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JUL 27 1979
NDA 14,901/5-009

E. R. Squibb & Sons, Inc.
Attention: Dr. C. L. Kroll

P.0. Box 191

Hew Brunswick, Hew Jersey 08903

Gentlenen:

Ke acknowledge the receipt on February 26, 1979 of your communication
dated February 23, 1979 regarding your supplemental new drug application
of February 25, 1976 submitted pursuant to section 505(b) of the Federal
Food, Prug, and Cosmetic Act for Kenalog-40 (Triamcinolone Acetonide)
Injection, 40 my per ml.

e also acknowledge receipt of your additional communication dated
August 4, 1978 providing stability data of the drug product.

The supplemental applicatien as amended provides for a 36 month expiration
dating of the drug product packaged in both 5 and 10 ml multfiple-dose
glass vials.

Ye have completed the review of this supplemental application and it is
approved. The conditions relating to the approval of this application
have previously been forwarded to you.

Sincerely yours,

¥illiam J. Gyarfas, H.D.

Birector
: Bivision of Oncology and
cc: NHK-DO Radfopharmaceutical Drug Products
Orig. NDA Bureau of Drugs

(HED-150
HFD-150/RMPatel /5/22/79/1s/6712/79/7/18/79
R/D init. by: RHWood/5/25/79

APPROVED
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Medical Officer's Review to‘NDA 14-901/S-009 8kp 29

NDA 14-901/S-009

Sponsor: E. R. Squibb & Sons, Inc.

Type of Submission: Suppiement, labeling revision

Date of Submission: May 18, 1976

Date of Review: June 22, 1976

Supplemental Review to Dr. Norris's Review of June 7, 1976

Reviewer: John G. Harter, M.D.

A. Resume:
In response to our letter of November 11, 1975 in which we reviewed an
annual rebort. We advised the sponsor that the package insert should be
revised to conform with the Federal Register Statement dated

February 19, 1972 concerning glucocorticoids for parenteral use.

The sponsor submitted a new package insert on February 25, 1976. This
was reviewed and on April 15, 1976 we sent them a letter asking them

to revise the DOSAGE ADMINISTRATION section and the INDICATIONS section.
This submission is in response to the letter dated April 15, 1976.

The changes in labeling that they proposed in both package inserts

are not documented by anyclinical or other data. Our policy on changes
in the corticoid labeling have been to review them and to allow changes
which seem reasonab]e.to whoever reviewed it but not to approve the

changes pending the class labeling revision of all corticoid Tlabeling.

B. Conclusions:
1. The submission is adequate to fi11 the requirement for which it was

submitted.
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2. The submission does raise a safety question which requires FDA

action.

3. This submission does not resolve any efficacy questions which

require FDA action.

4. The submission does satisfy questions on deficiencies previously
referred to the sponsor. |
5. The submission does require the FDA to point out one or more

deficiencies in this submission.

C. Recommendations:

That we write Squibb and ask them to make several additional changes in
their proposed package insert. If they make those changes,we will
allow the rest of the package insert to be allowed but not approved.

At the same time, we should request the basis upon which they have
deviations in their package insert from the February 19, 1972,

Federal Register Statement.

These items, in both categories, are listed under deficiencies.

D. Deficiency List:

1. The following changes should be made in the current labeling at

this time.

7

. b

—
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Withheld Track Number: Medical-
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d.  SUGGESTIONS:
See RECOMMENDATIONS and DEFICIENCY LIST.

cc:
Orig NDA
CHFD-150
HFD-108
HFD-150/JCHarter

Final typed by:

mab/9:17:76

John G. Harter, M.D.
Medical Officer, HFD-150

"
e
Sy
S

b{4)




MEDICAL OPPICER'S REVIEW OF NDA SUPPLEMENT ol 14 1875
’ 4

NDA: 14-901/ 5 -00 ¢ | Date Completed: June 7, 1976

APPLICANT: E.R. Sguidbb, & Sonsg, Inc.
Georges Road
¥ew Brunswick, Hew Jersey 08903

ORIGINAL APPROVAL DATE: September 30, 1964

NAME OF DRUG :

Trade: Renalog-40 Injection

Generic: Triameginolone ‘Acetonide Suspension U.8.P.

DOSAGE FORM AND ROUTE COF ADMINISTRATION:

Renalog-40 Injection provides 40 mg/ml of triamicinolone ace~
tonide for I.M., I.A., intrabursal injection or injection into
tendon sheaths.,

CATRGORY: Parventeral Glucocorticoid.

DATE OF SUPPLEMENT: May 18, 1976.

REABON POR SUPPLEMENT:

To provide a revised draft form of draft package ingert which
was submltted on February 25, 1976,

MATERIAL REVIEWED:

Draft form dated May 12, 1976 of revised package insert.

