
DEPARTMENT OF HEALTH & HUMAN SERVICES 

Food and Drug Administration 
Rockville MD 20857 

J”N 4 7n03 
Michele R. Flicker, MD, PhD, FACP 
Director, Regulatory Affairs 
Merck & Co., Inc. 
P.O. Box 2000 
Rahway , NJ 07065 

Dear Dr. Flicker: 
Re: Docket Nos. 02P-0363KPl and 99P-2547KPl 

This responds to your letter dated May 22, 2003, regarding Fosamax (alendronate sodium) 
tablets. In your letter, you request that FDA remove from docket numbers 02P-0363KPl and 
99P-2547/CPl the October 27, 2000, written request to Merck for studies of alendronate in 
pediatric patients with osteogenesis imperfecta and the March 8, 2002, amendment to the 
written request. You also state that Merck considers the contents of the written request and 
the amendment to be confidential and not subject to public disclosure under the Freedom of 
Information Act (FOIA) without the written permission of Merck. 

The Agency generally considers written requests for pediatric studies to be confidential under 
the FOIA until the studies conducted pursuant to the written request are completed and the 
product is approved for a pediatric use based on the studies. The October 27, 2000, written 
request and March 8, 2002, amendment were originally placed in the public docket in response 
to your citizen petition dated August 12, 2002 (Docket No. 02P-0363/CPl, the Petition). In 
the Petition, you stated that you wanted the written request referenced in the public docket to 
reflect the Agency’s position regarding the appropriateness and safety of the study of 
alendronate sodium in the pediatric population. 

The Agency has removed the October 27, 2000, written request and the March 8, 2002, 
amendment from docket numbers 02P-0363/CPl and 99P-2547KPl. To clarify FDA’s 
current position regarding the study of alendronate sodium in the pediatric population, we have 
replaced the written request and amendment with the publicly available list of Approved Active 
Moieties to which FDA has issued a Written Request for Pediatric Studies under Section 505A 
of the Federal Food, Drug, and Cosmetic Act. Please let me know if you have any further 
concerns about this matter. 

Sincerely yours, , 

Janewodcock, M. D . 
Director 
Center for Drug Evaluation and Research 
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Ac tive  M o iety S p o n s o r  

Abacav i r  G laxo  W e l lcome,  Inc.  

A c e ta z o l a m i d e  W yeth-Ayers t  

A lbutero l  . D e y  

A lbutero l  1  G l a x o S m i th K l i n e  

A l e n d r o n a te  Merck  

A l m o tr iptan P h a n n a c i a  &  U p j o h n  

A loset ron  G laxo  W e l lcome,  Inc.  

A m i o d a r o n e  W yeth  Ayers t  

A m lexanox  B lock D r u g  

A m lod ip ine  P fizer, Inc.  

A m lod ip ine /Benazepr i l  Novar t is  

A m m o n i u m  L a c ta te  W e s twood  S q u i b b  

A m p r e n a v i r  G laxo  W e l lcome,  Inc.  

A n a g r e l i d e  H C L  Sh i re  

A n a s t rozo le  A s tra Z e n e c a  

A rga t roban  In jec t ion  Texas  B io techno logy  

A r ip ip razo le  O tsuka 

A torvastat in  W a rner -Lamber t  

A to v a q u o n e /P roguan i l  G laxo  W e l lcome,  Inc.  

Aze las t ine  A S T A  M e d i c a  

Ba lsa laz ide  Sa l i x  P h a r m . 
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Beclomethasone Schering 

