wyeth
W-AR
W-AR
W-AR
W-AR

From

Doc. Date FAX Date Email Date

15-Aug-01
13-Aug-01
13-Aug-01
13-Aug-01
13-Aug-01
9-Aug-01
7-Aug-01
6-Aug-01
6-Aug-01
2-Aug-01
30-Jul-01
30-Jul-01
30-Jui-01
30-Jul-01
24-Jul-01
24-Jul-01
24-Jul-01
23-Jul-01
23-Jul-01
16-Jul-01
16-Jul-01
10-Jul-01
10-Jul-01
9-Jul-01
5-Jul-01
29-Jun-01
29-Jun-01
28-Jun-01
28-Jun-01
28-Jun-01

13-Aug-01
13-Aug-01

10-Jul-01

19-Jun-01

18-Jun-01

14-dun-01  14-Jun-01
6-Jun-01

5-Jun-01

29-May-01

29-May-01

24-May-01

24-May-01

22-May-01

22-May-01

21-May-01

21-May-01

15-May-01

11-May-01

26-Apr-01

26-Apr-01

24-Apr-01  24-Apr-01
24-Apr-01

20-Apr-01

20-Apr-01

20-Apr-01  20-Apr-01
20-Apr-01

11-Apr-01

11-Apr-01

Chronology Description
EOP2 MTG SUMMARY

NO DOC
NO DOC
NO DOC

EOP2 meeting Update

Additional Data for EOP2 Meeting

NO DOC

Submission of EOP2 Meeting

Package

Meeting Request

END OF PHASE 2, TYPE B

IND 56,518

Ref #

Doc. Type
74 |A Correspondence
73 1A Correspondence
73 |A Correspondence
73 A Correspondence
73 IA Correspondence
72 1A Correspondence
IDA-FDA Con Rpt
71 1A Correspondence
71 |A Correspondence
IDA-FDA Con Rpt
IA-GRR Note to File
IA-GRR Note to File
IA-GRR Note to File
IDA-FDA Con Rpt
IDA-FDA Con Rpt
70 1A Correspondence
70 IA Correspondence
69 |A Correspondence
69 A Correspondence
67 1A Correspondence
68 IA Correspondence
66 1A Correspondence
66 A Correspondence
IDA-FDA Con Rpt
65 |A Correspondence
64 1A Correspondence
63 A Correspondence
IDA-FDA Con Rpt
62 A Correspondence
62 1A Correspondence

61 1A Correspondence
60 IA Correspondence
IA Correspondence
IDA-FDA Con Rpt
IDA-FDA Con Rpt
59 IA Correspondence
58 |A Correspondence
56 A Correspondence
57 A Correspondence
IDA-FDA Con Rpt
IDA-FDA Con Rpt
55 IA Correspondence
55 IA Correspondence
IDA-FDA Con Rpt
53 IA Correspondence
54 |A Correspondence
54 A Correspondence
53 IA Correspondence
53 IA Correspondence
50 A Correspondence
51 |A Correspondence
51 1A Correspondence
52 IA Correspondence
49 IA Correspondence
49 |A Correspondence

Sub1 Type
Request
Gen Corr
Meeting/Telecon
Gen Corr
Meeting/Telecon
Info Amend-Pharm/Tox
Phone
Prot Amend
Prot Amend
Phone
Mtg Min (No Doc)
Mtg Min (No Doc)
Mtg Min (No Doc)
Phone
Phone
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Safety Rpt: Clin
Meeting/Telecon
Meeting/Telecon
Meeting/Telecon
Phone
Info Amend-Pharm/Tox
Safety Rpt: Clin
SPECIAL NOTE:
Phone
Prot Amend
Prot Amend

Meeting/Telecon
Protocol-Clinical
Meeting/Telecon
Phone

Phone

Safety Rpt: Clin
Safety Rpt: Clin
Safety Rpt: Clin
Meeting/Telecon
Phone

Phone

Prot Amend
Prot Amend
Phone

Safety Rpt: Clin
Prot Amend
Request
Meeting/Telecon
Meeting/Telecon
Prot Amend
Safety Rpt: Clin
Safety Rpt: Clin
Safety Rpt: Clin
Prot Amend
Request

Sub2 Type
Review/Comment

Meeting-Request
Meeting-Request

Meeting Sched/lssues
Add Invest

Add Subinvest
Meeting Sched/Issues

Meeting Sched/Issues
Meeting Sched/Issues
Add Invest

Add Subinvest

Add Invest

Add Subinvest

Initial Written
Backgrnd Pkg-lssues
Backgrnd Pkg-Submm
Backgrnd Pkg-Submm
Meeting Sched/Issues

Follow-up

Serial # Not Used
Meeting Sched/Issues
Add Invest

Add Invest

Info

Info Request-Respon
info

Safety Issues
Safety Issues
Initial Written
Follow-up
Follow-up
Meeting-Request
Clinical Issues
CMC Issues

Add Invest

Add Subinvest
Meeting Sched/Issues
Follow-up

New Protocol
Review/Comment
Meeting-Request
Meeting-Request
New Protocol
7-Day P/F & Initial
7-Day P/F & Initial
Initial Written
New Protocol
Review/Comment

