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Memorandum DEPARTMENT OF HEALTH AND HUMAN SERVICES 
PUBLIC HEALTH SERVICE 
FOOD AND DRUG ADMINISTRATION 
CENTER FOR DRUG EVALUATION AND RESEARCH 

 
Date: 06-JUL-2022 

 
From: Venkateswara R. Pavuluri, Ph.D., R. Ph. 

Drug Product Reviewer 
DNDP II 
Office of New Drug Products 

 
Through: Hamid Shafiei, Ph.D. 

SPQA, Br4 /DNDP II 
Office of New Drug Products  

 
To: CMC Labeling Review of NDA 213953 for KYZATREX®   

Subject: Final Recommendation APPROVAL 
 

At the time when initial Labeling Review of NDA 213953 was completed on 19-09-
2021, this NDA was not recommended for approval 21 CFR 314.125(b)(6) from the 
CMC labeling/labels perspective due to deficiencies listed below.  The NDA for this 
drug product was otherwise complete and adequate from the drug product perspective, 
per the review dated 21-SEP-2021. This labeling memo is based on the resubmission (SN 
0037, dated 27-JAN-2022) and subsequent amendments through 28-JUN-2022.   

Labeling/Label Deficiencies identified in CMC Labeling review as of 19-SEP-2021: 

A. Prescribing Information 

Full Prescribing Information:  

DOSAGE FORMS AND STRENGTHS  

1. Text may be simplified as follows:  

“Capsules:  
-100 mg, opaque, white, oval, imprinted with “MP100” in red ink.  
-150 mg, opaque, white oblong, imprinted with “MP150” in red ink.  
-200 mg, opaque, white oblong, imprinted with “MP200” in red ink.”  
 

Information as in the resubmission:  

 
 

3 DOSAGE FORMS AND STRENGTHS 
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Reviewer Assessment: Adequate. 
 
DESCRIPTION  

2.   The text in 3rd and 4th paragraphs may be rewritten as follows, with listing of 
inactive ingredients in alphabetical order in both fill  and capsule shell 
composition. Vitamin E may be described with given name followed by general 
descriptor (Vitamin E) in parenthesis as: DL-alpha-tocopheryl acetate (Vitamin 
E).  

“KYZATREX (testosterone undecanoate) capsules for oral use are available in 
three strengths, 100 mg, 150 mg, and 200 mg. The 100 mg strength is an opaque 
white capsule is imprinted with “MP100” in red ink. The 150 mg strength is an 
opaque white capsule is imprinted with “MP150” in red ink. The 200 mg strength is 
an opaque white capsule imprinted with “MP200” in red ink. All capsule strengths 
also contain polyoxyl 40 hydrogenated castor oil, phytosterol esters, propylene 
glycol monolaurate, and DL-α-tocopheryl acetate (Vitamin E) as inactive 
ingredients.”  
 
Deficiency conveyed to Applicant upon resubmission: We advise you to list all 
inactive ingredients in alphabetical order by name, for both fill  and 
capsule shell compositions separately, per USP <1091> recommendations. 
Vitamin E is available in multiple forms and thus it shall be described with given 
name of the form used in formulation followed by general descriptor in parenthesis, 
i.e., DL-alpha-tocopheryl acetate (Vitamin E). 
 

Information as in the Amendment:  

 
Reviewer Assessment: Adequate. 

 
HOW SUPPLIED/STORAGE AND HANDLING  

3.  How Supplied: section may be simplified as: 

“KYZATREX capsules are available in three strengths of 100 mg, 150 mg, and 
200 mg, packaged as 90 units in wide-mouth, round, white HDPE bottles with 
white, polypropylene, child resistant caps and induction-sealed liner.  
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- 100 mg: Oval, opaque white capsules imprinted with “MP100” in red ink; NDC 
80603-101-11.  
- 150 mg: Oblong, opaque white capsules imprinted with “MP150” in red ink; NDC 
80603-103-11.  
-200 mg: Oblong, opaque white capsules imprinted with “MP200” in red ink; NDC 
80603-105-11.”  
 

Information as in the resubmission:  

 
Reviewer Assessment: Adequate. 

 
4. Storage statements shall be revised as follows:  
 
“Store at 20°C to 25ºC (68°F to 77ºF), excursions permitted between 15ºC to 30ºC 
(59ºF to 86ºF) [see USP Controlled Room Temperature]. Store the capsules in a dry 
place, avoiding exposure to excessive moisture and humid conditions.”  
 

Information as in the resubmission:  

 
Reviewer Assessment: Adequate. 

