REMARKS

Consideration of this Request and issuance of the Certificate of Correction are respectfully
requested.

The Assignee respectfully submifs that the requested correction does not constitute new ‘
matter, nor does it require substantive examination of the file. The mistake, herlein corrected,
was made on the part of the Patent and Trademark Office.

For convenience, the changes to the patent are briefly summarized as follows. The
amendment to claim 3, fixes a Patent Office printing error, wherein the variable “;1” contained in-
claim 3 as originall}; filed, was erroneously published as “Z.”

Prompt consideration of this request and issuance of( a Certificate of Correction are

respectfully requested.

Respectfully submitted,

_—

Kevin E. Noonan
Registration No. 35,303

Dated: [)’L‘! /U/(
U \

- McDonnell Boehnen Hulbert & Berghoff LLP
Telephone:  312-913-2145 300 South Wacker Drive
Facsimile: 312-913-0002 Chicago, IL 60606



UNITED STATES PATENT AND TRADEMARK OFFICE
CERTIFICATE OF CORRECTION

PATENT NO.: 5,635,485
DATED: June 3, 1997
INVENTOR(S): Constantin Agouridas et al.

Itis certified that error appears in the above-identified patent and that said Letters Patent is hereby corrected
as shown below:

In claim 3. eohmmn 28 line 67, delete “7” and insert --n--
In 3, col 28, Iine 6/, delate "/ ar e .

MAILING ADDRESS OF SENDER: PATENT NO.__5.635.485
Kevin E. Noonan No. of add;l. copies
McDonnell Boehnen Hulbert & Berghoff

300 South Wacker Drive, 32™ Floor =

Chicago, Illinois 60606
‘ Page 1 of 1
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N PATENT
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE =~

(MBHB Case No. 04-424)
U.S. Patent No.: 5,635,485 _

)
)
Granred: - June3, 1997 )
)
Inventors: Agouridas erai. )
. }
Serial No.: 08/426,067 }
. , . )
Filed: April 21,1595 )
~ )
For: Novel Erythromycin Compounds )
Commissioner for Patents
P.O. Box 1450
Alexandrie, Virginia 22313-1450

Pursuant to 37 CE.R. § 1.34 and M.P.EP. § 402.02, the undersigned principal attornay or agent
fiereby appoints 2il of the practitioners associated with the Customer Number provided below o
prosecute this application and to tramsoct all businees in the Pstent and Trademark Office
ennnacted therganth:

Customer Number: 020306
Principal attomey or sgent: Kevin E. Noonan
Telephone number: 312-913-0001

RIS GO

Date: _[VIAN VD, 2004 By. Donald C. Lucas

Reg. Nu. 31,275



EXHIBIT G



P
gv" -/é DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
3 ,
m Faod and Drug Administration
. . Rockville MD 20857
‘ IND 55,283
Hoechst Marion Roussel, Inc. FEB 27 o
Attention: Elaine Waller
Vice-President of North America Drug Regulatory Affairs
10236 Marion Park Drive
P.O, Box 9627
Kansas City, MO 64134-0627 RECEIVED #R 0 5 1998
Dear Ms. Waller: - - --

We acknowledge receipt of your Investigational New Drug Application (IND) submitted
pursuant to section 505(i) of the Federal Food, Drug, and Cosmetic Act. Please note the
following identifying data:

IND Number Assigned: 55,283

Sponsor: Hoechst Marion Roussel, Inc.
. Name of Drug: HMR 3647

Date of Submission: February 18, 1998

Date of Receipt: February 18, 1998

Studies in humans may not be initiated until 30 days after the date of receipt shown above. If,
within the 30-day waiting period, we identify deficiencies in the IND that require correction
before human studies begin or that require restriction of human studies until correction, we
will notify yon immediately that the study may not be initiated ("clinical hold") or that certain
restrictions must be placed on it. In the event of such notification, you must continue to
withhold, or to restrict, such studies until you have submitted material to correct the
deficiencies, and we have notified you that the material you submitted is satisfactory.

It has not been our policy to object to a sponsor, upon receipt of this acknowledgement leiter,
either obtaining supplies of the investigational drug or shipping it to investigators listed in the
IND. However, if the drug is shipped to investigators, they should be reminded that studies
may not begin under the IND until 30 days after the IND receipt date or later if the IND is
placed on clinical hold.

You are responsible for compliance with the Federal Food, Drug, and Cosmetic Act and the
-. regulations implementing that Act (Title 21 of the Code of Federal Regulations). Those
responsibilities include reporting any adverse experience associated with use of the drug that is
both serious and unexpected to the FDA as soon as possible and in no event later than 10
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Page 2

working days after initial receipt of information; reporting any unexpected fatal or
life-threatening experience to FDA by telephone no later than three working days after receipt
of the information (21 CFR 312.32), and submission of annual progress reports (21 CFR
312.33).

Please forward all future communications concerning this IND in triplicate, identified by the
above IND number, and addressed as follows:

Food and Drug Administration

Center for Drug Evaluation and Research

Division of Anti-Infective Drug Products, HFD-520
Attention: Document Control Room

5600 Fishers Lane

Rockville, Maryland 20857

Should you have any questions concerning this submission, please contact Jose Cintron, R.Ph.
at (301) 827-2120..

Sincerely,
{ -

e.

James D, Bona, R.Ph. M.P.H.

Chief, Project Management Staff

Division of Anti-Infective Drug Products,
HFD-520

Office of Drug Evaluation IV .
Center for Drug Evaluation and Research

bee: KWyatt K2M 1106 EWaller F3M3032 MRoebel HAM2630 CKirk H3M?2516 MNicholas
H3M2112 LHayes H3M2516 KShepard HSMZS 16 LStewart H42110 BW WVallee H3M2516
FHenry Bridgewater

FOCUS: 55,283:980227
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@ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

‘%‘Mn

t‘ NDA 21-144

Aventis Pharmaceuticals

Attention: J. Michael Nicholas, Ph.D.
Vice President, US Regulatory Affairs
Marketed Products

10236 Marion Park Drive

P.O. Box 9627

Kansas City, MO 64134-0627

Food and Drug Administration
Rockville MD 20857

MAR 14 2000

Dear Dr. Nicholas:

We have received your new drug application (NDA) submitted under section 505(b) of the
- Federal Food, Drug, and Cosmetic Act for the following:.

Name of Drug Product: Ketek (telithromycin) 400 mg
Therapeutic Classification: 1 Standard (S)
Date of Application: February 28, 2000
Date of Receipt: March 1, 2000
. Our Reference Number: NDA 21-144

Unless we notify you within 60 days of our receipt date that the application is not sufficiently
complete to permit a substantive review, this application will be filed under section 505(b) of the
Act on May 1, 2000 in accordance with 21 CFR 314.101(a). X the application is filed, the -
primary user fee goal date will be January 1, 2001 and the secondary user fee goal date will be
March 1, 2001.