Benazepril Novartis 

Betamethasone ) Schering 

1 ILorex Pharmaceuticals I Betaxolol 

[Betaxolol 
r 
Bicalutamide 

Bisoprolol 

1 IAlcon 1 
AstraZenenca Pharm. 1 
Wyeth-Ayerst I 

Brimonidine 

lBrinzolamide 

Budesonide 

Buproprion 

Buspirone 

Busulfan 

Calcitriol 

Candesartan * 

Carboplatin 

Carte0101 

Carvedilol 

Caspo&ngin 

Celecoxib 

Cerivastatin 

Cetirizine 

lCilostazo1 

(Cimetidine 

Ciprofloxacin 

Cinrofloxacin 

ICisatracurium 

ICitalonram 

Clopidogrel Bisulfate 

1 IAllergan, Inc. 

Alcon 

Astra Zeneca 

Glaxo Wellcome, Inc 

Bristol-Myers Squibb 

I Orphan Medical 

Abbott 

Astra Pharmaceuticals 

Bristol-Myers Squibb 

CIBA 

SmithKline Beecham 

Merck 

Searle 

Bayer 

Pfizer 

1 IOtsuka 

I (SmithKline Beecham 

7 

1 Bayer 

1 Alcon 

1 IGlaxo Wellcome 

1 [Forest Laboratories. Inc. 

1 (Sanofi-Synthelabo 

1 ~Sankvo Pharma rColesevelam Hvdrochloride 

[Cromolvn Sodium 

ICromolvn Sodium 

1 (Pharmacia & U~iohn 

1 IBausch & Lomb 
I I I 

http://www.fda.gov/cder/pediatriclwrlist.htm S/27/2003 
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Cytarabine 

Desflurane 

Dichlorphenamide 

Didanosine 

Dorzolamide _ 

Efavirenz 

Enalapril Maleate 

Enfuvirtide 

Enoxaparin 

Epirubicin 

Ertapenem 

Esmolol 

Esomeprazole 

!Etodolac 

‘Famciclovir 
I 
Famotidine 

Felodipine 

Fenoldopam 

Fentanyl 

Fexofenadine 

Fluconazole 

Fludarabine 

Fluoxetine 

Fluticasone 

Fluvastatin 

Fluvoxamine 

Formoterol fiunarate 

Fosinopril 

Fosphenytoin 

Fulvestrant 

Gabapentin 

Gatifloxacin 
I 

1 SkyePharma Inc. I 
Baxter Healthcare I 
Merck 

Bristol-Myers Squibb 

Merck 

DuPont Pharmaceuticals I 
Merck 1 
IHoffman-La Roche 

IAventis J 
‘Pharmacia & Upjohn 

Merck 1 
Baxter Pharmaceutical 

AstraZeneca 

Wyeth-Ayerst 

Novartis 

Merck 

Astra Pharmaceuticals 

Elan Pharmaceuticals 

Janssen Pharmaceutics 

Aventis 

Pfizer 

Berlex 

Lilly 

Glaxo Wellcome, Inc. 1 

Novartis 
Solvay Pharmaceuticals 

Novartis 

Bristol-Myers Squibb 

Pfizer 

lAstrai!eneca Pharmaceut 

[Parke-Davis 

1 IBristol-Myers Squibb 
II 

I 
I 
I 
I 
I 
I 
I 
I 
1 1 

http://www.fda.gov/cder/pediatric/ist.htm 5/27/2003 
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Linezolid 1 Pharmacia & UpJohn I 
Lisinopril 1 Zeneca Pharmaceuticals I 
Lisinopril 

Lopinavir/Ritonavir 

Loratadine 

Merck 

Abbott 

1 Schering 
Losartan 1 IMerck 
Lovastatin 

Mesalamine 

Metformin 

Merck 

Procter & Gamble 

1 (Bristol-Myers Squibb I 
Methazoiamide ) IWyeth-Ayerst 

Metipranolol 

Metoprolol 

Midazolam 

Milrinone 

,Mmoxidil 

,Mirtazapine 

iMoexipri1 

Mometasone 

[Montelukast 

[Morphine 

Bausch & Lomb 

Astra Zeneca 

I (Hoffiann-La Roche 

I (Sanofi Synthelabo, Inc. I 
1 (Pharmacia & UpJohn I 
1 IOrganon Inc. 

