CENTER FOR DRUG EVALUATION AND
RESEARCH

APPLICATION NUMBER:
22-028

MICROBIOLOGY REVIEW(S)




Product Quahty Mlcroblology Rev1eW

15 JAN 2008

NDA: T £22-028/N-000(AC) -
| | | . 22-028N-000(BD) -

- Drug Product Name '
_— Proprletary. : Cosyntropm In)ectlon 0. 25mg/ml =
A Non-propnetary'w. ST — Cosy‘ntropm InJectlon 0 25mg/m1’ e
Drug Product Prlo' 'ty Class1ficatlon S S

- _'RewewNumber" ,- D - . 2 IETREIE S ST

: - Rev1ew
- Letter o Stamp  Request

(AC) 20 AUG 2007 21 AUG 2007 04 SEP 2007 . - 29 AUG 2007
(BI) 06 DEC 2007 07 DEC 2007 11 DEC 2007 . 14 DEC 2007

' ASSighed to RéVieWer N

Submlssmn Hlstory (for amendments only) s "» ., - N
Submlssmn Date(s) -Microbiology Revxcw# - ReviewDate(s) -~ - .
03 FEB 2006 1 - 04DEC2006. - . Vi

Applioant/Sponsor'. N ' _ S
~ Name: - .. .. SANDOZ CANADA INC.
- Address: - 145 JulesLeger Street § T
o L ‘ .,Bouchervﬂle (QC) L L
7 Representative: ==t _Beth Brannan T
S T T Y Director, RegulatorYAffalrs |
, _ ~ (U.S. Representative)
Telephone: - R 303-438-4237

P

Name of Reviewer: | ~ Robert]. Mello, Ph.D.

Conclusion: ' . The application is recommended
' ' ' ~ for approval from microbiology
" product quality standpoint.




o fSUBMISSION PROV[DES FOR Request to market a new drug :

A 3. MANUFACTURING SITE Sandoz Canada Inc - :
-~ 145 Jules-Leger Street -

' ":ln /al _— v1als e

5 METHOD(S) OFSTERIL_ ATION h(4)

- _. 6. ;:PHARMACOLOGICAL CATEGORY Adrenal/ACTH Dlagnostlc agent '
o for adrenocorucal insufficiency. - L _ T

. .SUPPORTING/RELATED DOCUMEN;' S:N/A

4_.12 0CT2007 : st 0 LoD DL
* The submlssmns (AC 1 volume, brown bmder BI 1 volume whlte bmder) are’
paper desk copies not in CTD format. The (BI) amendmient was also transmltted
: 'electromcally to th1s reV1ewer asa PDF ﬁle Ll .

- filenamie: NozzozsNooo R2.doc.

Page20f9 .



- Recommendatlons

s A Recommendatlon on Approvablhty Recommend Approval

e ., 'B. v '-' Recommendatlons on Phase 4 Commltments and/or Agreements ‘/
if Approvable N/A :

' lI ' Summary of Mlcroblology Assessments -

. iBnef Descnptwn of the Manufacturmg Procosses that relate to-- — B
- Product Quality Microbiology - S

E———

: B T Brlef Descnptlon of Mlcroblology Deﬁclencles None

Rt C ﬂAssessment of Rlsk Due to Mlcroblology Deﬁclencles N/A w0

.A HI. Admlmstratlve '

A :Reviewer'sSig'ﬁatﬁre" e L

B Endorsemént Block

PSR RD

CC Block

" Page3of9.



(> Page(s) Withheld

v/

Trade Secret / Confidential (b4)

Draft Labeling (b4)

Draft Labeling (b5)

Deliberative Process (b5)

\

Withheld Track Number: Microbiology-




>,Robert Mello '~'_ ;';. o L A_';  C ;‘
1/16/2008 03:05:45 PM Pt e n e T e e T e e T e
MICROBIOLOGIST ’ :

';?xRecommend Approval

o Bryan Rlley o

* 1/17/2008 08: 06 47 AM '

’ : . MICROBIOLOGIST Friios
*TI concur wit thlS rev1ew”




04 DEC 2006
'NDA: | | | 22-028/N-000
Drug Product Name R
Proprietary: - "~———— Injection 0.25mg/ml

Non-proprietary: - Cosyntropln Injection
Drug Product Prlorlty Classnficatlon S v