Be advised that, as of April 1, 1999, all applications for new active ingredients, new dosage
forms, new indications, new routes of administration, and new dosing regimens are required to
contain an assessment of the safety and effectiveness of the product in pediatric patients unless
this requirement is waived or deferred (63 FR 66632). If you have not already fulfilled the
requirements of 21 CFR 314.55 (or 601.27), please submit your plans for pediatric drug
development within 120 days from the date of this letter unless you believe a waiver is
appropriate. Within approximately 120 days of receipt of your pediatric drug development plan,
we will review your plan and notify you of its adequacy.

If you believe that this drug qualifies for a waiver of the pediatric study requirement, you should

submit a request for a waiver with supporting information and documentation in accordance with

the provisions of 21 CFR 314.55 within 60 days from the date of this letter. We will make a
‘ determination whether to grant or deny a request for a waiver of pediatric studies during the
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review of the application. In no case, however, will the determination be made later than the date
action is taken on the application. If a waiver is not granted, we will ask you to submit your
pediatric drug development plans within 120 days from the date of denial of the waiver.

Pediatric studies conducted under the terms of section S05A of the Federal Food, Drug, and
Cosmetic Act may result in additional marketing exclusivity for certain products (pediatric
exclusivity). You should refer to the Guidance for Industry on Qualifying for Pediatric
Exclusivity (available on our web site at www.fda.gov/cder/pediatric) for details. If you wish to
qualify for pediatric exclusivity you should submit a "Proposed Pediatric Study Request” (PPSR)
in addition to your plans for pediatric drug development described above. We recommend that
you submit a Proposed Pediatric Study Request within 120 days from the date of this letter. If
you are unable to meet this time frame but are interested in pediatric exclusivity, please notify the
division in writing. FDA generally will not accept studies submitted to an NDA before issuance
of a Written Request as responsive to a Written Request. Sponsors should obtain a Written
Request before submitting pediatric studies to an NDA. If you do not submit a PPSR or indicate
that you are interested in pediatric exclusivity, we will review your pediatric drug development
plan and notify you of its adequacy. Please note that satisfaction of the requirements in 21 CFR
314.55 alone may not qualify you for pediatric exclusivity. FDA does not necessarily ask a

. sponsor to complete the same scope of studies to qualify for pediatric exclusivity as it does to
fulfill the requirements of the pediatric rule.

Under 21 CFR 314.102(c) of the new drug regulations, you may request an informal conference
with this Division (to be held approximately 90 days from the above receipt date) for a brief
report on the status of the review but not on the application's ultimate approvability.
Alternatively, you may choose to receive such a report by telephone.

Please cite the NDA number listed above at the top of the first page of any communications
concerning this application. All communications concerning this NDA should be addressed as
follows: :

U.S. Postal Service: Courier/Overnight Mail:

Food and Drug Administration Food and Drug Administration

Center for Drug Evaluation and Research Center for Drug Evaluation and Research
Division of Anti-Infective Drug Products , Division of Anti-Infective Drug Products,
HFD-520 HFD-520

Attention: Division Document Room Attention: Division Document Room
NUMBER ' NUMBER

5600 Fishers Lane 9201 Corporate Blvd.

Rockville, Maryland 20857 Rockville, Maryland 20850-3202




NDA 21-144
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If you have any questions, call CDR. Jose R. Cintron, USPHS, Project Manager, at (301)
827-2125.

Sincerely,

Frances LeSane

Chief, Project Management Staff
Division of Anti-Infective Drug Products
Office of Drug Evaluation IV

Center for Drug Evaluation and Research

REGULATORY AFFAIRS

LOG NO: 21-144:20000314
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PATENT LITIGATION

NO. 6282 P 14

2 IND’s Adult 55,283 and Peds 64,843 ~ Quintiles: Kim Logan 816.767.6603 ~ Peds: Libby Hayes
2 NDA'’s Adult 21-144 and Tounsillitis/pharyngtis NDA 21-391

Aventis Pharmaceuticals Inc.

IND 55,283
KETEK®
(Telithromycing
HMR-3647A)

ADULT

CHRON LOG

GENERAL CORRESPONDENCE - SPONSOR 5/13/02
-MINUTES
270 ADR~ 10-DAYFUP#1 5/14/02 - 200211296US
271 Amendrment: Revisions to FDA Form(s) 1572 | §/17/02 by Quintiles
372 | ADR's: 10.DAY INITIAL (1), 10-DAY FOLLOW-UP | §/20/02 - 200211296US,
#1 (1), 200212530DE, 200213603DE,
10-DAY FOLLOW.-UP 1;% ((21)), 10-DAY FOLLOW-UP | 200213829DE, 200212354DE
273 ADR: 10-day Follow-up #2 6/3/02 — 20021183308
274 ADR: 10-day Follow-up (3) 6/6/02 - 20021177 1EU,
: 200211693EU, 200212530DE
278 ADR: 10-day FAsp #1, 10-dsy F/up #1, 10-day Initial 6/13/02 - 20021177180,
200214068DE, 200211693EV
FAX: ADR: 10-Day Initial 6/17/02 - 200211952EU
276 ADR: 10-Day Initial 6/18/02 - 200211952EU
277 ADR's: 2 10-Day Initial and 1 10-day followup #2 6/24/02 - 200211693EU, 200213632DE,
200213631DE
278 Protacol Amed and Revision to 1572 6/28/02 — Sent out by Kim @ Quintiles
FAX: 10- Day Initia} (Death) 6/25/02 - 200214256DE :
279 ADR; 10-Day Initial (sfter Fax due to death) 6/27/02 200214256DE
280 ADR; 10-day Initial (4) 7/1/02 - 200214345DE,
200215125GDDC, 200212127EU,
, 200214256DE
281 ADR: 10-DAY INITIAL (3) 7/8/02 - 200215273GDDC.
200215363GDDC, 200214460DE
282 Gen’l Corres — 3011 — Sakol; 3014 - Barbar/Sarkar 7/9/02 ~ by P. Bryers
283 ADR.: Tmitial 15-Day and Inifial 15-Day Follow-Up #1 | 7/11/02 - 200212127EV,
' 200215449GDDC
284 ADRs: 7-Day Initiz] and 15-Day Follow-up #2 7/15/02 - 200212268EU, 200212127EU
17JUL 02_| ACKNOWLDGEMENT OF 7/25/02 MEETING | FROM FRANCES V. LeSane
18 JUL 02 | Additional attendees for 7/25/02 meeting From Paul Bryers
285 ADRs: 7-DAY INITIAL (3) and 15-DAY FOLLOW- | 7/23/02 « 200212304ETU (7-Day Initial),

UP #1(2)

200212271EU (7-Day Initial)
200214508DE (7-Day Initial)
200214460DE (15-Day follow-up #1)

200214256DE (15-Day follow-up #1)
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286

ADRs: 15-day Initial

7/24/02 - 200215760CDDC

287

ADRs: 15-day Injtial (1) and 15-day Follow-up #1 (1)