CLINICAL EVALUATION:

The revised package insert draft appears to conform with the
Federal Register publication dated PFebruary 19, 1872 regarding
certain glucocorticoids for parenteral use.

RECOMMENDATIONS :

Infora the sponsor as follows: Since gluecocorticoid labeling

is currently under review, the revised draft dated May 12, 1976
of the package insert submitted with the supplement (009) dated
Hay 18, 1976 will be permitted without approval pending comple-

tion of the review of glucocorticoid labeling




NDA 14-901

co:
NDA 14-901 Orig.
HED~108

50
HFD-150/ARNorris
Final typed:mvb:6/12/76

albert R. Narriﬁ; M.D,




APR 2 1a7g
Kedical Officer Review of NDa Supplement
April 2, 1976

NDA: 14-901/8-009
Applicant: E, R. Squibb & Sons, Inc.

Georges Road

New Brungwick, New Jersey 08903
Original Approval Date: September 30, 1964
Hame of Drug: Trade: Xenalog-40 Injection

Generic: Triamcinolone Acetonide SuSpénsicn U.5.P,

Dosage Form and Route of M@inistration; Kenalog-40 Injection
provides 40 mg/ml; and Kenalog-10 provides 10mg/ml of triamcinolone
agetonide for I.M., I.A., intresbursal or injection into tendon
sheats, '
Category: Patenteral Glugocorticoid
Date of Supplement: February 25, 1976.
Reason for Supplement: To submit draft copies of a revised package
insert to conform with the Federal Register statement of February
19, 1972,
Material Review: Revised draft copy of package insert.
Clinical Evaluation:
With the exceptions of Dosage and Administration section the package
ingert appears to reasonally conform with the Federal Register
Publication of February 19, 1972.
Recommendations ;

Inform the sponsor as follows:




The DOSAGE AND ADMINISTRATION section should be further revised.
All indications ytilized under Administration should conform
with those presently under INDICATIONS in the revised packge
ingert,

If the INDICATIONS section of the revised package insert is
changed from its present form to contain indications which were
considered less than effective in the Federal Register publication
dated February 19, 1972 concerning glucocorticoids for parenteral
use, then the revised package insert should also conform with

CFR 21 section 201.200.

Albert R, Horris, M.D,

[+ o3

HFD~108, H?ngQPSIO
HFD-~150/. ris:4/2/76

Final typed by deg=4/2/76
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NAY 10 1978

CHEMIS ‘REVIEW 1. ORGANIZATIO 2. NDA NUMBER
, »” 17,08
8 mece e eetaation. to tiom by, mumberd - |DORDP/HFD-150 14-90]
3. NAME AND ADDRESS OF APPLICANT (City and State) 4. AF NUMBER
9-561
E. R. Squibb & Sons, Inc. : ‘ 5.  SUPPLEMENT (5)
Georges Road New Brunswick, N.J. 08903 : NUMBERI(S) DATE(S)
6. NAME OF DRUG 7. NONPROFRIETARY NAME ;
Kenalog- 40 Triamcinolone S009 2-25-76
‘ i Acetonide Suspension U.S.P. ,
8. SUPPLEMENTI{S) |IPROVIDES ;FOR:
Revision of package insert to conform with the F. R. | _ :
statement dated 2/19/72 (A draft copy) 8. AMENDMENTS AND OTHER
NC 1-28-76
1o, ‘éHARMACOLOGI.CAL CATEGORY t1. HOW DISPENSED 12, RECATED IND/NDA/DMF (S)
Glucocorticoid , g Rx L} orTe
13. DOSAGE FORM (S} "14.POTENCY (jes)
Injectable 40 mg/m1
(Not for IV or ID use) (also 10 mg/ml)
15. CHEMICAL NAME AND STRUCTURE 16, RECORDS AND REPORTS
) CURRENT
Xl ves CInNo
REVIEWED .
[_')‘(] YES Cwo

17. COMMENTS
The "Charge and History" card necessary to confirm the supplement/number
assigned by Squibb, in their SNC dated 1/28/76, is missing (#3, old
Egrd§l, tberefqrqz assignment of S009 may be incorrect.

)

MO's review dated 4/2/76 indicates need for revision of the proposed
package insert. :

18, CONCLUSIONS AND RECOMMENDATIONS

Rev/w/f/ letter to be issued as per M.0.'s recommendations (C.S.0.
has prepared a draft for circulation)

s, R/ D ENAOYSed by BRagan 477776 REVIEWER

NAME SIGNATURE DATE COMPLETED
R. M. Patel . 4/7/76
DISTRIBUTION [lioriGINAL JACKET [ ] REVIEWER [\ DIVISION FILE

FORM FDH 2266 (7/75) PREVIOUS EDITION MAY BE USED UNTIL suppyk EXHAUSTED. 1




CHEMIST'S REVIEW, Page 2

Enter evaluation or comme. . for each item. If necessary, continue on 8°° x 10%. aper.
Key continuation o item by number, Enter **NC’’ if no change or “NA’’ if not applicable.