I ISchwarz Pharma 

1 ISchering 

1 IMerck & Co., Inc. 

1 (Elan Drug Delivery 

I 

Morphine 

Nabumetone 

Nateglinide 

Nefazodone 

elfinavir 

Nevirapine 

Nicotine 

Nizatidine 

Norfloxacin 
Norgestimate/ethinyl estradiol 

Ofloxacin 

Olanzapine 

Faulding I 
SmithKline Beecham 

~Novartis 

Bristol-Myers Squibb 

Agouron Pharmaceutical 

Boehringer Ingelheim 

SmithKline Beecham 

IReliant 

Merck 

R. W. Johnson 

Allergan 

Lilly 
I 

http:/lwww.fda.gov/cder/pediatric/wrlist.htm S/27/2003 
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Omeprazole Astra Zeneca 
Ondansetron Glaxo Wellcome 
Orlistat (Hoff&n-LaRoche 
Oseltamivir Roche 

Oxaprozin Searle 
Oxcarbazepine Novartis 
Oxybutynin 

Oxycodone Purdue Pharma L.P. 
Pantoprazole Wyeth-Ayerst 

Paricalcitol Abbott 

Paroxetine SmithKline Beecham 

Pemirolast Santen 
Pimecrolimus Novartis 

Pioglitazone Takeda 

Polyethelene Glycol 1 Braintree Labs 

IPravastatin Bristol-Myers Squibb 
t 
IPropofol Zeneca Pharmaceuticals 
I #Quetiapine Fumerate AstraZeneca 

!Quinapril Parke-Davis 

Rabeprazole Eisai, Inc. 

Ramipril Ring Pharm. 

Ranitidine GlaxoWellcome, Inc. 

Remifentanil Glaxo Wellcome, Inc. 

Repaglinide Novo Nordisk 

Ribavirin in combination with Interferon Schering 
alfa-2B, recombinant 

Rifapentine Hoechst-Marion Roussel 

Risedronate Procter & Gamble 

Risperidone Janssen Research 

Ritonavir Abbott Laboratories 

Rocuronium Organon 

Rofecoxib Merck 

III 

http://www.fda.govlcder/pediatric/wrlist.htrn 512712003 
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Ropivacaine 

/Rosiglitazone 

Salmeterol 

Saquinavir 

Sertraline 

Sevelamer 

lSevoflurane 

I 1Astra Zeneca 

lSmithKline Beecham 1 

IGlaxo Wellcome. Inc. I 

Hoffman-La Roche Inc. 1 
Pfizer Pharmaceuticals 1 

IGelTex 

I IAbbott 1 
lsibutramine 1 
lSildenafi1 

Sodium ferric gluconate complex 

ISimvastatin 

Somatropin [rDNA origin] 

[Sirolimus 

r 
s0t0101 

Stavudine . 

1 IMerck 

11 Wy eth-Ayerst 

1 Watson Laboratories 1 
Serono Laboratories 

Berlex Laboratories, Inc. 

Bristol-Myers Squibb 

I 

I 

Knoll Pharmaceutical 1 1 * 
(Pfizer 1 

1 

lSumatriptan 

Tamoxifen 

lTemozolomide 
I- 

Tenofovir 

1Terbinafine 

Testosterone 

Timolol 

Timolol 

Timolol 

1 (Glaxo Wellcome, Inc. I 
Astra Zeneca 

Schering 

IGilead Sciences 

INovartis 

Unimed Pharmaceuticals 

Merck 

Falcon Pharmaceuticals 

Santen 

Tobramycin 

Tolterodine 

Topotecan 

Tramadol 

Valacyclovir 

Valganciclovir 

(Valproate 

JValsartan 

1 (Falcon Pharmaceuticals 

I IPharmacia & Upjohn 

1 ~SmithKline Beecham 

R.W. Johnson 

GlaxoSmithKline 

1 IRoche 

1 (Abbott Laboratories 

I INovartis Pharmaceuticals 1 

http:Nwww.fda.gov/cder/pediatic/ist.htm 512712003 
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Venlafaxine Wyeth-Ayerst 
Verapamil Elan Pharmaceuticals 
Vinorelbine Glaxo Wellcome 

~Voriconazole 

Zafirlukast 

Zanamivir 

Ziprasidone 

Zoledronic acid 

Pfizer 

Zeneca Pharmaceuticals 

Glaxo Wellcome. Inc 

Pfizer 

Novartis Pharmaceuticals 

\Zolmitriptan 

IZonisamide 

] IZeneca Pharmaceuticals I 
1 /Elan Pharmaceuticals I 

Back toPediatric Page 
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