Sub3 Type

Protocol

3074A1-300-US
3074A1-300-US

3074A1-303-US
3074A1-303-US
3074A1-300-US
3074A1-300-US

3074A1-300-US

3074A1-300-US
3074A1-300-US

3074A1-303-US

3074A1-109-US

3074A1-300-US
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Grits Doc ID
90800 FDA
74966 FDA
74966 FDA
74967 FDA
74967 FDA
74485 FDA
74485 FDA
95677 FDA
95676 W-AR
60570 FDA
60399 FDA
60399 FDA
60055 FDA
59676 FDA
58830 FDA
58844 FDA
58793 FDA
58790 FDA
58790 FDA
58790 FDA
58790 FDA
58768 FDA
58593 FDA
58324 FDA
58314 FDA
58040 FDA
58038 FDA
57814 FDA
57736 FDA
57737 FDA
56906 FDA
56906 FDA
56907 FDA
56907 FDA
55234 FDA
53155 W-AR
52523 FDA
50768 FDA
50768 FDA
50768 FDA
50768 FDA
47537 FDA
47537 FDA
47537 FDA
48115 W-AR
45864 FDA
45005 FDA
43536 FDA
43536 FDA
43244 FDA
43243 FDA

120040 Wyeth
33816 FDA
33816 FDA

FDA
120990

To

From

Doc. Date FAXDate Email Date

14-Mar-01
22-Feb-01
22-Feb-01
22-Feb-01
22-Feb-01
26-Jan-01
26-Jan-01
5-Jan-01
5-Jan-01
2-Nov-00
27-Oct-00
27-Oct-00
18-Oct-00
16-Oct-00
21-Aug-00 17-Aug-00
18-Aug-00
14-Aug-00
10-Aug-00
10-Aug-00
10-Aug-00
10-Aug-00
7-Aug-00
25-Jul-00
10-Jul-00
6-Jul-00
27-Jun-00
15-Jun-00
2-Jun-00
30-May-00
30-May-00
5§-May-00
5-May-00
5-May-00
5-May-00
5-Apr-00
1-Mar-00
22-Feb-00
7-Feb-00
7-Feb-00
7-Feb-00
7-Feb-00
2-Dec-99
2-Dec-99
2-Dec-99
29-Nov-99
8-Nov-99
13-Oct-99
24-Sep-99
24-Sep-99
17-Sep-99
17-Sep-99
19-Aug-99
18-Aug-99
18-Aug-99

29-Jul-99  29-Jul-99

Chronology Description

Serial #039 not used.

Wyeth is requesting follow-up with
Pharm/Tox review for GAR-936

IND 56,518

Ref #

Doc. Type
48 |A Correspondence
46 IA Correspondence
46 A Correspondence
47 |A Correspondence
47 |A Correspondence
45 1A Correspondence
45 |A Correspondence
44 1A Correspondence
39 |A Correspondence
43 A Correspondence
42 1A Correspondence
42 |A Correspondence
41 1A Correspondence
40 1A Correspondence
38 IA Correspondence
37 IA Correspondence
36 IA Correspondence
35 A Correspondence
35 A Correspondence
35 1A Correspondence
35 IA Correspondence
34 1A Correspondence
33 IA Correspondence
32 |A Correspondence
31 IA Correspondence
30 IA Correspondence
29 |A Correspondence
28 IA Correspondence
26 A Correspondence
27 1A Correspondence
24 A Correspondence
24 |A Correspondence
25 IA Correspondence
25 |A Correspondence
23 IA Correspondence
IA Correspondence
22 |A Correspondence
21 |A Correspondence
21 1A Correspondence
21 A Correspondence
21 1A Correspondence
20 1A Correspondence
20 1A Correspondence
20 IA Correspondence
IDA-FDA Con Rpt
19 IA Correspondence
18 IA Correspondence
17 IA Correspondence
17 1A Correspondence
16 |A Correspondence
15 IA Correspondence
IDA-FDA Con Rpt
14 IA Correspondence
14 1A Correspondence

IA Correspondence

Sub1 Type
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Gen Corr
SPECIAL NOTE:
Safety Rpt: Clin
Prot Amend
Prot Amend
Safety Rpt: Clin
Prot Amend
Annual Report-IDA
Safety Rpt: Clin
Safety Rpt: Clin
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Info Amend-Pharm/Tox
Info Amend-CMC
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Info Amend-Clin
Prot Amend
Prot Amend
Status IDA-Discont.
Prot Amend
Info Amend-Clin
Prot Amend
Prot Amend
Prot Amend
Info Amend-Clin
Prot Amend
Prot Amend
Phone
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Annual Report-IDA
Info Amend-Pharm/Tox
Phone
Prot Amend
Prot Amend

Safety Rpt: Non-Clin

Sub2 Type
Change in Prot
Add Invest
Add Subinvest
Add invest
Add Subinvest
Add Subinvest
Del Subinvest

Serial # Not Used
Follow-up

Add Invest
Add Subinvest
Initial Written
Change in Prot
Subm
Follow-up
Initial Written
Add Invest
Add Subinvest
Del Invest

Del Subinvest
Add Invest
Change in Prot

Change in Prot
Add Invest
Add Invest
Add Invest
Add Invest
Add Invest
Add Subinvest
Other