7/30/02 - 200215988GDDC (15-Day
Initial), 200212304EU (15-Day follow-
up #1)

30 JUL 02

FAX —7-DAY IND

200216097GDPDC

288

Protocol Amend qud Revision to 1572

8/6/02 — Sent out by Kim @ Quintiles

R 789

ADRs: 15-day Initial (3), 15 Day F/UP #2

8/7/02 - 200216133GDDC,
200216156GDDC, 200216097GDDC,
200214256DE

290

ADR: 15-DAY INTTIAL (5} AND 15-DAY
FOLLOW-UP #1 (1)

8/13/02 - 200216380GDDC (15-Day
Initial), 200216372GDDC (15-Day
Initial), 200215153DE (15-Day Initial),
200216367GDDC (15-Day Inittal),
200215081DE (15-Day Initial),
200216097GDDC (15-Day follow-up
#1)

29

ADR; 15-DAY INITIAL (1) AND 15-DAY
FOLLOW-UP #1 (2)

8/27/02 - 200215217DE (15-Day
Initial), 200215217DE (15-Day follow-
up #1), 200215153DE (15-Day follow-
up #1)

292

ADR's: 15-Day Initisl (3), 15-Day Follow-up #1 (2)

9/9/02 - 200217429GDDC (15-Day
Initial), 200217537GDDC (15-Day
Initial), 200217433GDDC (15-Day
Initial), 200215273GDDC (15-Day
follow-up #1), 200214508DE (15-Day
follow=up #1) » :

203

Trotocol Amend send by Kim Logan on 10/1/02

10/1/02 — Protoc Amend by Quintiles

294

ADR 200215593DE 15-day initial

10/2/02 - 200215593DE 15-day initial

295

ADR: 200218526GDDC 15-Day Initial

10/3/02 - 200218526GDDC 15-day
Initial

296

Protocol Amendment

10/7/02 - PROTOCOL AMENDMENT:
CHANGE IN FPROTOCQL - STUDY
NUMBER HMR3647A/4E07

297

ADR’S — 15-Day Initial (3) -
15-Day F/Up #2 (1) -

10/15/02 - 200123190GDDC 15 DAY
F/UP #2

200213964FR 15-DAY INITIAL
200213867FR 15-DAY INITIAL
200215827DE 15-DAY INITIAL

298

ADR's —15-day initial (2)

10/24/02 - 200219610GDDC,
200214058FR

299

ADR ~ 15-day initial (1}

10/25/02 - 200214095FR

300

ADR - 15 DAY INITIAL & FOLLOW-UP

200216069DE, 200214278FR,
200213395EV, 200214256DE (15-Day
Follow-up #3)

0

ADR - 15 DAY INITIAL

200216041 DE, 200220189GDDC,
200220212GDDC, 200214281FR

2 303

Protocol Amend: New Protocol and New Investigator;
Study HMR3647A/4017 Info Amend; CMC

Dated 11/7/02
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303

ADR - 15 day initial & Follow-up #1

11/19/02 < 200216223DE,
200220407GDDC, 200213867FR (15~
Day Follow-up #1)

304

ADR’s

11/26/02

200213492EU 15-day initial
200215883DE 15 day inital
200214400FR 15 day initial
200214410FR 15 day inital

305

12/4/02: 200216321DE (15-Day
Initial), 200216325DE (15-Day
Initial), 200214638FR (15-Day
Initial), 200214668FR (15.Day
Initial), 200216041DE (15-Day
Follow-up #1), 200214095FR (15-Day
Follow-up #1),

308

12/10/02: 200221278GDDC (15-Day
Initial); 200215966DE (15-Day
Initial), 200216477DE (15-Day-
Initial), 200216321DE (15-Day
Follow-Up #1), 200218526GDDC (15-
Day Follow-up #1), 200216223DE (18-
Day Follow-up #1)

307

ADRs

12/13/02; 200214785FR (15-Day
Initial); 200214814FR _(15-Day Initial)

12/16/02

7-DAY IND REPORT FAXED TO DR. SORETH

12/16/02: 200214003EU

308

ADR

12/18/02: 200214095FR (15-Day
Follow-up #2)

309

ADRs

12/20/02: 200214884FR (15-Day
Initial), 20021491 7FR (15-Day Initial),
200214022EU (15-Day Initial),
200214853FR (15-Day Initial),
200214037EU (15-Day Tnitial),
200214003EU (15-Day Initial)
200214921FR- (15-Day Initial)
200221623GDDC (15-Day Initial)
200216606DE (15-Day Initial)
200221278GDDC (Follow~Up #1)
200216325DE (Follow-Up #1)
200216223DE (15-Day Follow-Up #2)

310

12/23/02: 200214972FR

311

312

12/27/02: 200216041DE
12/26/02; 200221623GDDC F/up #1

313

12/27/02: 200214224FR 15-Day Initial

314

12/31/02: 200215023FR,
200222012GDDC 15-day Initial,
200214022EU F/Up 1, 200214917FR
f/Up #1

315

1/2/03: 200214780FR, 200214037ET,
200216419DE

316

1/6/03: 200214780FR,
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2 IND's Adult 55,283 and Peds 64,843 — Quintiles: Kim Logan 816.767.6603 — Peds: Libby Hayes
2 NDA's Adult 21-144 and Tonsillitis/pharyngtis NDA 21-391

— 200220212GDDC

377 | ADRs : 1710/03: 200215146FR (15-Day Initial)
200214225EU (15-Day Initial),
200214003EU (Follow-up #1),
200216606DE (Follow-up #1),
200214972FR (Follow-up #1),
200221278GDDC (Follow-Up #2)

318 | Revio 1572 _ 1/14//03 -~ Sent out by Quintlles
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2 IND's Adult 55,283 and Peds 64,843 - Quintiles: Claudia Ryan 816.767.3928 - Peds: Libby Hayes
2 NDA’s Adult 21-144 and Tonsillitis/pharyngtis NDA 21-291

J 339

Protocol Amendment

4/1/03 - Sent b

uintiles

340 ADR’s

341 ADR’s

Sent by Quintile
4/2/03 2002214121EU - (15-Day Inifial)
4/3/03 200311248FR (15-Day Initial)

342 ADR’s

4/7/03 (15-Day Initial) 200311306FR,
200310856DE (15-Day Initial)
200310907DE (15-Day Initial)

343 ADR’s

4/8/03 (15-Day Initial), 200311337FR
200310845DE (15 Day Initial)

344 ADR’s

4/9/03 200310856DE (15-Day Follow-Up
#1), 200310765FR (15:-Day Follow-U #1)

345 ADR's

{ #1), 200310400DE (15-Day Follow-Up

4/11/03 200310441DE (15-Day Follow-Up
#2), 200311446FR (15-Day Initial)

FAX ADR

4/14/03 — 200311015DE

346 ADR’s

4/16/03~ 200311450FR (15-Day Initial)
200311451FR (15-Day Initial)
200214917FR (Folow-Up #4)

347 Annugl Report

4/18/03 - Sent by Quintiles

348 ADR’s

4/17/03~ 200311528FR (15-Day Initial)
200311271FR (15-Day Follow-Up #1).

