
CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 

APPLICATION NUMBER: 
 

209296Orig1s000 
 

PRODUCT QUALITY REVIEW(S) 
 







 Present as 1 single dose vial per 
 Delete the  

 as this is covered in administration sections.

Container/Carton Labels:
 There were no deficiencies communicated with the Container/Carton from the 

CMC perspective.  

Because of the above deficiencies in Labeling Review #1, this NDA was not 
recommended for approval from the labeling perspective. 

On October 6, 2017 the Applicant submitted updated labeling satisfactorily 
addressing all previous deficiencies (see the Attachment). 

OVERALL ASSESSMENT AND RECOMMENDATION:
This NDA is now recommended for approval from the labeling perspective. 

3 Page(s) of Draft Labeling have been Withheld in Full as b4 (CCI/TS) immediately following this page

(b) (4)

(b) (4)
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LABELING
R.   Regional  Information

1.14  Labeling

I. Package Insert 

1. HIGHLIGHTS OF PRESCRIBING INFORMATION

1) Title
CINVANTI (aprepitant) injectable emulsion, for intravenous use
Initial U.S. Approval:  2003

2) DOSAGE FORMS AND STRENGTHS
 Injectable emulsion:  130 mg aprepitant, in single-dose 

 vial (3) 

  
Reviewer Assessment: INADEQUATE 
The above information was communicated to OND on September 12th and will be 
communicated the Applicant on October 12th

.  

Item Information Provided in NDA Reviewer’s Comment and 
Recommendations

Drug name (201.57(a)(2)) 

Proprietary name and  established name Proprietary: CINVANTI
Established Name:  aprepitant 
injectable emulsion  

Adequate

Dosage form, route of administration Dosage:  injectable emulsion
Route: Intravenous

Adequate

Controlled drug substance symbol (if 
applicable)

NA

Dosage Forms and Strengths 
(201.57(a)(8))

Summary of dosage form and strength CINVANTI Injectable emulsion: 
130 mg emulsion  

INADEQAUTE
Delete  

Add “aprepitant”
Refer to edits above.

(b) (4) (b) (4)

(b) (4)

(b) (4)









II.     Labels (Provided January 12, 2017)

1. IMMEDIATE CONTAINER LABEL

Reviewer Assessment:  ADEQUATE

(b) (4)



2.  CARTON LABELS: 

Reviewer Assessment:  ADEQUATE

Item Information Provided in 
NDA

Reviewer’s 
Assessment

Proprietary name, established name (font size 
and prominence (21 CFR 201.10(g)(2))

Cinvanti (aprepitant) Adequate

Dosage strength
Active moiety expression of strength with 
equivalence statement (if applicable), if space is 
available

130 mg/ 18 mL 
 
(7.2 mg/ mL)  

Adequate

Net contents single dose vial Adequate
“Rx only” displayed prominently on the main 
panel

Rx only Adequate

NDC number (21 CFR 207.35(b)(3)(i)) Presnet Adequate
lot number and expiration date (21 CFR 201.17) Location present Adequate
Storage conditions
Special handling, e.g., “Dispense in tight and 
light resistant container as defined in USP”.

Store Cinvanti in refrigerator 
at 2- 8ºC (36° to 46°F); Do 
not Freeze
Dilute before use
Discard Unused Portion

Adequate

Bar code (21CFR 201.25) Present Adequate
Name of manufacturer/distributor Present Adequate
And others, if space is available





Item Information Provided in 
NDA

Reviewer’s Assessment

Proprietary name, established 
name (font size, prominence)

Cinvanti (aprepitant) Adequate

Dosage strength
Active moiety expression of 
strength with equivalence 
statement (if applicable) in the 
side panel.

130 mg/ 18 mL 
 
(7.2 mg/ mL)  

Adequate

Net quantity of dosage form single dose vial Adequate
“Rx only” displayed prominently 
on the main panel

Displayed on front and 
back panel

Adequate

Lot number and expiration date Side Panel Adequate
Storage conditions 
Special handling, e.g., “Dispense 
in tight and light resistant 
container as defined in USP”.

Store Cinvanti in 
refrigerator at 2- 8ºC (36° 
to 46°F); Do not Freeze
Dilute before use
Discard Unused Portion

Adequate

Bar code (21CFR 201.25) Side panel Adequate
NDC number (21 CFR 
207.35(b)(3)(i))

Front and back panel Adequate

Manufacturer/distributor's name Side panel Adequate
Quantitative ingredient 
information (injectables)

 (2.6g), soy bean oil 
(1.7 ), ethanol (0.5g), sucrose (1 
g), sodium oleate (o..1g), and 
water for injection (12g)

Adequate

Statement of being sterile (if 
applicable)

Sterile 

“See package insert for dosage 
information”

Front and back panels Adequate

 “Keep out of reach of children” 
(Required for OTC in CFR. 
Optional for Rx drugs)

Not applicable Adequate

III.    LIST OF DEFICIENCIES:    

A. Regarding PI 

a) Highlight Section

b) Full Prescribing Information

#3: Dosage Forms and Strengths
 Include opaque, off-white to amber in description

(b) (4)
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