Add Invest
New Protocol

New Protocol
Address Change
Add Invest

Add Subinvest
Del Subinvest
Other

Add Research Facil
Add Subinvest
Clinical Issues
Change in Prot
Change in Prot
Add Invest

Add Subinvest
Subm

Clinical Issues
Add Invest
Add Subinvest

Follow-up

Sub3 Type

Protocol
3074A1-103-US
3074A1-103-US
3074A1-103-US
3074A1-202-US
3074A1-202-US
3074A1-103-US
3074A1-103-US

3074A1-202-US
3074A1-202-Us

3074A1-103-US

3074A1-202-US
3074A1-202-US
3074A1-202-US
3074A1-202-US
3074A1-200-US
3074A1-200-US

3074A1-202-US
3074A1-200-US
3074A1-202-US
3074A1-200-US
3074A1-202-US
3074A1-200-US
3074A1-200-US
3074A1-202-US
3074A1-202-US
3074A1-103-US

3074A1-202-US
3074A1-200-US
3074A1-200-US
3074A1-200-US
3074A1-200-US

3074A1-200-US
3074A1-200-US

3074A1-200-US
3074A1-200-US
3074A1-200-US
3074A1-200-US

3074A1-200-US
3074A1-200-US
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Grits Doc ID
3180 FDA
3190 FDA
3190 FDA
3180 FDA
1208 FDA
1208 FDA
1208 FDA
31743 FDA
45859 FDA
31751 W-AR
31750 W-AR
45858 FDA
1207 FDA
1207 FDA
1207 FDA
45857 FDA
45857 FDA
45856 FDA
45856 FDA
120893 W-AR
120892 W-AR
45855 FDA
31749 W-AR
126466 FDA
31736 FDA
45854 FDA
120890 Wyeth
31748 W-AR
31753 W-AR
120889 Wyeth
FDA

31734
FDA
120589
Wyeth
120569
45860 FDA
120530 W-AR
31733 FDA
W-AR
120529
51492 W-AR
31732 FDA

To

W-AR
W-AR
W-AR
W-AR
W-AR
W-AR
W-AR
W-AR
W-AR
W-AR
W-AR
W-AR
W-AR
W-AR
W-AR
W-AR
W-AR
W-AR
W-AR
W-AR
W-AR
W-AR
W-AR
Wyeth
W-AR
W-AR
Wyeth
W-AR
FDA

FDA

W-AR

Wyeth
Wyeth
W-AR
W-AR
W-AR
W-AR

FDA
W-AR

From

Doc. Date FAX Date Email Date

28-Jul-99
28-Jul-99
28-Jul-99
28-Jul-99
30-Jun-99
30-Jun-99
30-Jun-99
3-Jun-99
3-Jun-99
25-May-99
14-May-99
26-Jan-99
8-Jan-99
8-Jan-99
8-Jan-89
6-Jan-99
6-Jan-99
18-Nov-98
18-Nov-98
10-Nov-98
20-Oct-98
12-Oct-98
10-Oct-98
15-Sep-98
15-Sep-98
8-Sep-98
26-Aug-98
26-Aug-98
25-Aug-98
25-Aug-98

25-Aug-98
25-Aug-98

24-Aug-98
24-Aug-98
24-Aug-98
21-Aug-98

20-Aug-98
27-Jul-98
24-Jul-98

25-Aug-98

25-Aug-98

Chronology Description

FAX: Wyeth provides the requested
addendum to Protocol No. 3074A1-
101-US.

Response to FDA Request for
Information

Safety and Protocol Issues regarding
GAR-936

FDA Telecon - August 24,1998

Request for Pharmacokinetic data
from initial phase 1

IND 56,518

Ref # Doc. Type
13 IA Correspondence
13 IA Correspondence
13 IA Correspondence
13 IA Correspondence
12 |A Correspondence
12 IA Correspondence
12 |A Correspondence
11 1A Correspondence
10 1A Correspondence
IDA-FDA Con Rpt
IDA-FDA Con Rpt
9 |A Correspondence
8 A Correspondence
8 IA Correspondence
8 |A Correspondence
7 A Correspondence
7 IA Correspondence
6 1A Correspondence
6 IA Correspondence
IDA-FDA Con Rpt
IDA-FDA Con Rpt
5 IA Correspondence
IA Correspondence
3 IA Correspondence
4 1A Correspondence
3 A Correspondence
IA Correspondence
|A Correspondence
IA Correspondence
IA Correspondence

2 |A Correspondence
2 |A Correspondence

IDA-FDA Con Rpt

IDA-FDA Con Rpt

IA Correspondence
1 IA Correspondence

IDA-FDA Con Rpt
IA Correspondence
0 IDA-Initial

Sub1 Type
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Info Amend-CMC
Response to
Phone
Phone
Prot Amend
Prot Amend
Prot Amend
Prot Amend
Data
Response to
Data
Response to
Phone
Phone
Response to
FDA Contact Report
Response to
Response to
Prot Amend
Meeting/Telecon
FDA Contact Report
Initial IDA
Initial IDA

Response to
Response to
Phone

Phone
Meeting/Telecon

Response to

Phone
Initial IDA

Sub2 Type
Add IRB
Add Invest
Add Subinvest
Del Subinvest
Add Invest
Add Subinvest
New Protocol

