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s S "Altefﬁatively, you may submit the FPL electronically according to the gui'dank:e'fd‘rdindus&y titled -
" . Providing Regulatory Submissions in Electronic Format - NDAs (Janvary 1999). For administrative

‘We reiind you of your post marketing commitment specxﬁed in your submission dated December 6,

ce ;- Lotrisone Lotion and Lotrisone Cream in age groups: 0-1, 1-2, 2-4; 4-8, and 8-12 years for; 1)

.. purposes, this submission should be de.iynated "FPL for approved- NDA 20-010." "-Approval of this
- - submission by FDA is not requxrcdbefore the labelmg is used.

2 2000 (facsxmxle) This commitment, along with complenon date agreed upon, is llsted below.

- tf Evaluate the. efﬁeacy of Schering’s edumtxonal eampa:gn by monitoring the pediatric use of

' all uses and 2) uses in diaper dermatitis. Usage will be estimated by utilizing the IMS Health
 databases; physician survey data from the National Disease and Therapeutic Index (NDTI)

-should be used to estimate the percentage of total use in these specified populations then -

"~ mukiplied by the total Lotrisone usage available through the National Prescription Audit (NPA)

 to derive the estimated Lotrisone use in the above specified age groups. A second database,”

. estimating prescription use through any means in the above populations, will be utilized to-

. support the IMS estimate.”Such evaluations are to be performed annually. A baseline

-evaluation, i.e., before the labeling change (e.g., 1999 or 2000) should be submitted within
- three months of approval.

o Protocols data, and final reports should be submitted to your IND for this product and a copy of the
© . cover letter sent to this NDA. If an IND is not required to méet your post marketing commitments, .

B ICFR 314.81(b)(2)(vii), we request that you include a status summary of each commitment in your

i . study, expected completion and submission dates, and.any changes in plans since the last annual report

s narketmg comxmtmcm.s must be clearly desxgnated "Post Markenng Commitments."

s - the Center not to withhold approval because the methods are being validated. Nevenheless. we expect

- indicatious, new routes of administration, and new dosing regimens are required tocontain an

. below the age of 12 years. However, in the interim; please submit your pediatric drug development
.+ 71 plans within 120 days from the date of this letter. Within approximately 120 days of receipt of your.
SRR pedxamc drug deyelopment plan, we will review your plan and notify you of its adequacy

" “please submit protocols, data and final reports to this NDA as-correspondence. In addition, under
" annual report to this NDA. The status summary should include the number of patients entered in each

- For administrative purposss, all submissions, including labeling supplements, relating to these post

- 'Vahdanon of t.‘xe regulatory methods has not been completed At the present time, it is the policy of
_-' your con.mued cooperation to resolve any problems Mmay be xdentxﬁed.
Be Be advxsed that as of April 1, 1999; all applncanons for niew active mgrednents new dosage forms new

: assessment of the safety and effectiveness of the product in pediatric patients unless this requirement is:
- waived or deferred (63 FR 66632). We note that you have not fulfilled the requirements of 21 CFR:
: 314.55. We are deferring submission of your final pediatric study reports between the ages of 12 and
.17 years umil December 31, 2002. We are waiving pediatric studies below the age of 12 years under
- 21 CFR'314.55(c)(4), because the use of Lotrisone Cream and Lotion is not recomimended in patients.

: ! - Pedxamc studies conducted under the terms of secuon 505A of the Federal Food Drug, and Cosmetic
.- Act may result in additional marketing exclusivity for certain products (pediatric exclusivity).
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Schering-Plough Research Institute _ ' -
- Attention: Joseph F. Lamendola, Ph.D. ) : '

Vice President, U.S. Regulatory Affairs — - -

2000 Galloping Hill Road T T

- K-6-1/1345 :

I Kcmlwonh New Jersey 07033 —

: Dear Dr Lamendola _ B ‘- -

”lease refer 10 your new drug apphcatxon (NDA) dated August 31, 1989, received September 5, 1989
- submitted under section S05(b) of the Federal Food; Drug;-and Cosmetic Act for Lotrisone
g (clomma.zole and betamethasone dipropionate) I.onon

o Please also refer to our Not Approvable letters dated June 29; and December 31, 1990, and. our
: Approvable Letter dated July 31, 1991, - -