Review Number: _ ' 1

Dates of Submission(s) Covered by this Review

Letter Stamp ° | Consult Sent | Assigned to Rev1ewer

03 FEB 2006 | 06 FEB 2006 | 24 FEB 2006 27 FEB 2006

V Submlssmn History (for amendments only) N/A

Appllcant/Sponsor ‘ : ~
Name: _ SANDOZ CANADA INC.
Address: . 145 Jules Leger Street
Boucherville (QC)
7 CANADA J4B 7K8
Representative: - - Beth Brannan
‘ ' Director, Regulatory Affalrs
_ o (U.S. Representative)
‘Telephone: : , 303-438-4237
Name of Reviewer: Robert J. Mello, Ph.D.
Conclusion: The application is approvable

from a microbiology product

quality standpoint pending receipt

of additional information.

gl ovduct Quahty Mlcroblology Rev1ew |

b



; Miefebielegy 'Reviev&-#1

Produ ct"Quallty Mlcroblology Data Sheet

TYPE OF SUBMISSION New Drug Apphcatlon (505b2)

o ~SUBMISSION PROVIDES FOR: Request to market a new drug

3.  MANUFACTURING SITE: Sandoz Canada Inc
' ' : ' ' 145 Jules-Leger Street
Boucherville (Quebec)

4. | DOSAGE FORM ROUTE OF ADMINISTRATION AND :
- STRENGTH/POTENCY: Sterile 1njectable mtravenous 0.25mg/ml, 1ml
“ina ‘nl ——— vial _,

. 5. METHOD(S) OF STERILIZATION

bl
6. PHARMACOLOGICAL CATEGORY Adrenal/ACTH Diagnostic _
agent for adrenocortical insufficiency.

B. SUPPORT]NG/RELATED DOCUMENTS: N/A

C. ,REMARKS This was a paper submlsswn con51stmg of six (6) white
: “‘Mlcroblology Section” jackets labeled as follows: _ - _
Module 3, Volume 1.4 ‘ B ' - o .
Module 3, Volume 1.5 : T : 7
Module 3, Volume 1.6 ‘ :
'Module 3, Volume 1.7
Module 3, Volume 1.8

Filename: N022028N000R1.doc

Page 2 of 27



NDA22-G2BN-000

Microbiology Review #1

A

» ,Rec'bmmendaﬁoils L

Recommendatlon on Approvablllty The applxcatlon is e
approvable. from a microbiology product quality standpomt pendmg -

receipt of add1t10na1 1nformat10n :

Recommendations on PhaSe,4 Commitments énd/or
Agreements, if Approvable — N/A

Il.  Summary of Microbiology Assessments

A

Brief Description of the Manufacturing Processes that relate to

Product Quality Microbiology -

Brief Deséription of Microbiology Deficiencies — -
Information provided on equipment identification and use in the

- manufacture of the drug product was inconsistent with the process ool

performance testing submitted

‘Dataon; —— reduction from stoppers was not provided

Container/closure studies did not include all cappers

Duration of filling was not clearly specified

Sterilization cycle parameters were inconsistently stated

No justification was provided for the worst case

sterilization// loads used in revalidation studies
Media fill validations may not reflect actual productlon operations

: Assessment of Rlsk Due to. Mlcroblology Deﬁclencles Product

f‘\~—/"’"’may be compromised by madequate or
flawed process validation studies and data.

III. Administrative

A.

Reviewer's Signature

Robert J. Mello, Ph.D.

Endorsement Block

Bryan S. Riley, Ph.D.
CC Block
In DFS

Page 3 of 27
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249 _Page(s) Withheld

S

Trade Secret / Confidential (b4)

Draft Labeling (b4)

Draft Labeling (b5)

Deliberative Process (b5)

Withheld Track Number: Microbiology- <



This is.a representatlon of an electronic record that was sugned electromcally a' d
thls page is the mamfestatlon of‘ the electromc s:gnature.

»Robert Mello L R f SRER A A
12/4/2006 01:28:47 PM - o o . o R
MICROBIOLOGIST :

Approvable pending.receipt_ofvadditional.information
Bryan Riley

12/4/2006 01:37:29 PM
MICROBIOLOGIST