Information Request
Other

Clinical Issues
Change in Prot

Add Invest

Add Subinvest

New Protocol
Submission
Information Request
Submission
Information Request
Clinical Issues
Other

Information Request
Phone

Information Request
Information Request
Change in Prot
Minutes

In-Person
Acknowledge Receipt
Acknowledge Receipt

Information Request
Information Request

Safety Issues

Minutes
Information Request

Clinical Issues
Ackn Rept-Rept Copy

Protocol
3074A1-200-US
3074A1-200-US
3074A1-200-US
3074A1-200-US
3074A1-200-US
3074A1-200-US
3074A1-200-US

3074A1-102-US
3074A1-102-US
3074A1-102-US
3074A1-102-US

3074A1-101-US

3074A1-101-US
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Grits Docld To

156,542 FDA

156,569 Wyeth
156,543 FDA

156,541 FDA

152,539 FDA
152,235 FDA

152,879 Wyeth

157,269 FDA

152,140 Wyeth
152,140 Wyeth
153,782 Wyeth

151,214 FDA

154,452 FDA
151,306 FDA
151,372 FDA
151,414 Wyeth

151,740 FDA

151,741 FDA

154,544 FDA

From

Wyeth

FDA
Wyeth

Wyeth

Wyeth
Wyeth

Wyeth

Wyeth

FDA
FDA
FDA

Wyeth

Wyeth
Wyeth
Wyeth
Wyeth

Wyeth

Wyeth

Wyeth

Doc Date Fax Date

10-Jun-05

6-Jun-05
10-Jun-05

10-Jun-05

5-Apr-05
31-Mar-05

8-Apr-05

22-Jun-05

22-Mar-05
22-Mar-05
22-Apr-05

10-Mar-05

4-May-05
14-Mar-05
4-Mar-05
11-Mar-05

18-Mar-05

22-Mar-05

5-May-05

Chrono Desc Ref No.
Provide draft label incorporating the
Agency's comments. Sequence No. 0027.

Micro and Pharm/Tox labeling changes.

Response to address Risk Management
Plan issues. Sequence No. 0028.
Documents to support the proposals for
pathogens in the in-vitro list. Sequence No.
0026.

Investigator letters for the upcoming audit.

Response to questions from Monday 28-
MAR-05.

Update status of the review and attempt to
schedule discussions with the Agency.

112010-01

Request for sample material and

requipment to perform testing.

Request for sample material and

requipment to perform testing.

Tygacil audits, request transportation to and
from the hotel.

Stability update. eCTD sequence 0010. A-

Responses to CMC questions 25-APR-05.
PK/PD Datasets. eCTD sequence 0011,

Follow-up window for TEAEs. eCTD
sequence 0009.
Clarification of FDA questions.

Chemistry reviewer infor request dated 9-

MAR-05. LFT Analyses. eCTD sequence
0013.

Division of Scientific Investigators. eCTD

sequence 0014.

Additional Dataset.

DocType

Marketing Application -
Correspondence

Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application -
Correspondence

Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application -
FDA Contact Report

Marketing Application -
Promotional Material
[Routine Submissions]
Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application
(Pending) - Amendment
[Submissions]
Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application -
FDA Contact Report
Marketing Application -
Correspondence

Marketing Application -
Correspondence
Marketing Application -
Correspondence

Sub Doctype 1

Response to Request for

Labeling
Response to Request for

Response to Request for

Response to Request for
Response to Request for

Phone

Routine

CMC Issues
Request

Request

Chemistry, Manufacturing, and

Controls

Response to Request for
Data

Response to Request for
Phone

Response to Request for

Response to Request for

Data

Sub Doctype 2

Information

Revision - Request
Information

Information

Information
Information

Labeling

Professional Giveaways

Info

Other

Information

Data Sets Request - Response

Information
CMC Issues

Information

Information

Data Sets Request - Response
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152,292 Wyeth
151,512 FDA
151,473 FDA
143,085 Wyeth
143,086 Wyeth

143,067 Wyeth

143,418 FDA
151,193 Wyeth
140,787 FDA

141,895 FDA

157,011 Wyeth
157,012 FDA
155,830 FDA
155,831 FDA
156,090 FDA
156,986 FDA

156,910 FDA

156,071 FDA

156,212 Wyeth

From
FDA
Wyeth
Wyeth
Wyeth
Wyeth

Wyeth

Wyeth
Wyeth
Wyeth

Wyeth

FDA

Wyeth
Wyeth
Wyeth
Wyeth
Wyeth

Wyeth

Wyeth

Wyeth

Doc Date Fax Date
31-Mar-05
17-Mar-05
16-Mar-05
26-Aug-04
26-Aug-04

7-Oct-04

14-Oct-04
10-Mar-05
17-Aug-04

15-Sep-04

20-Jun-05
20-Jun-05
27-May-05
27-May-05
2-Jun-05
3-Jun-05

16-Jun-05

1-Jun-05

3-Jun-05

Chrono Desc

Information needed by the Pharmacometric
Reviewer.
Reason for termination.

LFT Analyses. eCTD sequence 0012.
Phase 3 case report forms.
Follow-up Phase 3 Case Report forms.

