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MEMORANDUM 
REVIEW OF REVISED LABEL AND LABELING

Division of Medication Error Prevention and Analysis (DMEPA) 
Office of Medication Error Prevention and Risk Management (OMEPRM)

Office of Surveillance and Epidemiology (OSE)
Center for Drug Evaluation and Research (CDER)

Date of This Memorandum: May 7, 2021

Requesting Office or Division: Division of Oncology 1 (DO1)

Application Type and Number: NDA 211488

Product Name and Strength: Camcevi (leuprolide) injectable emulsion, 42 mg

Applicant/Sponsor Name: Foresee Pharmaceuticals Co LTD (Foresee)

OSE RCM #: 2019-734-3

DMEPA Safety Evaluator: Sarah Thomas, PharmD

DMEPA Team Leader: Ashleigh Lowery, PharmD, BCCCP

1 PURPOSE OF MEMORANDUM
The Applicant submitted revised carton labeling received on May 6, 2021 for Camcevi.  The 
Division of Oncology 1 (DO1) requested that we review the revised carton labeling for Camcevi 
(Appendix A) to determine if they are acceptable from a medication error perspective.  The 
revisions are in response to recommendations that we made during a previous label and 
labeling review.a 

2  CONCLUSION
The Applicant implemented all of our recommendations, and we have no additional 
recommendations at this time.

a Thomas S. Label and Labeling Review for Camcevi (NDA 211488). Silver Spring (MD): FDA, CDER, OSE, DMEPA 
(US); 2021 MAY 3. RCM No.: 2019-734-2.

Reference ID: 4792252
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****Pre-decisional Agency Information**** 
    
Memorandum 
 
Date:  May 11, 2021 
  
To:  Amy Tilley, Regulatory Project Manager  

Division of Oncology 1 (DO1) 
 

 William Pierce, PharmD, Associate Director for Labeling, DO1 
 
From:   Lynn Panholzer, PharmD, Regulatory Review Officer 
  Office of Prescription Drug Promotion (OPDP) 
 
CC: Aline Moukhtara, RN, MPH, Team Leader, OPDP 
 
Subject: OPDP Labeling Comments for CAMCEVI (leuprolide) injectable emulsion, 

for subcutaneous use 
 
NDA:  211488 
 

  
In response to DO1’s consult request dated August 11, 2020, OPDP has reviewed the 
proposed product labeling (PI) and carton and container labels for the original NDA submission 
for CAMCEVI (leuprolide) injectable emulsion, for subcutaneous use.   
 
Labeling: OPDP’s comments on the proposed PI are based on the draft PI obtained from 
Sharepoint on May 7, 2021, and are provided below. 
 
Carton and Container Labels: OPDP has reviewed the attached proposed carton and 
container labels submitted by the Applicant to the electronic document room on April 28, 2021, 
and we do not have any comments.  
 
Thank you for your consult.  If you have any questions, please contact Lynn Panholzer at (301) 
796-0616 or lynn.panholzer@fda.hhs.gov. 
 

FOOD AND DRUG ADMINISTRATION 
Center for Drug Evaluation and Research 
Office of Prescription Drug Promotion  

Reference ID: 4793578
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MEMORANDUM 
REVIEW OF REVISED LABEL AND LABELING

Division of Medication Error Prevention and Analysis (DMEPA) 
Office of Medication Error Prevention and Risk Management (OMEPRM)

Office of Surveillance and Epidemiology (OSE)
Center for Drug Evaluation and Research (CDER)

Date of This Memorandum: May 3, 2021

Requesting Office or Division: Division of Oncology 1 (DO1)

Application Type and Number: NDA 211488

Product Name and Strength: Camcevi (leuprolide) injectable emulsion, 42 mg

Applicant/Sponsor Name: Foresee Pharmaceuticals Co LTD (Foresee)

OSE RCM #: 2019-734-2

DMEPA Safety Evaluator: Sarah Thomas, PharmD

DMEPA Team Leader: Ashleigh Lowery, PharmD, BCCCP

1 PURPOSE OF MEMORANDUM
The Applicant submitted revised container label, carton labeling, prescribing information (PI), 
and instructions for use (IFU) received on April 28, 2021 for Camcevi.  The Division of Oncology 
1 (DO1) requested that we review the revised container label, carton labeling, PI, and IFU for 
Camcevi (Appendix A) to determine if they are acceptable from a medication error perspective.  
The revisions are in response to recommendations that we made during previous label and 
labeling reviews.a,b 