 
B. Container Labels 
 

Though no deficiencies were identified in the original review cycle for container 
labels, a typographical error was noticed in the storage statement resubmission for 
all container labels, i.e., Store at: 20°C to 25°C (68°F to 77°F), with excursions 
permitted between 15°C to 30°C (59°C to 86°F)”. The following deficiency was 
conveyed to Applicant and container labels with correction of “C” to “F” were 
submitted on 09-JUN-2022.  

 
Deficiency to be conveyed to Applicant: Revise the storage statement on container labels 
as “Store at: 20°C to 25°C (68°F to 77°F), with excursions permitted between 15°C to 
30°C (59°F to 86°F)”. 
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This CMC labeling addendum was prepared to document the most updated 
information in relevant sections of prescribing information as submitted on 27-
JAN-2022 and revised subsequently on 28-JUN-2022. The labeling changes are 
acceptable from the CMC labeling perspective. 

Recommendation:  

The CMC label/labeling issues identified in the labeling review have been satisfactorily 
resolved, as reproduced in attachment below. This application is recommended for 
APPROVAL from the CMC labeling/label perspective. 

 
Venkateswara R. Pavuluri, Ph. D., R. Ph., 
Drug Product Reviewer 
DNDP II, ONDP 

 
Hamid Shafiei, Ph. D., 
SPQA, Branch 4, DNDP II, ONDP 
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III   

Adequate 
information 
provided in 
submission. 
Used in other 
approved drugs. 

III  Sept 7, 2010 

used in bottles 
for packaging 
other approved 
drugs 

III   

Liners used in 
packaging other 
approved 
capsules 

III  

used in bottles 
for packaging 
other approved 
drugs 

IV   

Adequate 
information 
included in  
submission 

IV (Excipient)  
Meets 
compendial 
(USP) standard  

III ( ) Dec 11, 2013 

used in bottles 
for packaging 
other approved 
drugs 
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Application Technical Lead Name and Date: 
 
Hong Cai, Ph.D. 
September 28, 2021 
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For injectable drug products for 
parental administration, use 
appropriate labeling term (e.g., 
single-dose, multiple-dose, single-
patient-use). Other package type 
terms include pharmacy bulk 
package and imaging bulk 
package. 

Not injectable.  Not Applicable. 
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1.2.3 Section 11 (DESCRIPTION) 
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List names of all inactive 
ingredients. Use USP/NF 
names. Avoid Brand names. 

propylene glycol 
monolaurate, polyoxyl 40 
hydrogenated castor oil, 
vitamin E, and 
phytosterol esters as 
inactive ingredients.  
 
Gelatin capsule shells 
are composed of the 
following inactive 
ingredients: gelatin, 
sorbitol, glycerin, purified 
water, and titanium 
dioxide. 

Acceptable. 
However, inactive 
ingredients shall be listed in 
alphabetical order, for both 
fill  and gelatin shell 
compositions. Vitamin E may 
be described with given 
name followed by general 
descriptor (Vitamin E) in 
parenthesis as: DL-alpha-
tocopheryl acetate (Vitamin 
E). 

For parenteral injectable 
dosage forms, include the 
name and quantities of all 
inactive ingredients. For 
ingredients added to adjust 
the pH or make isotonic, 
include the name and 
statement of effect. 

Not injectable. Not Applicable. 

If alcohol is present, must 
provide the amount of 
alcohol in terms of percent 
volume of absolute alcohol 

No Alcohol present Not Applicable. 

Statement of being sterile (if 
applicable) 

Not sterile.  Not Applicable. 

Pharmacological/ 
therapeutic 
class  

The active moiety, 
testosterone, is an 
Androgen. 

Acceptable. 

Chemical name, structural 
formula, molecular weight  

 
17β-hydroxyandrost-4-
en-3-one undecanoate.  
C30H48O3;  456.7 g/mol. 

Acceptable. 

If radioactive, statement of 
important nuclear 
characteristics. 

Not radioactive. Not Applicable. 

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

None Not Applicable. 
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(Vitamin E). No other CMC relevant information included in the Medication 
Guide. 
 
 
3.0    CARTON AND CONTAINER LABELING 
 

Information reviewed is as submitted in eCTD SN 0000, Date: 14-09-2021 

3.1 Container Label  

 

Start of Applicant material  

End of Applicant material 
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For injectable drug 
products for parental 
administration, use 
appropriate package type 
term (e.g., single-dose, 
multiple-dose, single-
patient-use) 

Not Injectable. Not Applicable. 

Other package terms 
include pharmacy bulk 
package and imaging bulk 
package which require “Not 
for direct infusion” 
statement. 

Not Applicable. Not Applicable. 

If alcohol is present, must 
provide the amount of 
alcohol in terms of percent 
volume of absolute alcohol 

No alcohol is present in the drug Not Applicable. 

Bar code 

 

Acceptable.   
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