Confirm that the review team was able to
access the eCTD pre-submuission and
confirm the format of the next sbubmission.

Update the agency on the upcoming
events.
Seeking clarification on eight questions.

Provide FDA with all Phase Ill CERs.

Data on patients with
hypersensitivity/allergy.

There is no data on patients with
hypersensitivity/allergy.

CMC questions. Sequence No. 0024,

Clinical Safety Phase I. Sequence No.
0023.

Provide updated label incorporating
proposed changes. Sequence No. 0025.

3-Jun-05 Clinical Safety Phase I. Sequence No.

0023.

Correct drying time and temperature for the S-
Huber Stopper Treatment Machine.

Sequence No. 0034,

Labeling comments and revisions per
telecon.

Change package insert to add the maximun
concentration in the IV bag.

Ref No.

DocType

Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application -
FDA Contact Report

Marketing Application -
Correspondence
Marketing Application -
FDA Contact Report
Marketing Application -
Correspondence

4808 Marketing Application -

User Fees for Original
Application

Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application
(Approved) - Supplement
[Submissions]

Marketing Application -
Correspondence
Marketing Application -
FDA Contact Report

Sub Doctype 1
Response to Request for
Response to Request for
Response to Request for
Clinical Issues
Clinical Issues

Phone

General Correspondence
Phone
Clinical Issues

Payment - Submission

Request

Response to Request for
Response to Request for
Response to Request for
Response to Request for

Response to Request for

Changes Being Effected(CBE)

Labeling

Phone

Sub Doctype 2
Information
Information
Information
Other
Other

Clinical Issues

CMC lIssues

Information Request - Response

Info

Information
Information
Information
Information
Information

CMC

Draft/Revised

CMC lIssues
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156,997 FDA

155,849 Wyeth
155,626 Wyeth
157,010 Wyeth
157,266 Wyeth

156,996 FDA

156,998 FDA

156,999 FDA

157,000 FDA

157,001 FDA

155,795 FDA

157,039 FDA

156,454 FDA
156,456 FDA
156,457 FDA
156,458 FDA
156,459 FDA

156,460 FDA

From

Wyeth

Wyeth
Wyeth
Wyeth
FDA

Wyeth

Wyeth

Wyeth

Wyeth

Wyeth

Wyeth

Wyeth

Wyeth
Wyeth
Wyeth
Wyeth
Wyeth

Wyeth

Doc Date Fax Date

16-Jun-05

27-May-05
23-May-05
20-Jun-05
15-Jun-05

16-Jun-05

16-Jun-05

16-Jun-05

16-Jun-05

16-Jun-05

25-May-05

21-Jun-05

9-Jun-05
9-Jun-05
9-Jun-05
9-Jun-05
9-Jun-05

9-Jun-05

Chrono Desc Ref No.

114414-02

Discuss labeling negotiations.

Various issues, i.e. safety, labeling, etc.

Correction in the Huber drying parameters

will be accepted via CBE-0.

Electronic version of FPL to be submitted at

a later date.
114414-01
114414-03
114414-04
114414-05
114057-01

Response to question regarding integrated
ECG for Phase 1.

Drying time and temperature for the Huber S-
Stopper Treatment Machine. Sequence

No. 0035.

References.

Micro Responses.

References for Listeria.

References for Salmonella.

Updated proposed labeling.

References for CA-MRSA.

DocType

Marketing Application -
Promotional Material
[Routine Submissions]
Marketing Application -
FDA Contact Report
Marketing Application -
FDA Contact Report
Marketing Application -
FDA Contact Report
Marketing Application -
Correspondence
Marketing Application -
Promotional Material
[Routine Submissions]
Marketing Application -
Promotional Material
[Routine Submissions]
Marketing Application -
Promotional Material
[Routine Submissions]
Marketing Application -
Promotional Material
[Routine Submissions]
Marketing Application -
Promotional Material
[Routine Submissions]
Marketing Application -
Correspondence
Marketing Application
(Approved) - Supplement
[Submissions]

Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application -
Correspondence

Sub Doctype 1

Routine

Phone
Phone
Phone
Action Letter

Routine

Routine

Routine

Routine

Routine

Response to Request for

Amendment

General Correspondence
General Correspondence
General Correspondence
General Correspondence
Labeling

General Correspondence

Sub Doctype 2

Internet Promotion

Labeling

General

CMC Issues

Approval - Original Application

Internet Promotion

Internet Promotion

Internet Promotion

Internet Promotion

Professional Reprint Carriers

Information

Chemistry, Manufacturing, and
Controls

Draft/Revised
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156,213 FDA
156,453 FDA