2  CONCLUSION
Upon review of the container label, carton labeling, PI, and IFU, we note that the Applicant 
implemented most of our recommendations except for adding color to the gray syringe cap in 
the diagrams showing syringe assembly and administration.  Foresee’s vendor was not able to 
add color to the syringe cap  

  We find their rationale for not implementing this recommendation reasonable.  
However, we have additional edits and recommendations provided below in Sections 3 and 4 to 
further improve the labeling and ensure safe medication use.

aThomas S. Label and Labeling Review for Camcevi (NDA 211488). Silver Spring (MD): FDA, CDER, OSE, DMEPA (US); 
2021 MARCH 16. RCM No.: 2019-734.
b Thomas S. Label and Labeling Review Memo for Camcevi (NDA 211488). Silver Spring (MD): FDA, CDER, OSE, 
DMEPA (US); 2021 APRIL 20. RCM No.: 2019-734-1.
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Sterility      X 
Shelf Life, Aging and Transportation of EPRs  X     

Quality Systems/ 
Manufacturing 
Controls Check 

Description of  Quality Systems  X     
Control Strategy provided for EPRs  X     

 
5.2. Facilities & Quality Systems Triage Inspection Recommendation Information 

CDRH completed a review of the Facilities  Yes     No  N/A 
Inspection Recommendation Pre-Approval Inspection (PAI) 

Post-Approval Inspection 
Routine Surveillance 
No Inspection Needed 
N/A 

CDRH completed a review of the Quality Systems  Yes     No  N/A 
*If a Facilities and/or Quality Systems Review is completed, the review is located in Appendix B 
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Reviewer Comment 

The primary container closure is a syringe system filed with the FDA under DMF# . The Sponsor provided an LoA and certificate of Compliance for the 
syringe system. In addition, this device is widely used as the container closure for other approved drug products, therefore, has been reviewed widely as well by 
our group. 

The needle used for the co-packaged combination product is a 510(k) cleared device  and conformed to the appropriate needle standards.  

The luer connections for the syringe and needle both conforms to ISO 594-1 and ISO 594-2. The verification testing for the EPRs (deliverable weight, break 
loose, and glide force) were performed with the needle attached to the primary container closure. The sample size is n=60 for each batch use to perform the EPR 
testing. 

This is acceptable. 

 

6.1.2. Device Performance Evaluation  

  
The application initially was placed on Refuse to File (RTF). Below is a list of deficiencies sent to the Sponsor to provide for this re-submission: 
 

Reference ID: 4802999
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Reviewer Comment 

 
The verification study were performed using 60 syringes at release which met the specified requirements for the essential performance (dose accuracy (deliverable 
weight), break loose/glide force of the PFS. Acceptable. 
 
The validation study was performed by comparing the drug product to a similar approved combination product, Eligard 45 mg syringe system. This is in lieu of 
formal user studies and human factor analysis. In addition, the Sponsor also analyze data from the review of clinical Phase III data that demonstrated the drug product 
PFS can be used safely and effectively to satisfy the User Requirements. It is also noted that the combination product does not have any novel feature and that it is 
given by healthcare providers, who are familiar with drug administration with PFS. Therefore, it is acceptable. 
 
Additional Information (4/30/2021): 
 
After CDRH review was performed, additional information from CDER OPQ, Drug Product was received. The dose accuracy (deliverable weight)  specification has 
been changed (see table above). Per the Clinical team, the dose accuracy parameter average  mg) and that each syringe is NLT  mg  is a safe range/dose 
for the intended population. Despite the dose accuracy change, the Sponsor’s data provided at release, stability, and shipping meets the updated dose accuracy 
performance specifications. This is acceptable.  

Reference ID: 4802999
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On April 13, 2021, the Sponsor provided the shipping validation per ASTM D4169. The protocol and the shipping 
validation data is reviewed. The test results demonstrated that the EPRs of the device constituents of the combination 
product met it’s specifications. This is acceptable. I do not have further issues with the shipping validation and this IR 
is resolved. 
The stability testing provided is acceptable. 
 