We acknowledge receipt of your submissions dated August 6 and 30 and September 16, 1991; March
. 26-and May 6, 1992; June 6, August 25, September 16, October 20 and 21 (2) and December 1 and 14,
. 1954; January 5, October 7 and 26, 1999; March 3 (3), 7and 13, April 5 (2), and 13 (2), May 5 and 10,
“June 8, 21 and June 30, July 13, 21 and 27, August 2, 15, 16 and 30; September 27 and 29, October 13,
“November 29 and December 6, 2000 (facsimile). Your submission of October 7, 1999, constituted a
: comﬂ?:te response to our July 31, 1991, action letter

" This new drug apphcanon provxdes for the use of Lotrisone (clotnmazole and betamethasone

. dxpropxonate) Lotion for the topical treatment of symptomatic inflammatory tinea pedis, tinea cruris,
and tinea corporis due 10 Epidermophyton ﬂoccosum. Trichophyton mentagrophytes, and Trichophyton
rubrum :

- We have completed the review of tlns apphcatwn, as amended, and have concluded that adequate
information has been presented to demonstrate that the drug product is safe and effective for-use as
- recommended in the agreed upon enclosed labelmg text. Accordmgly. the app]:canon is approved
: eﬂ'e:tlve on the date of this lerter. - : ,

: The fmal prmted labeling (FPL) mitst be 1dentxcal to the cnclosed labelmg (text for the paclcage insert,
- text for the patient package insert, immediate container and carton labels). Marketing the product with
- FPL that is not idcntical to the approved labeling text may render the product misbranded and an
unapproved new drug - :

‘- Please submu 20 paper copies of the FPL as s00n as it is available, in no case more than 30 days aﬁer it
s pnm( d '

-'Please mdmdually rnount ten of the copies on heéfy-weight paper or similar material. -




e (PPSR) in addition to your plans for pediatric drug development described above. We recommend that

. Request as responsive to a Written Request. Sponsors should obtain a Written Request before

" . -adequacy. Please note that satisfaction of the requirements in 21CFR 314.55 alone may not qualify you

R 'In addmon please submit three copies of the mtroductory promononal materials that you propose to

. print. Please submit one copy to this Division and two copies of both the promotional materials and

':}":: 5 B Pfcase submn one market package of the: drug product when i ms avallable

”::.::,-21CFR3]480and3l48l A o

St If you have 2 any qumons please ca]l Franl. H Cross I, MA, CDR. Scmor ngulatory Management
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= : You should refer to the ‘Guidance for lndusrry on QuaI ifying jbr Pedxatnc Exclmmty (avmlable onour.
;. web sxte at www.fda. ggvlcdcrlxdlamg) for detalls ‘

L If you wxsh 3 quahfy for pedmtnc exclusmty you shou]d ‘submit 2 "Proposed Pednamc Smdy Request”
A' you submit a Propesed Fediatric Study Request within 120 days from the-date of this letter. If you are .
. unable to meét 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 - - .

- 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

. for pediatric exclusivity.-FDA does not necessarily ask a sponsor to complete the samie scope of.
: studnes to quahfy for pedlatnc exclusivity as it dow to fulfill the requirements of the pediatric rule. -
use for this product. All proposed materials should be submitted in draft or mock-up form, not final
thc package insert duectly to: - —
. Division of Dmg Marketing, Advemsmg, and Commumcanons HFD-42
- Food and Drug Administration -

5600 Fishers Lane o : B
Rockville; Maryland’20857- o S

o We remmd you that you must comply with the requxrcmcnts for an approved NDA set forth under .

| -‘}Ofﬁcer.at (301) 8272020, -~

Sincmly.éﬁ

Jopathan K. Wilkin; M.D. - - -

Director. -

Division of Dexmatologlc and Deital Dmg Products
" Office of Drug Evaluation V .. : _
S o e CentcrforDngvaluanonandResearch o }_f;f R

Enclosure - ' L , S
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