156,784 FDA

156,409 Wyeth

156,544 FDA

156,811 FDA

156,813 FDA

156,815 Wyeth
156,321 FDA
156,888 FDA
157,150 FDA
156,690 Wyeth
157,018 FDA

157,521 FDA

157,522 FDA

157,524 FDA

157,456 FDA

From
Wyeth
Wyeth

Wyeth

Wyeth

Wyeth

Wyeth

Wyeth

Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth

Wyeth

Wyeth

Wyeth

Wyeth

Doc Date Fax Date Chrono Desc Ref No.
3-Jun-05
27-May-05 Resubmission - Signature page changed.
Sequence No. 0024,
13-Jun-05 13-Jun-05 CMC changes outlined in Wyeth's general S-
correspondence dated 18-MAR, 4-27MAY-
05. Sequence No. 0029.
6-Jun-05 Tentative time line for receipt of labeling
comments.
13-Jun-05 CMC changes outlined in Wyeth's general  S-
correspondence dated 18-MAR, 4-27MAY-
05. Sequence No. 0029,
14-Jun-05 Labeling revision. Sequence No. 0031.
14-Jun-05 Revision to the label to incorporate the
minor editorial comment received in the
Clinical Pharmacology Section. Sequence
No. 0032.
14-Jun-05 Patient list provided to the Agency.
7-Jun-05 Response from the review for possible
Herxheimer's reaction cases.
15-Jun-05 Revised labeling. Sequence No. 0033,
9-Jun-05 Proposed Labels.
13-Jun-05
17-Jun-05 Proposed launch materials.
23-Jun-05 114610-01
24-Jun-05 112020-01
24-Jun-05 112022-01
23-Jun-05 114094-01

DocType

Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application
(Approved) - Supplement
[Submissions)

Marketing Application -
FDA Contact Report
Marketing Application
(Approved) - Supplement
[Submissions]

Marketing Application -
Correspondence
Marketing Application -
Correspondence

Marketing Application -
FDA Contact Report
Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application -
FDA Contact Report
Marketing Application -
Correspondence
Marketing Application -
Promotional Material
[Routine Submissions]
Marketing Application -
Promotional Material
[Routine Submissions]
Marketing Application -
Promotional Material
[Routine Submissions]
Marketing Application -
Promotional Material
[Routine Submissions]

Sub Doctype 1
Labeling
Response to Request for

Amendment

Phone

Amendment

Response to Request for

Response to Request for

Phone

Response to Request for
Response to Request for
Labeling

Phone

Promotional Material

Routine

Routine

Routine

Routine

Sub Doctype 2

Revision Request - Response

Information

Chemistry, Manufacturing, and

Controls

Labeling

Chemistry, Manufacturing, and

Controls

Information

Information

Clinical Issues
Information
Information

Draft

Labeling

Revision Request

Print Press Release

Professional Giveaways

Professional Giveaways

Professional Print -- Other
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157,457 FDA

157,458 FDA

156,677 FDA

158,017 Wyeth
158,018 Wyeth
158,019 Wyeth
158,020 Wyeth
158,021 Wyeth

157,169 FDA

157,174 FDA

158,398 FDA

158,722 FDA

158,723 FDA

158,724 FDA

157,697 FDA
157,711 FDA
158,200 FDA

156,452 FDA
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Wyeth

Wyeth

Wyeth
FDA
FDA
FDA
FDA
FDA

Wyeth

Wyeth

Wyeth

Wyeth

Wyeth

Wyeth

Wyeth
Wyeth
Wyeth

Wyeth

Doc Date Fax Date

23-Jun-05

23-Jun-05

13-Jun-05

3-Jun-05

3-Jun-05

Chrono Desc

Final version of the package insert.
Sequence No. 0030.
Ackn Recpt of Sequence 0023

Ackn Rept of Sequence 0024

13-Jun-05 13-Jun-05 Ackn Rept of Sequence 0029

15-Jun-05 15-Jun-05 Ackn Rept of Sequence 0032

21-Jun-05

17-Jun-05

17-Jun-05

11-Jul-05

14-Jul-05

14-Jul-05

14-Jul-05

22-Jun-05
29-Jun-05
6-Jul-05

27-May-05

Ackn Rcpt of 0035

Proposed Pediatric Study. Sequence No.

0036.

Final Package Insert, Immediate Container

Label, and Carton Label

Resubmission - Signature page changed.

Sequence No. 0023.

Ref No.

114094-02

114189-01

114369-01

114020-01

114588-01

114313-01

114313-02

114616-01

$-001

DocType

Marketing Application -
Promotional Material
[Routine Submissions]
Marketing Application -
Promotional Material
[Routine Submissions]
Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application -
Promotional Material
[Routine Submissions]
Marketing Application -
Promotional Material
[Routine Submissions]
Marketing Application -
Promotional Material
[Routine Submissions]
Marketing Application -
Promotional Material
[Routine Submissions]
Marketing Application -
Promotional Material
{Routine Submissions]
Marketing Application -
Promotional Material
[Routine Submissions]
Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application -
Correspondence

Sub Doctype 1

Routine

Routine

Response to Request for
General Correspondence
General Correspondence
General Correspondence
General Correspondence
General Correspondence

Routine

Routine

Routine

Routine

Routine

Routine

Supplement for an Approved
Marketing Application
Response to Request for
Labeling

Response to Request for

Sub Doctype 2

Professional Print -- Other
Professional Print -- Other

Information

Internet Promotion
Video News Releases
Professional Print -- Other

Professional Direct Mail
(Prescriber/Pharmacist/Wholesal
er)

Professional Direct Mail
(Prescriber/Pharmacist/Wholesal
er)