Additional Information (4/30/2021): 
 
Please note of the revised dose accuracy (deliverable weight) discussed above and that despite the revision, the 
provided data meets the new specification. 

Average of 5 syringes:  mg 
Each syringe: NLT  mg 

 
 

6.1.4. Biocompatibility Evaluation 

 Biocompatibility was evaluated [e.g. co-packaged syringes, co-packaged components outside of primary container 
closure] 

 Biocompatibility was not evaluated because: it is under the purview of CDER 
 

6.1.5. Sterility Evaluation 

 Sterility Evaluated (e.g. co-packaged syringes, co-packaged components outside of primary container closure) 
 Sterility not evaluated (syringe, including needle are part of primary container closure, sterility evaluation is under the 

purview of CDER) 
  

 The needle is 510(k) Cleared 
 The Syringe is NOT 510(k) Cleared 

  

510(k) Number:  Needle, 18G x 5/8”  
 Yes No N/A 
Contact classification of proposed device consistent with cleared 510(k) [if not, please evaluate the 
following]: X   

If device is sterilized with EO, review acceptability of EO and ECH residuals (gamma radiation)   X 
Ensure endotoxin limits are consistent with proposed administration route X   

 
  

 
 

Reviewer Comments  

 

The needle included in the co-package is a 510(k) cleared device and is used only during the injection step. The 
intended use of the needle is not changed when co-packaged with the combination product. It is also noted that the 
essential performance testing results all met the specifications at release. 
This is acceptable. 
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N/A 
 
8.2. Mid-Cycle Information Requests 

 
Sent on 12/16/2020 (see Section 6.2). 
 
8.3. Interactive Information Requests 

8.3.1. Interactive Information Requests sent on 12/16/2020 

  
 APPENDIX B: FACILITIES & QUALITY SYSTEMS REVIEW  

9.1. Facility Inspection Report Review 

  
 N/A 
   
9.2. Quality Systems Documentation Review 

 
N/A 

 APPENDIX C (CONSULTANT MEMOS) 
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Clinical Inspection Summary

I. OVERALL ASSESSMENT OF INSPECTIONAL FINDINGS 
AND RECOMMENDATIONS

The clinical data of a single-arm study (FP01C-13-001) were submitted to the Agency in 
support of a 505(b)(2) New Drug Application (NDA) for LMIS for use in patients with 
advanced prostate cancer. Three investigators, Dr. Jeffrey Frankel (Site US03), Dr Eliot 
Horowitz (Site US01), and Dr. Mark Deguenther (Site US07), were selected for clinical 
inspection.   

The inspection of Dr. Frankel found no regulatory violations and the Applicant’s submitted 
data were verifiable with source data at the investigator site. 

For Drs. Horowitz and Deguenther, the intended inspections have not been conducted due to 
the COVID-19 pandemic related travel restriction status at the two investigator sites. This was 
communicated to the DO1 review team and a decision was made by DO1 to forgo these two 
inspections for the current submission.      

Based on the available inspection results, the clinical data generated from Dr. Frankel appear 
reliable in support of this 505(b)(2) NDA.

Date April 28, 2021
From Yang-min (Max) Ning, M.D., Ph.D.

Min Lu, M.D., M.P.H.
Kassa Ayalew, M.D., M.P.H.
GCPAB/OSI/CDER/FDA

To Michael Brave, M.D.
Chana Weinstock, M.D.
Amy Tilley, RPM
DO1/OOD/CDER/FDA

NDA # 211488
Applicant Foresee Pharmaceuticals Co. Ltd
Drug Leuprolide mesylate injectable suspension (LMIS)
New Molecular Entity No
Therapeutic Classification Gonadotropin-releasing hormone (GnRH) receptor agonist
Proposed Indication Palliative treatment of advanced prostate cancer
Consultation Request Date October 5, 2020
Inspection Summary Goal 
Date

April 16, 2021; Extended to 4/30/2021 per agreement reached 
on 2/4/2021 with DO1 following extension request of ORA  

Action Goal Date May 27, 2021
PDUFA Date May 27, 2021

Reference ID: 4787105
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II. BACKGROUND

Leuprolide is a gonadotropin releasing hormone (GnRH) receptor agonist that has been 
approved for palliative treatment of advanced prostate cancer in the United Sates for three 
decades.  

