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DEPAYt'TMENT OF HEA~.T~I & HUMAN SERVICES Publir Health Service . 
_ 

Faod and Qrug Administration 
Rockviile MD 2085T 

NDA 1945Z/ti~-017 ~~V L~ 1~ 1..6~i" 

QCT ~ ~ ZOD~ 
Hzll Dermacei.~ticals, Inc. 
Attentian: Jerry S. Roth, President 
2650 South M[ellonville Avenue 
Sanford, Florida 32773 

Dear Mr.1Zot1~ : 

Please refer tcr your supplemental new drug application dated October 9, 2000, received October 10, 
20U0, submitted unda scction SOS(b) of the Fcderal FooQ, Drug, and Cosmetic Act for Z7enna-
Smoothe/FS (fluocinoione acetonide} Topical Oil, Q.OI%. 

We acknow~edge recsipt of your submissions dated October 31 and Novcmb~r 3, 20d0; March 6, Yuly 
27, August 8, 28 and 31, September 5 and October 2 (Z} and 3, Z00 i . 

T~is suppiem~ental new drug application provides for the use of D~rma-SmoothefFS in edia~ic P patients 2 years and older for the treatment o~ atopic dermaticis . 

We have completed the review of this supplemeatal application, as amended, and~ have concluded that adequat~ info:~nation b.as been presented to tiemonstrate that the dnzg product is safe and effective for 
use as recomrnended in the agreed upon labeling text . Accordingly, the supplemental application is appmvcd effe~ctive on the date of this letter . 

The final printed Iabeiing (FPL) must be identical to the submitted draft labeling (package insert) submitted Oc~ober 3, 2001 

Please submit: the capies of f nal p~inted labeling (FPL} electronicatly according tv the guidance for industty titledl Providing Regulatory Submissions in Electronic Format - NDf1(January 1999). Altematively, you may submit 20 paper copics of the FPL as soon as it is available but no more than 34 days after it is printed. Please individually mount ten of the copies on heavy-weighi paper or similar matenial. For administrativc gurposcs, this submission should be designated "FPL fvr approved sttpplennent NDA 1945215-417 ." Approval of this submission by FDA is nat requ~red before the labeling is usc;d. 
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Be advised t~~at, as of April 1, 1999, ali applications for new active ingredients, new dosage forn~s, new 
indicatio~s, n~ew routes of administradon, and new dosing regimens are requi~ed to cozttain az~ assessment o:f the safety and ef£ectiveness of the produGt in pediairic patienis unless this requircment is 
waived or de:ferred (63 FR bb632). We note that you have not fulfilled the requirements of 21 CFR 
314.55 (or 6C~1 .27) . We are def~rring submission of yoar ~ediatric studies in chifdren lass than 2 years 
of age until F'ebruary 2003. 

Pediatric stuciies conducted under the tern~s of section SOSA of the Federal Food, Drug, and Cosmetic 
Act rnay resu:lt in additional marketing exctusivity for certain products (pEdiatric exclusivity) . You 
should refer ~:o the Guidance for 1'ndustry on Qual ~ing for Pediatric Exclusivity (availablc on our web 
site at v~rvwv .f:da.govlcderlpedi~atricl for details. If you wish to qualify for pediatric exclusivity you 
shouid submiit a "Proposed Pediatrie Study Request" (PPSR) in addition to your plans for pediatric drug development described above. We recommend that yvu submit a Propased Pediatric Study 
Requcst within i ZQ days from the date of this ietter. ff you are unable to mcet this time frame but arc interested in ~pediatric exclusivity, please ~oti~y the division in writing . FpA generally will not accept studies submitted to an NDA before issuance of a Written RequeSt as responsive to a Written Request. Sponsors sho~uld obtain a 'Writtrn Rcqucst befon submitting pediatric studies to an NDA. I£ you do not submit a PPSR or indicate that you are interested in pediatric exctusivity, we will review yot~r 
pediatric dru~~ developmex~t plan and notify you o~ its adequacy . Piease natc t~at satisfaction of the requirements in Z 1 CFR 314.55 alone may not qualify you fOr pediattic exclusiviiy. FDA does nai necessarily ask a sponsor to complete the same scope of studies to qualify for pediatric exclusivity as it does to fulfilll the requirements of the pediatrie rule. 

~n addition, ~r~ease submit three copies of the introductory romotional materials that ou P y propose to use for ttus product . All proposed m~,aterials should he submitted in draft or mock up form, not final print. Please submit on~ copy to this Division and two copies of both ihe promotional materials and the package iuscrt dircctly to: 

l~ivision of Thug Marketing, Advertising, and Communications, HFD-42 
Food and Drug Administration 
5640 Fishers Lane 
Rockvit~e, Maryiand 20857 

If a tetter co~munieating important information about this drug product (i.e ., a "I7ear Health Carc Professiot~a~"' Ietter) is issued to physicians and athers responsible for patient cate� we request that you submit a cop;y of the letter to Ehis NDA and a copy to the foltowing address : 

MED WA~'CH, HF-2 
FDA 
5600 Fishers Lanc 
Rockville, MD 20$57 
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Please submit one market acica e o p g f the drug product when it is available . 

We remind ~rou that you must comply with the requirements for an approved NDA set forth under 21 CFR 314 �80 and 314.81 . 

If you ha~re any questions, calj Millie Wright, Project Manager, at (301) 827-2420 . 

Sincerely, 

(See iippended eleclronic .signattrre pa~e,i 

7onathan K. Wilkin, M.D. 
Director 
Division of Dermatologic & Dcntal Drug Praducts 
Officc of Drug Evatuation V 
Center for Drug Evaluation and Research 

Attachmc:c~t 


