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{For NDA Only}

I. Package Insert

1. Highlights of Prescribing Information 

IDHIFA™ (enasidenib) tablets, for oral use
Initial U.S. Approval:  201X

Tablets: 50 mg or 100 mg (3)

Item Information Provided in NDA
Product Title (Labeling Review Tool and 21 CFR 201.57(a)(2)) 
Proprietary name and  established 
name

Provided

Dosage form, route of 
administration

Provided

Controlled drug substance symbol 
(if applicable)

NA

Dosage Forms and Strengths (Labeling Review Tool and 21 CFR 
201.57(a)(8))
Summary of the dosage form and 
strength

Provided

 
2. Section 2 Dosage and Administration 

Do not split or crush IDHIFA tablets.  Administer IDHIFA tablets orally about the same 
time each day.

Item Information Provided in NDA
(Refer to Labeling Review Tool and 21 CFR 201.57(c)(12)) 

Special instructions for product 
preparation (e.g., reconstitution, 
mixing with food, diluting with 
compatible diluents)

Provided

3. Section 3 Dosage Forms and Strengths 

IDHIFA is available in the following tablet strengths:

 50 mg tablet: Pale yellow to yellow oval-shaped film-coated tablet debossed 
“ENA” on one side and “50” on the other side.

 100 mg tablet: Pale yellow to yellow capsule-shaped film-coated tablet debossed 
“ENA” on one side and “100” on the other side.





Item Information Provided in NDA
(Refer to Labeling Review Tool and 21 CFR 201.57(c)(12), 21 CFR 
201.100(b)(5)(iii), 21 CFR 314.94(a)(9)(iii), and 21 CFR 314.94(a)(9)(iv))
Proprietary name and established 
name

Provided

Dosage form and route of 
administration

Provided

Active moiety expression of 
strength with equivalence statement 
(if applicable)

Provided

For parenteral, otic, and ophthalmic 
dosage forms, include the quantities 
of all inactive ingredients [see 21 
CFR 201.100(b)(5)(iii), 21 CFR 
314.94(a)(9)(iii), and 21 CFR 
314.94(a)(9)(iv)], listed by USP/NF 
names (if any) in alphabetical order 
(USP <1091>)

Provided

Statement of being sterile (if 
applicable)

NA

Pharmacological/ therapeutic class Provided
Chemical name, structural formula, 
molecular weight 

Provided

If radioactive, statement of 
important nuclear characteristics.

NA

Other important chemical or 
physical properties (such as pKa or 
pH)

Provided

5. Section 16 How Supplied/Storage and Handling 
16.1 How Supplied

50 mg tablet: Pale yellow to yellow oval-shaped film-coated tablet debossed “ENA” 
on one side and “50” on the other side.

  revised to
 Bottles of 30 with a desiccant canister (NDC 59572-705-30)

100 mg tablet: Pale yellow to yellow capsule-shaped film-coated tablet debossed 
“ENA” on one side and “100” on the other side.

  revised to
 Bottles of 30 with a desiccant canister (NDC 59572-710-30)

16.2 Storage 

(b) (4)

(b) (4)





II. Labels:

Container and Carton Labels 

Container Label:

Carton Label:
The product is not packaged in carton. So there is no carton label provided. 

(b) (4)



Item Information provided in the 
container label

Information provided in the 
carton label(s) 

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

Provided NA

Dosage strength (21CFR 
201.10(d)(1); 21 CFR 
201.100(b)(4))

Provided NA

Route of administration (21 
CFR 201.100(b)(3)), not 
required for oral

Not required for oral tablets NA

Net contents* (21 CFR 
201.51(a))

Provided NA

“Rx only” displayed 
prominently on the main 
panel (21 CFR 
201.100(b)(1)

Provided NA

The list of inactive 
ingredients, 21CFR 
201.10(a), if not oral dosage 
form; and quantitative 
ingredient information, if 
parenteral injection. 21CFR 
201.100(b)(5)(iii)**, only 
required for carton label

Not required for oral tablets NA

NDC number (21 CFR 
207.35(b)(3)(i))

Provided NA

Lot number and expiration 
date (21 CFR 201.17)

Provided NA

Storage conditions Provided, need to revise NA
Bar code (21CFR 
201.25)***

Provided NA

Sterility Information (if 
applicable)

NA NA

See packaging insert for 
dosage information (21 CFR 
201.55), only required for 
carton label

Provided NA

Name of 
manufacturer/distributor 

Provided NA

And others, if space is 
available

Add “Swallow whole, do not 
chew or split tablets”

NA

*21 CFR 201.51(h) A drug shall be exempt from compliance with the net quantity 
declaration required by this section if it is an ointment labeled ‘‘sample’’, ‘‘physician’s 
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