349 ADR’s

4/21/03- 200311612FR (15-Day Initial)
200311547FR (15-Day Initial

350 ADR’s

4/22/03 -200311213EU (15-Day Tnitial)
200311216EU (15-Dsy Initial)
200311202EU (15-Day Initial)
200311306FR (15-Day Foliow-Up #1

351 ADR's

4/24/03-200314299GDDC (15-Day Initial)
200311130EU (15-Day Initial)
200310922FR (15-Day Follow-Up #1

352 ADR’s

4/28/03 -200311717FR (15-Day Initial)
200311248FR (Follow-Up #1)
200310523DE (Follow-Up #2)
200310525DE (Follow-Up #2

353 ADR’s

4/29/03-~ 200311686FR (15-Day Initial)
200311280EU (15-Day Initial)
200311049FR (15-Day Follow-Up #1)
200311337FR (15-Day Follow-Up #1)
200311015DE (15-Day Follow-Up #1)

354 ADR’s

4/30/03- 200310732DE (15-Day Initial)
200311138DE (15-Day Initial)

3ss ADR’s

5/2/03 ~ 200310732DE (15-Day Initial)
200311138DE (15-Day Initia))

FAX ADR's

5/5/03 - 200311825FR

356 ADR’s

5/6/03 - 200311317EU (15-Day Initial)
200311757FR (15-Day Initial)
200216538DE (15-Day Follow-Up #1)
200310907DE (15-Day Follow-Up #1)
200310691DE (15-Day Follow-Up #1)
200311547FR (15-Day Follow-Up #1) -
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2 IND’s Adult 55,283 and Peds 64,843 ~ Quintiles: Claudia Ryan 816.767.3928 - Peds: Libby Hayes

2 NDA's Adult 21-144 and Tonsillitis/pharyngtis NDA 21-391

200310853FR (15-Day Follow-Up #2)

Cd 357

Protocol Amendment

5/9/03 - Study HMR 3647A/4017
Sent by Helen Edelberg

358

ADR’s

5/12/03- 200311822FR (15-Day Initial)
200311846FR (15-Day Initial)
200311416EU (15-Day Initial)
200311717FR (15-Day Follow-Up #1)

359

ADR’s

§/13/03~ 200311432EU (15-Day Initial)
200311047FR (15-Day Follow-Up #1)
200311142FR (15.Day Follow-Up #1)
200311138DE (15-Day Follow-Up #1)
200311015DE (15-Day Follow-Up #2)

Protocol Amendment

5/15/03 ~ Resubmitted
Study HMR 3647A/4017
Sent by Helen Edelber

ADR's

5/15/03 ~ 200311523EU

ADR’s

5/16/03-200311825FR (15-Day Follow=Up #1)

ADR’s

5/19/03 - 200315038GDDC

ADR's

ADR’s

5/19/03 - 200311947FR

5§/19/03 - 200311301DE (15:Day Initial)
200311884FR (15-Day Initial)
200311312DE (15-Day Initial)

200311514EU (15-Day Initial)

362

ADR’s’

5/21/03. 200214225EU (15-Day Follow-Up #1)
200311280EU (15-Day Follow-Up #1)

363

e
S

ADR’s

§/22/03 - 200311540EU (15-Day Initial)
200311717FR (15-Day Follow-Up #2)

364

ADR’s

5/28/03 - 200312010FR (15-Day Initial)
200311556EU (15-Day InitiaD
200312008FR (15-Day Initial)
200312009FR (15-Day Initial)
200310400DE (15-Day Follow-Up #3)

365

ADR's

£/29/03-200311150EU (15-Day Follow-Up #1)
200315038GDDC (15-Day Follow-Up #1)

[




- MAY. 26. 2004 6:17PM

2 IND’s Adult 55,283 and Peds 64,843 - Quintiles: Claudia R
2NDA's Adult 21-144 and Tonsilﬁﬁslphqungﬂs NDA 21-39

PATENT LITIGATION

NO. 6282 P 30

yan 816.767.3928 - Peds: Libby Hayes

1

366

A ’I\R's

6/2/03 - 200310184FR (15-Day Follow.Up #3

367

ADR's

368

ADR's

184FR (15-Day Follow-Up #2) |
6/3/00 -200311432EU (15-Day Foliow-Up #1)
6/5/03 - 200311509DE (15-Day Initial)
200311204DE (15-Day Initial)

200311317EU (15-Day Follow-Up #1)
200311312E (15-Day Follow-Up #1)
200311213EU (15-Day Follow.Up #1)
200311825FR )15-Day Follow-Up #2

369

ADR's

6/9/03 - 200311416EU (15-Day Follow-Up £13
2003114352FU (15-Day Follow-Up #2

FAX

ADR's

_6/11/03 - 200311561DE

370

ADR’s

6/11/03 ~ 200311543DE (15-Day Initial)
2003115S6EU (15-Day Follow-Up #1 (1

3N

ADR’s

6/12/03-200310400DE (15-Day Follow-Up #4

. 372

ADR’s

6/13/03 - 200315657GDDC (15-Day Initial)

_200311509DE (15 Day Follow-Up #1)

373

| ADR’s

6/17/03 - 200312246FR (15-Day Inifial)
200310696FR (15-Day Follow-Up #1)
200315666GDDC (15-Day Injtial)
2003214225EU (15-Day Follow-Up #2)
200312131FR (15-Day Initial)
200311514 (15-Day Follow-Up #1

374

ADR's

6/20/03 - 200312322FR (15-Day Initial)
200311799EU (15-Day Initial) -
200311099FR (15-Day Follow-Up #1)

FAX

ADR’s

6/23/03 - 200316162GDDC

S 375

o
e

ADR's

6/24/03 - 200312389FR ( 15-Day Initial)
200312351FR (15-Day Initial)
200316098GDDC (15-Day Initial)
200311BR4FR (15-Day Follow-Up #1

376

ADR's

377

e

ADR’s

J11884FR (15-Day Follow-Up#1) |
6/27/03 - 200316056GDDC (15-Day Inifial)
7/1/03 - 200316166GDDC (15-Day Initial)
200316036GDDC (15-Day Initjal)
2003117@ (15-Day Follow-Up #1)

378

ADR's

71103 - 200312275FR (15.Day Initial)
200316400GDDC (15-Day Initial)
200311846FR (15-Day Follow.Up #1)
200311204DE (15-Day Follow-Up #1)

379

ADR’s

717703 - 200311947FR (15-Day Follow-Up #1)

380

ADR’s

200311015DE (15-Day Follow-Up #3)
7/9703 - 200312002EU (15-Day Initia))
200312389FR (15-Day Follow-Up #1)
200312246FR (15-Day Follow-Up #1)
200311822FR (15-Day Follow-Up #1)
200311556EU (15-Day Follow-Up #2)
2003114326 (15-Day Follow-Up #3