NDA NUMBER

14-901/5009

sn

A ARATA AL TR mAA & camm i e

bid)

big)

§23.

RAW MATERIJIAL CONTROLS (gd,e)
8. NEW DRUG SUBSTANCE

b. OTHER INGREDIENTS

24,

OTHER FIRM(s) (89)

25,

MANUFACTURING AND PROCESSING (86,h,J,k)

26,

CONTAINER (81)

§27.

PACKAGING AND LABELING (8l,m)

28,

LABORATORY CONTROLS (In-Process and Finished Dosage Form) (gn)

129,

Stability data for 1ot
for Kenalog-40.

STABILITY (8p) .

#43751-009 manufactured on June 1975 are provided
Satisfactory 4 months stability at 25°C.

¥i30.

CONTROL NUMBERS (8c)

31,

SAMPLES AND RESULTS (9)

8. VALIDATION . b. MARKET PACKAGE

32,

LABELING (4)

33,

ESTABLISHMENT INSPECTION

34,

RECALLS

FORM FDH 2266 (7/75)
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MAR 10 1975

" HDA 14-901

E. R. Squibb and Sons, Inc.
Attention: iiorman W. Lavy, M.D.
Georges Road .
New Brunswick, New Jersey 08903
Gentlemen:
He acknowledge receipt of your supplemental application for the following:
Name of Drug: Kenalog-40 Injection
KDA Humber: 14-301
Supplement Wumber: S$-009
Date of Supplement: Febrqany 25, 1976
Date of Receipt: February 27, 1976
A1l comsunications concerning this WDA should be addressed as follows:
' Bureau of Drugs HFD-150
Attention: ODOCUNMENT CONTROL ROOM #17B-34
5600 Fishers Lane
Rockville, Haryland 20852

Sincerely yours,

William J. Gyarfas, M.D.

Director

Division of Gncology and
cc: NWK-DO - Radiopharmaceutical Orug Products
NDA Orig. . Bureau of Drugs

HFD-150
HFD-]50/BArmstrong/cg/3/8/76

SUPPLEMENT ACKNOWLEDGEMENT




“ppR 15 1976

HDA 14-901/5-009

E. R. Squibb & Sons, Inc.
Attention: HNorman M. Lavy, M.D.
Georges Road ‘

Hew Brunswick, Hew Jersey 08903

Gentlemen:

Reference is made to your supplemental amendment to the Hew Drug
Application of February 25, 1976, submitted pursuant to section 505(b)
of the Federal Food, Drug, and Cosmetic Act for Kenalog-40 (triamcino-
lone acetonide suspension) Injection.

The supplemental amendment provides for revised labeling.

He have reviewed your package circular and offer the following recommend-
ations:

1. The DOSAGE AHD ADMINISTRATION section should be further
revised. All indications utilized under Administration
should conform with those presently under INDICATIONS in
the revised package insert.

2. If the INDICATIONS section of the revised package
insert is changed from its present form to contain
“indications which were considered less than effective in
the FEDERAL REGISTER publication dated February 19, 1972,
concerning glucocorticoids for parenteral use, then the
revised package insert should also conform with CFR 21

section 201.200.
3

We may communicate with you further should any questions arise as a result -
of a comprehensive review of your application. 4

_ Sincerely yours,
cc: NWK-DO

Orig. KNDA
(- HFD-150 :
CEWiTkes/4/6/76/vha/4/8/76 William J, Gyarfas, M.D.
R/D init. by: ARNorris/4/6/76 Director
Patel/4/7/76 Division of Oncology and
BKagan/4/7/76 Radiopharmaceutical Drug Products

_ Bureau of Drugs
REV./W.F.




JU 15 95

HDA 14-801

E. B. Squibb & Sons, Incorporated
Attention: Horman Y. Lavy, M.D.

Georges Road -

Kew answick,‘ Hew Jersey 08803

Gentlemen:

He acknowledge receipt of your resubmitted supplemental application for
the following: :

Hame of Urug: - Kenalog IN

RDA Humber: 14-901

Supplement Humber: $-009

Date of Resubmitted Supplement: Hay 18, 1976

Date of Receipt: May 20, 1976

ATl communications concerning this HDA should be addressed as follows:

Bureau of Drugs HFD~150

Attention: DOCUMENT CONTROL RODM #172-34
5600 Fishers Lane
Rockyille, Maryland 20852

cc: KNWK-DO Sincerely yours,
A Orig
HFD-
- HFD-150/WJones/ep/6/4/76
¥illiam J. Gvarfas, H.0.

RESUBMITTED SUPPLEMENT ACKNOWLEDGEMEMT Director _
' Divisfon of Oncalogy and
Radiopharmaceutical Drug Products
Bureau of Drugs -




