
King Pharmaceuticals, Inc. 
501 Fifth Street 

Bristol, Tennessee 37620 
August 15,2001 

Dean R. Cirotta, MBA 
Senior Director, Regulatory Affairs 

l-800-336-7783 
l-423-989-800 1 

Fax: 1-423-989-6113 

VIA FEDERAL EXPRESS 

David T. Read, Director 
Division of Regulatory Policy I, HFD-7 
Offtce of Regulatory Policy 
Center for Drug Evaluation and Research 
U.S. FOOD AND DRUG ADMINISTRATION 
145 1 Rockville Pike 
Rockville, MD 20852 

g AU6 1 6 2001 g 
23 Office of ‘2 : 

3 Regulatory Policy z 

Re: Approved Agreement for Tigan Applications NDAs 17-529,17-530 & 17-531 

Dear Mr. Read: 

Per your request, I have enclosed the Tigan agreement, which has been signed by 
Jefferson Gregory, King’s President and COO. Per section 1 of the agreement King will 
withdraw its request for a hearing once The FDA approves the agreement and I receive a copy of 
the fully executed agreement. I 

I would like to take this opportunity to thank you for your time and the cooperation in 
reaching this agreement. We very much appreciate your willingness to work with us in 
developing a plan and timeline that will result in approved applications for the Tigan products. 

Please direct any communications regarding this agreement to my attention at the above 
address, or I may be reached by telephone at (423) 274-8663, or via FAX at (423) 989-8055. 

i’ 

Sincerely, 
IJlNG PHARMACEUTICALS, INC., 

Dean R. Cirotta 
Senior Director, Regulatory Affairs 

cc: Jefferson Gregory, President and COO, King Pharmaceuticals, Inc. 
Thomas K. Rogers, Executive Vice President, Regulatory Affairs, King Pharmaceuticals, Inc. 



DcrnRCii 
saior-,ResuIatoryAffairs 
KingPi4mMcmi*Inc. 
501 Fifth Street 
Brisr;ol, Tamwssee 37620 

DearMar. ciitm 

Rez DockiNos 78N-0224 & 78WO22T 
DESI No. 11853 

/ 

~~~amongotherthinss,thatKinewiU,~lO&aysOfthedatethatthC 
agreaneatisIllyexearted,withdrawits~~fOra~onma#ersrelatedto NDAX7-529 
(Tigan Suppositories), NDA 17-530 mp Injection), qnd NDA 17-53 1 (Tigan Capsuies). The 
agreement &o states tbat’fig wiil submit to the Food and Drug Administration (FDA) by 
Decamba 52002, a supplex~ent to MDA 17-529 contaking the muIts of a stukly or studies 
‘handed to support the market@ df a Tigan suppository product. In addition, King will submit a 
suppIement to NDA 17-530 that is intended to support the markehg of a Tigan injection 
produck ~suppiementwilladdresslab~issuesfor~~~ection Kingwillmbmitthis 
sqpkment with 30 days after the date on wbichFDAissues its decision on the pending 
suppkment to MIA 17-531 fix a 300 mg Tigan capsule pduct. 

The agreement &o quires FDA, fSoWing resoition~of the issues addressed in the agreema 
topublishanoticeiatheFeciercJRegistersbting,arnongotherthingsthatany 
trimethobenzam ‘de hydrochloride drug product marketed mut an appiication approved under 
section 505 of the Federal Food, Drug, and Cosmetic Act is subject to FDA rcgdatoxy ~&OIL 

Iftbe terms of the agreema are ;scceptabk please have Mr. Gregory sign the document and 
return it to me for signhg by Mr. Parker and Mr. Landa ofFDA’s Office of the Chief Counsel. 
Whentheagramam;irfirllyacecutcd,Iwillsmdyouacopyofthefinad~~ Ifyoubave 
7 cpstkms about the agreanent, please f4 he to call me at 301-594-5605 or Brian Per&ton 
at 301-594-5649. 

Datid T. Resi 
Director 
Division of Regulatory Policy I 
ofb of Rqulatofy Policy 
Center for Drug Evaltion and &sear@ 

Enclosure 



” 

FOOD ANDDRUGAD~ON 

rr&ansuppositoriui l.qjdO% 4% 1 DocketNot m-0224 & 78N-0227 
capsules 3 

DESX No. 11853 

The Center fix Drug Evaluation and Remrch (CIDER) of the United States Food and 

acthns =8=db the dW Products n&= (B+=thobf==ide hydrochloride) Suppositoties, 

17-530 cTi&an Injcctioa), aali 17-53 1 (Tii capsules), and ail amendmenw and sllppksmlts 

tketo, submitted in response to ,h notices of opportuaity fix hearing (NOOHs) pubhhed at 44 

Fed. Reg. 2017 & 2021(1979). 

2. S-es (NDA U-529). a King .&all submit to FDA, by December 2,2002, a 

supplancnt to NDA 17-529 CQ~ the results of a study or studies intended to support the 

marketing of a Tigan suppository product. 



previous paragraph or ifFDA afk reviewing the supplemen& informs King that the suppkment 

does not support the maketmg of a Tigan suppository product, FDA &II, as it deems 

appropriate, withdr;aw approval ofIDA 17-529. 

3. Ihjection(1vDA17-530). a KingshallsubmittoFDA,withinthirtydaysafkthedate 

on which FDA issues its decision on the supplement for a 300 mg Tigan capsule product specified 

in Section 4 of this agreement, a supplement to NDA 17-530 that is intended to support the 

makting of a Tigan injection product. 

b. IfKing fhils to submit such a supplement, or ifFDA determines that the supplement is 

deficient in any respect, FDA shah, as it deems appropriate, withdraw HDA 17-530. 

4. Capsules @DA I7-531). a King has submitted to FDA a supplement to NDA 17- ‘. 

53 1, dated February 8,2001, and received by FDA onFebruary 23,2001, containing a 

bioequivalence study intended to rqport the marketing of a 300 mg Tigan capsule product. 

b. IfFDA after reviewing the suppiement, informs King that the supplement does not 

support the market@ of a 300 mg Tigan capsule product, FDA shah, as it deems appropriate, 

withdraw approval of NDA 17-53 1. 

5. Following ikal resolution of the issues covered by this agreemen& FDA shall publish 

an appropriate notice in the FedirdRe@ster stating, among other things, that any 

trimethob enzamide hydrochloride drug product marketed without an application approved under 

section 505 of the Federal Food, Drug, and Cosmetic Act is subject to FDA regulatory action. 
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or judicial, of any FDA decisions made pumant to, or flowing from, this agreement, except that 

any decision made by FDA’s Division ofNcurophammcoiogicaI Drug Products may be appealed 

to the Director of that division. 

NeaiB. Parker, Esq. 
President and ChiefOperating Of&x 
King Pharmaceuticalq Inc. 

Assohte ChiefCounse& United States 
Food and Drug Administration 

Counsel for Center for Drug Evaluation and 
Research 

The United States Food and Drug -on, Department ofHeaIth and Human 
se!rvices, accepts this agreemm 

Dated: 
Michael Ml Landa, Esq. 
Acting Chief Counsel, United States Food 

andDrugAdmi&t&on 
Counsel for Commissioner of Food and 
Drugs 
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