381

ADR’s

382

ADR's (FAX and UPS)

7/10/03-200311947KR (13-Day Follow-Up #2)
7/14/03-200315666GDDCC

383

ADR's

(15-Day Follow:Up #1)
7/15/03 - 200316627GDDC {15-Day Initial)

200311799EU (15-Day Follow-Up #2)
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2 IND’s Adult 55,283 and Peds 64,843 — Quintiles: Claudia Ryan 816.767.3928 ~ Peds: Libby Hayes
2NDAs Adnlt 21-144 and Tonsillitis/pharyngtis NDA 21-391

0 384 ADR'z 7/17/03 - 200316822GDDC (15-Day Initial)
e 200311779DE (15-Day Initial)
(15-Day Initial)_
385 ADR's 7121403 - 200318666GDDC
(15-Day Follow-Up #2)
200311432EU (15-Day FollowsUp #4
386 ADR’s 7/22/03 - 20031218SEU (15-Day Initial)
200316056GDDC (15-Day F ollow-Up #1)
200311822FR (15-Day Follow~Up #2
387 ADR's 7/28/03 - 200314299GDDC
: (15-Day Follow-Up #1)

200312389FR (15-Day Follow-Up #2)
200316056GDDC (15-Day Follow-Un #2)
ADR’s 7/31/03 - 200312749FR (15-Day Initial)
200312262EU (15-Day Initial)
200317198GDDC (15-Day Initial)
200311686FR (15.Day Fullow-Up #1)
200312385FR (15-Day Foliow-Up #3)
200311015DE (15-Day Follow-Up #4)
FAX ADR’s 8/3/03 - 280216097GDDC
18.Day Follow-Up #2
389 ADR’s 8/11/03 ~ 200313016FR (15-Day Initial)
200316822 (15-Day Follow-Up #1)
200312749FR (15-Day Follow-Up #1)
200317X98GDDC (15-Day Follow-Up #1)
200312072US (15-Day Follow-Up #1)

) 200312246FR (15-Dsy Follow-Up #2) |
‘3 8/11/03 Notification of Scientific Misconduct Alle ations

|

(7 ]
oo
[-L]

o £ 8/11/03
PAX _ADR's 8/14/03 ~ 2003124058V (7-Day Initial)
390 ADR's 8/18/03 - 20031143260
15-Day Follow-1J
391 ADR’s 8/19/03 - 20031239180 (15-Day Initial)
200312401EU (15-Day Initial
FAX ADR's (7-Day) 8/21/03 - 200312401E0
(15-Day Follow-Up #1)
' 8/22/03 Additional Information Re: Scientific Misconduct 8/22/03
- Allegations
392 ADR’s (Serious and Expected Events) 8/22/03 - 2001123517GDDC (Initial)
200311218EU (Initial)
. 200311307FR (Injtial)
200312387EU (Initial)
200312651FR (Initial)
200316528GDDC (Follow-Up)
393 ADR’s 8122/03 - 200312401EU

(15-Day Follow-Up #1)
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2 IND’s Adult 55,283 and Peds 64,843 — Quintiles: Claudia Ryan 816.767.3928 — Peds: Libby Hayes
2 NDA’s Adult 21-144 and Tonsillitis/pharyngtis NDA 21-391

) 394

ADR’s (Serjous and Expected Events)

3935

9/3/03 ~ 200318238GDDC (Initial)

ADR’s

9/3/03 - 200213829DK (15-Day Follow-Up #1)

396

ADR'’s

9/11/03 ~ 200312824FR (15-Day Initial)
200214278FR (15-Day Follow-Up #1)
200312401EU (15-Day Follow-Up #2)
200310400DE (15-Day Follow-Up #5)

397

ADR's (Serious and Expected Events)

398

9/12/03 - 200318446GDDC (Initial)

ADR’s

5/16/03 -~
200312010FR (15-Day Follow-Up #1)
200310400DE (15-Day Follow-Up #6)

399

ADR's

9/17/03 - 20031 1999DE (15-Day Intial

ADR’s

5/22/03 - 200214961FR (15-Day Initial)
200313377FR (15-Day InftiaD)

200318848GDDC (15-Day Initial)

401

ADR'’s (Serious and Expécted Bvents)

402

ADR's

9/22/03 - 200312756EU (Litial)
9/24/03 — 200313446F R (15-Day Lnitial)

200311280EU (15-Day Follow-Up #2)
200310400DE (15-Day Follow-Uyp #7)

403

ADR’s (Serious and Expected Events)

9/26/03 -200211294DE
200318692GDDC

FAX

ADR's (7-Day)

404

10/01703 - 200313639FR

ADR’s

10/01/03
200318848GCCD (15-Day Follow-Up #1) .

405

ADR’s

10/02/03 - 200319535GDDC (15-Day Initial)
200312010FR (15-Day Follow-Up #2)
200310400DE (15-Day Follow-Up #8)

406

ADR’s (Serious and Expected Events)

10/3/03 ~ 200312772EU (nitial)
200312756EU I

ADR’s

10/66/03 - 200313613FR (15-Dey Initial)
200312425DE (15-Day Initial)
200316166GDDC (15-Day Follow-Up #1)
200313446FR (15-Day Follow-Up #1)
200311204DE (15-Day Follow-Up #2)
200310523DE (15-Day Follow-Up #3

408

ADR'’s ( Serious and Expected Events)

409

ADR’s

o

10/10/03 - 200312772EU (Follow-Up #1) ‘
10/13/03 : ’
200212357DE (15-Day Initial)
200312112E0 (15-Day Follow-Up #1)
200312425DE (15-Day Follow-Up #1)
200313639FR (15-Day Follow-Up #1)
200312010FR (15-Day Follow-Up #3)
200310400DE (15-Day Follow-Up #9)

410

A.DR’s

10/14/03
200313849FR (15-Day Initial)

411

ADR’s

10/16/03
200310400DE (15-Day Follow-Up #10)

412

ADR's (Serious and Expected Events)

10717703
200319821 GDDC (Initial)

200319991GDDC (Initial)

10/20/03

Notification of Scientific Misconduct Allegations:

Follow-Up

10/20/03

I PAX

ADR’s (7-Day Fax)

10/21/03 - 200320247GDDC

) s 413

ADR's

10/23/03 - 200313131EU (15-Day Initisl)
200313849FR (15-Day Follaw-Up #1)
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2 IND's Adult 55,283 and Peds 64,843 - Quintiles: Claudia Ryan 816.767.3928 - Peds: Libby Hayes

2 NDA's Adult 21-144 and Tonsillitis/pharyngtis NDA 21-391

414

ADR'’s (Serious and Expected Events)

10/27/03 - 2003131 13EU (Initial)
200320387GDDC (Initial)

415

ADR’s

416

ADR’s (Serious and Bxpected Events)

10/28/03 ~ 200313860FR (15-Day Initial)
10/31/03

200313862FR (Initial)
200320981GDDC (Initial)
200319821GDDC (Follow-Up #1)
200319991GDDC (Follow-Up #1

RAX

ADR’s (7-Duy Fax)

10/31/03 ~ 200312729DE

417

ADR’s

11/03/03
200313131EU (15-Day Follow-Up #1)
200312401EU (15-Day Follow-Up #3)

418

ADR’s

11/05/03
200321207GDDC (15-Day Initial)

200313131EU (15-Day Follow-Up #2) .