Professional Print -- Other

Acknowledge Receipt
Information

Final Printed Labeling

Information
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158,862 FDA

158,822 Wyeth
158,463 FDA

159,083 FDA

158,084 FDA

159,085 FDA

159,086 FDA

159,087 FDA

159,088 FDA

148,097 Wyeth
147,875 Wyeth
148,034 Wyeth
145,145 Wyeth
145,146 FDA
145,147 FDA
144,519 FDA
144,523 Wyeth

143,887 FDA

From

Wyeth

Wyeth
Wyeth

Wyeth

Wyeth

Wyeth

Wyeth

Wyeth

Wyeth

Wyeth
Wyeth
Wyeth
FDA

Wyeth
Wyeth
Wyeth
Wyeth

Wyeth

Doc Date Fax Date

18-Jul-05

15-Jul-05
13-Jul-05

20-Jul-05

20-Jul-05

20-Jul-05

20-Jul-05

20-Jul-05

20-Jul-05

14-Jan-05
10-Jan-05
13-Jan-05
16-Nov-04
16-Nov-04
16-Nov-04

3-Nov-04

2-Nov-04

22-Oct-04

Chrono Desc

Patent Forms for Orange Book.

Compound and method of treatment.

Sequence No. 0038.

Request additional information with regard

to the datasets.
FDA filing meeting issues.

Follow-up to the FDA filing meeting.

Final NDA submission meeting to be
scheduled week of 17-JAN-05.

Final NDA submission issues.

List of Wyeth's attendees.

Issues which will be discuss at the meeting

scheduled for 03-NOV-04.

Non-clinical pre-submission section of the

CTD.

Ref No.

114799-01

114676-01

114676-02

114676-03

114676-04

114681-01

114709-01

DocType

Marketing Application -
Promotional Material
[Routine Submissions]
Marketing Application -
FDA Contact Report
Marketing Application -
Correspondence
Marketing Application -
Promotional Material
[Routine Submissions]
Marketing Application -
Promotional Material
[Routine Submissions]
Marketing Application -
Promotional Material
[Routine Submissions]
Marketing Application -
Promotional Material
[Routine Submissions]
Marketing Application -
Promotional Material
[Routine Submissions]
Marketing Application -
Promotional Material
[Routine Submissions]
Marketing Application -
FDA Contact Report
Marketing Application -
FDA Contact Report
Marketing Application -
FDA Contact Report
Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application -
FDA Contact Report
Marketing Application
(Original App) for NDA,
ANDA, AADA & PLA,
PMA, BLA]

Sub Doctype 1

Routine

Phone
Patent

Routine

Routine

Routine

Routine

Routine

Routine

Phone

Phone

Phone

Meeting/Telecon

General Correspondence
General Correspondence
Meeting/Telecon

Phone

Presubmission

Sub Doctype 2

Professional Print -- Other

Other
Info-Time Sensitive

Professional Print -- Other

Professional Print -- Other

Professional Print -- Other

Professional Print -- Other

Professional - Other

Professional Print -- Other

General
Meeting Scheduling/Issues
General

Other

Information

Non-Clinical Issues
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142,499 FDA

150,512 Wyeth
145,401 FDA

143,906 FDA

144,053 FDA
145,142 Wyeth
145,734 Wyeth
146,696 FDA
146,832 FDA
146,455 Wyeth
146,868 Wyeth

146,762 FDA

146,915 FDA
147,130 FDA
147,210 FDA
147,211 FDA
147,212 FDA
154,134 FDA

154,166 FDA

From

Wyeth

FDA
Wyeth

Wyeth

Wyeth
FDA

FDA

Wyeth
Wyeth
Wyeth
Wyeth

Wyeth

Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
Wyeth
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Doc Date Fax Date

27-Sep-04

22-Feb-05
22-Nov-04

22-Oct-04

21-Oct-04
16-Nov-04
30-Nov-04
14-Dec-04
14-Dec-04

9-Dec-04
15-Dec-04

15-Dec-04

16-Dec-04
22-Dec-04
27-Sep-04
22-Oct-04
15-Dec-04
27-Apr-05

29-Apr-05

Chrono Desc Ref No.

CMC Pre-submission. Purpose: to provide
quality section of the CTD.

12-APR-05 Type C Meeting confirmed.
Labeling format question.

Non-clinical pre-submission section of the
CTD.

Microbiology electronic submission
questions,
Status on the NDA submission.

Labeling should be submitted as required.
Final Stages of Tygacil NDA

FINAL STAGES ISSUES BEFORE
SUBMISSION

Discuss varios issues regarding the
submission.

To alert FDA that the submission has been
delivered.

ORIGINAL APPLICATION - clAl & cSSS!
INDICATIONS

Additional copy of letter and review aid
sent.

Provide "New" Module 1.3.2 Field copy
certification.

CMC Pre-Submission.

Non-clinical pres-submission.

Request for priority review.

Request for additional patient data. eCTD
sequence 0017.

Microbiology response. eCTD sequence
0018.