419

ADR's (Serious and Expected Everits)

.| 11/07/03

200313113EU (Initial)
200312772EU (Follow-Up #2)

420

ADR’s

1110/03
200313199EU (15-Day Initial)
200314138FR (15-Day Initial

421

ADR’s

11/13/03
200313257ED (15-Day Initial)

422

ADR's (Serious and Expected Events)

11/14/03
200321234GDDC (Initial)
200313862FR (Follow-Up #1)

423

ADR's

11/17/03

200313266EU (15-Day Initial)
200314144FR (15.Day Initial)
200321232GDDC (15-Day Initial)

424

ADR’s

111803
2060312824FR (15-Day Follow-Up #1)

425

ADR's

.| 200321207GDDC (15-Day Follow-Up #1)

11/20/03
20031332580 (15-Day Injtial)
200314209FR (15-DayInitial)

200312010FR (15-Day Follow-Up #4)

426

-| ADR’s (Serious and Expected Events)

11/21/03
200321345GDDC (Initial}
*200313326EU (Initial)

200311931DE (Initial)

427

ADR's

11/25/03

200321741GDDC (15-Day Initial)
200313391EU (15-Day Injtial)
200312824FR (15-Day Follow-Up #2)
200310400DE (15-Day Follow-Up #11

428

ADR’s (Serious and Expected Events)

11725703
200312978DE (Initial)
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2 IND’s Adult 55,283 and Peds 64,843 - Quintiles: Claudia Ryan 816,767.3928 — Peds: Libby Hayes

2 NDA's Adult 21-144 and Tonsillitis/pharyngtis NDA 21.391

429

ADR’s

12/01/03 }
200314376FR (15-Day Initisl)
200314379FR (15-Day Initial)
200314403FR (15-Day Initial)
200313022DE (15-Day Initial)
200312371DE (15-Day Initial)
200311220¥R (15-Day Initial)
200313391EU (15-Day Follow-Up #1)
200313199EU (15-Day Follow-Up #1)

FAX

ADR's (7-Day Fax)

200214068DE (15-Day Yollow-Up #1)
12/01/03
200313501EU

.FAX

ADR's (7-Day Fax)

12/02/03
200322189GDDC

FAX

ADR's (7-Day Fax)

12/02/03
2003144747FR

430

1 ADR's

12/03/03

200314407FR (15-Day Initial)

200311528FR (15-Day Follow-Up #1)
200314144FR (15-Day Follow-Up #1)

431

ADR’s (Serious and Bxpected Events)

12/04/03

200313024DE (Initial)
200313037DE (Initial)
2003x1725EU (Initial)
200312978DE (Follow-Up #1)

432

ADR's

12/05/03
200214070DE (15.Day Follow-Up #1)

' J) 433

ADR's

12/09/03
200322189GDDC (15-Day Foliow-Up #1)

434

ADR’s

12/11/03

200314218FR (15-Day Initial)
200313606EU (15.Day Initial)
200314474FR (15-Day Follow-Up #1)
200211203DE (15-Day Follow-Up #3)

200310400DE (15-Day Follow-Up #12)

435

ADR's

12/12/03 -
200312009FR (15-Day Follow-Up #1)
200314138FR (15-Day Follow-Up #1)

436

ADR’s (Serious and Expacted Events)

12/12/03

200313664EU (Initial)
200313042DE (Initial)
200312978DE (Follow-Up #2)

437

ADR’s

12/17/03

200314623FR (15-Day Initial)
200314677FR (15-Day Initial)
200313377FR (15-Day Follow-Up #1)
200312729DE (15-Day Follow-Up #1)

438

ADR’s

12/18/03
200314763FR (15-Day Initial)
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2 IND’s Adult 55,283 and Peds 64,843 — Quintiles: Claudia Ryan 816.767.3928 ~ Peds: Libby Hayes
2NDA’s Adult 21-144 and Tonsillitis/pharyngtis NDA 23391

) 439 ADR's 12/19/03
- 200313284DE (15-Day Initial)
200313860FR (15-Day Follow-Up #1)

330 | ADR's (Serious and Expected Events) 12/19/03
200322586GDDC (Initial)
200314766FR (Initial)

441 ADR’s 12/23/03

' 200314764FR (15-Day Initizl)
200322594GDDC (15-Day Initial)
200314682FR (15-Day Initial)

442 ADR’s 12/31/03

200314814FR (15-Day Initial)
200314781FR (15-Day Initial)
200322821GDDC (15-Day Initial)
200314824FR (15-Day Initial)
200314403FR (15-Day Follow-Up #1)
200313325EU (15-Day Follow-Up #1)
200312729DE (15-Day Foliow-Up #2)

443 ADR's (Serious and Expected Events) 172/04

200322700GDDC (Initial)
20031332780 (Initial)
200322696GDDC (Initial)
200322694GDDC (Initisl)
200313042DE (Initial)
200322586GDDC (Follow-Up #1)

e

444 ADR’s 1/5104
20031489FR (15-Day Initial)
200311446FR (15-Day Follow-Up #1)

445 ADR’s 1/6/04

200314935FR (15-Day Initial)
200314407FR (15-Day Follow-Up #1)
200314144FR (15-Day Follow-Up #2)
200314474FR (15-Day Follow-Up #2)
200310400DE (15-Day Follow-Up #13)

446 ADR’s (Serious and Expected Events) 1/9/04

' ’ 200311626JP (Initial)
200320981GDDC (Follow-Up #1)
200313037DE (Follow~Up #1)

FAX__ | ADRs (1-Day Fax) — 01/16/04 - 200410136FR
447 | ADR's (Serious and Expected Events) 01/16/04
200410038JP (Initial)
. 200410191GDDC (Initial)
g | ADRs . 01/19/04

200410033EU (15-Day Initial)
200410035SDE (15-Day Initial)
200410018JP (15-Day Initial)
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2 IND'’s Adult 55,283 and Peds 64,843 - Quintiles: Claudia Ryan 816.767.3928 — Peds: Libby Hayes

2 NDA'e Adult 21-144 and Tonsilitis/pharyngtis NDA 21-391

449

ADR’s

01/22/04

200410080FR (15-Day Initial)
200410130FR (15-Day Initial)
200410152FR (15-Day Initial)

450

ADR’s (Serious and Expected Evente)

01/26/04
200410361GDDC (Initial)
200410338GDDC (Initial)
200410084)P (Initial)

200410128EU (Initial)

451

ADR's

01/26/04

200410060JP (15-Day Initial)
200313037DE (15-Day Initial)
200314474FR (15-Day Follow-Up #3)

452

ADR’s

01/29/04

2004101 55JP (15-Day Initial)
200410185DE (15-Day Initial)
200411059GDDC (15-Day Initial)
200410233FR (15-Day Initial)
200410087JP (15-Day Initial)
200410190FR (15-]);&y Initial)
200410018JP (15-Day Follow-Up #1)
20031146FR (15-Day Follow-Up #2)
200314407FR (15-Day Follow-Up #2)

453

ADR's

01/30/04
200410033EU (15-Day Follow-Up #1)

200312729DE (13-Day Follow-Up #3)

454

ADR’s (Serious and Expected Events)

01/30/04
200410818GDDC (Initial)
200311626JP (Follow-Up #1)
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2 IND’s Adult 55,283 and Peds 64,843 — Quintiles; Clandia Ryan 816.767.3928 - Peds: Libby Hayes
2 NDA's Adult 21-144 and Tonsillitis/pharyngtis NDA 21-391

AL

' \a 455

H

ADR's

02/04/04
200410868GDDC (15-Day Initial)
200314218FR (15-Day Follow-Up #1)

456

ADR's (Serious and Expected Events)

02/06/04

200410258FR (Initial)
200410342FR (Initial)
200311725EU (Follow-Up #1)
200410038JP (Follow-Up #1)
200410361GDDC (Follow-Up #1)

457

ADR's

02/09/04

200410169JP (15-Day Initial)
200410170JP (15-Day Initial)
200410339FR (15-Day Initial)
200410300FR (15-Day Initial)
200410868GDDC (15-Day Follow-Up #1)
200322821GDDC (15-Day Follow-Up #1)

FAX

7-Day

02/09/04
200411435GDDC

458

ADR’s

02/10/04

200410130JP (15-Day Initial)
200410087JP (15-Day Follow-Up #1)
200410060JP (15-Day Follow-Up #1)
200410018JP (15-Day Follow-Up #2)

459

ADR’s

02/11/04
200411435GDDC (15-Day Iuitial)

460

ADR’s

02/12/04

200410220JP (15-Day Initial)
200410377FR (15-Day Initial)
200410185DE (15-Day Follow-Up #1)
200410060JP (15-Day Follow-Up #2)

FAX

7-Day

02/13/04
200410256TP

461

ADR’s (Serious and Expccte(—lxﬁvents)

02/13/04

200410311.YP (Initial)
200410819GDDC (Follow-Up #1)
200312978DE (Follow-Up #3)

462

ADR’s

02/16/04

200410324EU (15-Day Initial)
200410190FR (15-Day Follow-Up #1)
200314144¥R (15-Day Follow-Up #3)
200314474 (15-Day Follow-Up #4)

463

ADRs

02/18/04

200410492FR (15-Day Xnitial)
200410493FR (15-Day Initial)
200410509FR (15-Day Initlal)
200410168JP (15-Day Follow-Up #1)
_200311779DE (15-Day Follow-Up #1)
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) 464

ADR's

02/19/94

465

ADR’s (Serious and Expected Events) -

200410333JP (15-Day Initial
02/20/04 ,
2004103737 (Lpitial)
200410329DE (Initial)
200410361JP (Initial)
200411858GDDC (Initial)
200410084JP (Follow-Up #3)
200312978DE (Follow-Up #4)

466

ADR’s

2/23/04

2004103253P (15-Day Initial)
200314766FR (15-Day Initial)
200410220JP (15-Day Follow-Up #1)

200411435GDDC (15-Day Follow-Up #2) ‘

467

ADR’g

2/28104
20041 0570FR (15-Day Initial)

468

ADR’s

2/26/04

200410351JP (15-Day Initial)
200410430JP (15-Day Initial)
20410130JP (15-Day Follow-Up #1)
200410169JP (15-Day Follow-Up #2)

i 369

ADR’s (Serious and Bxpected Events)

2/27/04
200410497EU (Initial)
200410373TP (Follow-Up #1)

470

ADR’s

372104

200412322GDDC (15-Day Initial)
200410648FR (15-Day Initial)
200410450JP (15-Day Initisl)

%71

ADR's

473

3/4/04

ADR 'z (Serious and Expected Events)

{ 200410592P (Initial)

200410220JP (15-Day Follow-Up #2)
3/5/04 :

200410726FR (Initial)
200410605JP (Initial)
2004105553P (Initial)
200410329DE (Follow-Up #1)

L o

ADR’s

3/3/04

200410589JP (Laitial
200410509FR (15-Day Follow-Up #1)
200410018JP (15-Day Follow-Up #3)
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2 IND’s Adult §5,283 and Peds 64,843 = Quintiles: Claudia Ryan 816,767.3928 — Peds: Libby Hayes
2 NDA’s Adult 21-144 and Tonsillitis/pharyngtis NDA 21.391

475

ADR’e

3/9/04

200313024DE (15-Day Initial)
200410663EU (15-Day Initial)
200410646JP (15-Day Initial)
200410633JP (15-Day Initial)
200410409JP (15-Day Initial) i
200410256JP (15-Day FollowsUp #})

476

ADR’g

200410325JP (15-Day Follow-Up #1)
3/11/04

200410361JP (15-Day Initial)
200410634JF (15-Day Initial)

200321741GDDC (15-Day Follow-Up #1)

200410035DE (15-Day Follow-Up #1)

477

ADRs (Serious and Expected Bvents)

200410450JP (15-Day Follow-Up #1)

3/12/04
200412656HGDDC (15-Day Initial)

FAX

7-Day Report faxed to Dr, Janice Sorcth

3/17/04
200410955FR

FAX

7-Day Report faxed to Dr. Janice Soreth

3/18/04
200410891JP

478

ADR's

3/18/04

200410640JP (15-Day Initial)
200410361JP (15-Day Follow-Up #1)
200410405JP (15-Day Follow-Up #1)
200410256 (15-Day Follow-Up #2)

2004104S0JP (15-Day Follow-Up #2)

e 479

ADR’s (Serious and Expected Events)

3/19/04

200410750JP (Initial)
200410788EU (Initial)’
200410748JP (Initial)
200410311JP (Follow-Up #1)
200410726FR (Follow-Up #1)
200410592JP (Follow-Up #1)

480

ADR’s

o

3/22/04

200410510DE (15-Ddy Initial)
200410935FR (15-Day Initial)
200410333JP (15-Day Follow-Up #1)

200410325JP (15-Day Follow-Up #2)

Fax

7-Day Report faxed to Dr, Janice Soreth

3/23/04
200411137FR

Fax

7-Day Report faxed to Dr, Soreth

3/25/04
200410610DE

Tar
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2 IND’s Adult 55,283 and Peds 64,843 ~ Quintiles: Claudia Ryan 816.767.3928 - Peds: Libby Hayes
2 NDA's Adult 21-144 and Tonsillitis/pharyngtis NDA 21-391