DocType

Marketing Application
(Original App) for NDA,
ANDA, AADA & PLA,
PMA, BLA]

Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application
(Criginal App) for NDA,
ANDA, AADA & PLA,
PMA, BLA]

Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application -
FDA Contact Report
Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application -
FDA Contact Report
Marketing Application -
FDA Contact Report
Marketing Application
(Original App) for NDA,
ANDA, AADA & PLA,
PMA, BLA]

Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application -
Correspondence

Sub Doctype 1

Presubmission

Meeting/Telecon
Labeling

Presubmission

Request

Request

Phone

General Correspondence
General Correspondence
Phone

Phone

Original Full Submission

General Correspondence
Amendment-Supplement
General Correspondence
General Correspondence
Request

Response to Request for

Response to Request for

Sub Doctype 2

Confirm

Issues

Info
Info

Labeling

General

General

Other

Review/Comment
Information

Information
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154,182 Wyeth
155,033 FDA
154,855 Wyeth
155,235 Wyeth
155,290 FDA
155,013 FDA
155,252 FDA
153,743 FDA
148,941 Wyeth

148,399 Wyeth

148,400 FDA

149,223 FDA

149,223 FDA

149,225 Wyeth
148,360 FDA
149,143 FDA
148,411 FDA
149,488 Wyeth
148,489 FDA
149,407 FDA

149,693 FDA

From
FDA
Wyeth
Wyeth
FDA
Wyeth
Wyeth
Wyeth
Wyeth
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Wyeth

Wyeth

Wyeth

Wyeth

FDA

Wyeth
Wyeth
Wyeth
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Doc Date Fax Date
25-Apr-05
15-May-05
11-May-05
19-May-05
19-May-05
16-May-05
19-May-05
22-Apr-05

1-Feb-05

13-Jan-05

16-Dec-04

7-Feb-05

7-Feb-05

27-Jan-05
198-Jan-05

4-Feb-05
21-Jan-05
11-Feb-05
11-Feb-05

8-Feb-05

15-Feb-05

Chrono Desc
Microbiology info request.
PK/PD questions.
Various issues.
Question from the Pharmacologist.
Answer to the Pharmacologist question.
Protocol 3074A1-104-US. Sequence No.
0021.

Integrated Phase ! Safety Dataset .
Sequence No. 0022.

Outstanding information for Tygacil Audits.

Format of our data sets with regards to
CDIsC.

Reporting mechanism for Wilcomat Leak-
testing machine, meeting request and
current review chemist.

Reporting mechanism for Wilcomat Leak-
testing machine.

To obtain the Agency's concurrence in the
filing mechanism and deliverables for
reporting these changes.

To obtain the Agency's concurrence in the
filing mechanism and deliverables for
reporting these changes.

Application will be filed 11-FEB-05.

Question on the datasets.

Request for datasets update to include a
unique patient identifier.

Response to Dr. Cooper's question on the
definition of TEAE.

Tips on acrobat cutting and pasting into
word.

Follow-up to Telephone cali regarding
submission information.
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Marketing Application -
Correspondence
Marketing Application -
Correspondence
Marketing Application -
FDA Contact Report
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Marketing Application -
FDA Contact Report
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Marketing Application -
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Correspondence
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Correspondence

Sub Doctype 1
Request
Safety Issues
Phone
Request
Response to Request for
Response to Request for
Response to Request for
Response to Request for
Phone

Phone

CMC Issues

CMC lIssues

Meeting/Telecon

General Correspondence
Response to Request for
Data

Response to Request for
Phone

Response to Request for
General Correspondence

General Correspondence

Sub Doctype 2
Info
Other
Clinical Issues
Info
Information
Information
Information
Information
Clinical Issues

CMC Issues

Request for Meeting

Information

Data Sets Request - Response

Information
Clinical Issues

Information
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149,549 Wyeth
149,649 Wyeth
148,738 Wyeth

149,988 FDA

150,274 Wyeth
150,192 Wyeth
150,489 Wyeth
150,588 Wyeth
150,651 FDA

150,652 FDA

155,940 Wyeth
149,760 Wyeth

151,152 FDA

150,859 Wyeth
151,230 Wyeth
154,219 FDA
151,786 FDA
154,512 FDA
154,105 FDA
153,018 FDA

153,423 Wyeth
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FDA
Wyeth
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Doc Date Fax Date
21-Jan-05
10-Feb-05
27-Jan-05

18-Feb-05

22-Feb-05
22-Feb-05
11-Feb-05
198-Jan-05
28-Feb-05
28-Feb-05
27-May-05
11-Feb-05

4-Mar-05

4-Mar-05
9-Mar-05
29-Apr-05
23-Mar-05
5-May-05
27-Apr-05
12-Apr-05

19-Apr-05

Chrono Desc
Updated data sets received by FDA.

Application user fee due June 15, 2005.

CMC sections

Discuss post-approval CMC changes.

Type B meeting request.
APACHE scores location.

Mortality analyses. eCTD sequence No.
0007.

Mortality analyses. eCTD sequence No.
0008.

Proposed labeling changes carton and
container labels.

Follow-up Window for Treatment-Emergent
Adverse Events (TEAESs) - Sequence No
009

Subjects who final recorded LFT is
abnormal

Request for additional information from the
chemistry reviewer.,

Micro respones.

Patient narratives in TXT format. eCTD
sequence 0015.

Response to request dated 21-APR-05.

Pharmacokinetic/Pharmacodynamic Data.
eCTD sequence 0016.

Request for information from the
microbiology reviewer.
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163,738 FDA  Wyeth 22-Apr-05 To get status review of the application. Marketing Application -  Meeting/Telecon

Request for Meeting
Correspondence