481 ADR's 3/25/04 -

.| 200410551 DE (15-Day Initisl)
200410894JF (15-Day Initial)
200410233FR (15-Day Follow-Up #1)
2004104307P (15-Day Follow-Up #1)
482 ‘ADR’s (Serious and Expected Events) 3/29/04
- . 200411160FR (Initial)

-y 200410745JP (Initial)
- ' 200410944JP (Initial)
2004109183P (Initial)
o : 200410750JP (Follow-Up #1)
IR - 200410311JP (Follow-Up #2)
5 . 200410818GDDC (Follow-Up #2)
483 ADR’s 3/29/04
- 200413467GDDC (15-Day Initial)
200410377FR (15-Day Follow-Up #1)
200314682FR (15-Day Follow-Up #1)
4% | ADR's 3/30/04
: 200410329DE (15-Day Initial)
2004107487P (15-Day Initial)
200410913JP (15-Day Initial)
200411064FR (15-Day Initial)
200411170FR (15-Day Initial) ,
200413312GDDC (15-DayInitia) |
FAX 7-Day Report faxed to Dr, Janice Soreth 3/30/04
200410973EU
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2 NDA’s Adult 21-144 and Tonsillitis/pharyngtis NDA 21-391

485

—

ADR’s

4/1/04

200410745JP (15-Day Initial)
200413461GDDC (15-Day Initial)
200410595JP (15-Day Initia))
200410983EU (15-Day Initial)
200410984EU (15-Day Initial)
200410080FR (15-Day Follow-Up #1)
200410492FR (15-Day Follow-Up #1)

486

ADR’s

487

4/2/04
20041097177 (15-Day Initizl)
200314894FR (15-Day Initial)

ADR’s (Serious and Expected Events)

200410409JP (15-Day Follow-Up #2)

4/2/04
2004110137P (Initial)
200410592JP (Follow-up #2)

488

ADR's

4/5/04
200410389JP (15-Day Follow-Up #1)

200410646JP (15-Day Follow-Up #1)

200413312GDDC (15-Day Follow-Up #1)

4R9

ADR’s

4/6/04 .
200410509¥FR (15-Day Follow-Up #2)

490

ADR’s

477104

200410087JP (15-Day Foltow~-Up #2)

200410170JP (15-Dsy Follow-Up #1)

200410551DE (15-Day Follow-Up #1)
200410891JP (15-Day Follow-Up #1)

491

ADR’s (Serious and Expected Events)

4/12/04

200413741GDDC (Initial)
200413629GDDC (Initial)
20041060539 (Follow-Up #1)
200410258 (Foliow-Up #1)

492

ADR’s

4/13/04

200410331JF (13-Day Follow-Up #1)
200410595FP (15-Day Follow-Up #1)
200410640JP (15-Day Follow-Up #1)
2004107483P (15-Day Follow-Up #1)
2004109133P (15-Day Follow-Up #1)
200410955FR (15-Day Follow-Up #1)
200410971JP (15-Day Follow-Up #1)
200410983EU (15-Day Follow-Up #1)
200410377FR (15-Day Follow-Up #2)
200410589JP (15-Day Follow-Up #2)
200413312GDDC (15-Day Follow-Up #2)
200313639FR (15-Day Follow-Up #2)

493

Anmuzl Report

Submitted to Quintiles on April 14, 2004

Y
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816.767.3928 — Peds: Libby Hayes

FAX

7-Dey Report faxed to Dr. Janice Soreth

4/16/04
200214961FR

494

ADR’s (Serious and Expected Events)

4/16/04

200410351JP (Initial)
200410891JP (Initial)
200411180EU (Inidial)
200413923GDDC (Initial)
200411145JP (Initial)
200411162EV (Initlal)
200410944JP (Follow-Up #1)

495

ADR's

4/19/04

200410973EU (15-Day Follow-Up #1)
200413461GDDC (15-Day Follow-Up #1)
200413467GDDC (15-Day Follow-Up #1)
200314682FR (15-Day Follew-Up #2)

496

ADR’s

4/22/04
200419648FR {15-Day Follow-Up #1)

497

ADR’s (Serious and Exﬁccteﬁvenﬁ)

4/23/04 .
200411193EU (Initial)
200411306JP (Initial)
200410825DE (Tnitial)
200411214EU (Initial)
200410913JP (Initial)
200413923GDDC (Follow-Up #1)
200413629GDDC (Foliow-Up #1)

408

ADR’s

4/28/04
200313024DE (15-Day Follow-Up #1)
200411137FR (15-Day Follow-Up #1)

499

ADR's (Serious and Expected Events)

4/30/04

200414262GDDC (Initial)
200411644FR (Initial)
200414266GDDC (Initial)
200411473JP (Tnitial)

200411508JP (Initial)

200411515JP (Initial)

200410825DE (15-Day Foliow-Up #1)
200411306JP (15-Day Follow-Up #1)

500

ADR's

5/5/04 '
200410589JP (15-Day Follow-Up #3)

501

ADR’s

§/7/04
200413629GDDC (15-Day Follow-Up #2)

502

ADR’s (Serious and Expected Events)

5/14/04

200411523JF (Initial)
200411604JP (Initial)
200410825DE (Follow-Up #2)

503

ADR's

5/24/04
200411137FR (15-Day Follow-Up #2)

200410955FR (15-Day Follow-Up #2)
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B 504

ADR’s (Scrious and Expected Bvents)

524704 '
200414973GDDC (Initial)
2004116157P (Initial)
200411160FR (Follow-Up #1)
200411145JP (Follow-Up #1)
200411306JP (Foliow-Up #2)

305

ADR's

5/25/04

200410973EU (15-Day Follow~Up #2)
2004101920FR (15-Day Follow-Up #2)
200410648FR (15-Day Follow-Up #2)

e




EXHIBIT J




-

. -

MiYe13-04 11:53  From:MCDOMNELL BOEMNEN HULBERT & BERGHOFF 37129130002 T-838 P 01/02 Job=937

PATENT
IN THE UNITED STATES PATENT AND TRADEMARK QOFFICE
(MBHR Case No. 04-424)

U.S. Patent Nao.: 5,635,485 )
Granted: June 3, 1997 ;
Inventors: Agouridas et al. ;
Serial No.: 08/426,067 ;
Filed: April 21,1995 %
For: Novel Erythromycin Compounds g
Commissioner for Patents
P.O. Box 1450
Alexandrie, Virginia 22313-1450
ASSOCIATE POWER OF ATTORNEY

Pursuant to 37 CF.R. § 1.34 and MP.EP. § 402.02, the undersigned principal attomey or agent

hereby appoints all of the practitioners associated with the Customer Number provided below to
prosecutc this application and to transact all business in the Patent and Trademark Office
cannected therewith:

Customer Number: 020306
Principal attorney or agent: Kevin E. Noonan
Telephone number: 312-913-0001

S WYY U

Date; _Wp \.?b., 2004 By:  Donald C. Lucas

Reg. No. 31,275