For this 505(b)(2) application, the Applicant submitted clinical data from a single-arm study 
[FP01C-13-001] of a 6-month formation of leuprolide mesylate injectable suspension (LMIS) 
and proposed the same indication as “for the palliative treatment of advanced prostate cancer”.

Study FP01C-13-001 [NCT02234115] was an open-label, single-arm trial of LMIS in patients 
with advanced prostate carcinoma. The study had two parts. Part I was planned to first assess 
the safety, tolerability and early activity of LMIS in approximately 30 subjects following 
completion of 28-day assessments. Part 2 was to be initiated to enroll approximately 100 
additional subjects if the planned interim analysis for Part 1 showed an acceptable safety 
profile and a castration rate of ≥ 90% by Day 28 (e.g. castration attained in ≥ 27 of the 30 
subjects). For both parts, subjects were required to have: 1) pathologically-confirmed 
adenocarcinoma of the prostate that was deemed to require androgen ablation therapy by the 
investigator; 2) a baseline serum testosterone level of >150 ng/dL at screening; 3) no prior 
chemotherapy, immunotherapy, cryotherapy, radiotherapy, or anti-androgen therapy 
concomitantly. The primary efficacy measure was the percentage of subjects with castrate 
levels of testosterone (≤50 ng/dL) from Day 28 through Day 336. 

The study product LMIS was administered as a single subcutaneous injection on Day 0 for 
subjects in both parts. A second dose of LMIS was to be administered on Day 168 for subjects 
who had tolerated and maintained castrate levels of testosterone. Subjects were to be 
discontinued from the study secondary to consent withdrawal, lost to follow-up, treatment with 
the protocol-specified prohibited medications, unacceptable toxicity or adverse event(s), or 
persistent non-castrate levels or disease progression at the investigator’s discretion. For 
subjects who withdrew from the study due to adverse event(s), follow-up visits were required 
until resolution and/or stabilization of the event(s).

For the primary efficacy assessment, blood samples for testosterone were collected at the 
protocol-specified timepoints, including Days 0, 1, 2, 3, 7, 14, 21, 28, 56, 84, 112, 140, 168, 
169, 170, 171, 196, 224, 252, 280, 308, and 336. These samples were required to be submitted 
to the sponsor’s designated central laboratory for determination of serum total testosterone 
levels. For safety assessments, adverse events, vital signs, and the specified hematological and 
biochemical laboratory tests were collected and documented according to the study protocol. 
Adverse events were graded by investigators using criteria in the National Cancer Institute 
Common Terminology Criteria for Adverse Events Version 4.

From 08/12/2014 [first subject enrollment] through 09/02/2016 [completion of the last subject 
visit], the study enrolled 137 subjects from 21 study sites in 8 countries, with 33 in Part 1 and 
104 in Part 2. Of the enrolled, 47% (64/137) were recruited from 8 study sites in the United 
States. All subjects received at least one dose of study treatment with LMIS and were included 

Reference ID: 4787105
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in both efficacy and safety analyses.

The Review Division DO1 and OSI selected the above three domestic clinical investigators for 
inspections given the adequate numbers of subjects from the United States in this study.  
Relative to other domestic study sites, these three investigator sites enrolled large numbers of 
study subjects and were associated with a high castration rate (i.e., a 100% castration rate with 
Drs. Frankel and Horowitz and a 92% castration rate with Dr. Deguenther).  

III. RESULTS 

1. Dr. Jeffrey Frankel, Site US03
16259 Sylvester Rd SW Ste 303
Burien, WA 98166-3059

Dr. Frankel was inspected from October 29 through November 3, 2020 as a data audit 
for Study FP01C-13-001. For the investigator, this was the first FDA inspection. 

The investigator site screened 13 subjects and enrolled 10 subjects into the study, with 
7 subjects in Part I and 3 subjects in Part 2. All the subjects received study treatment 
with LMIS twice (i.e., on Days 0 and 168) and completed the protocol-required 
assessments. No subjects were discontinued during the study. 

All subjects’ source documents were reviewed and compared with the Applicant’s 
submitted subject line listings for the site. The reviewed documents or records included 
the informed consent forms, case medical history, eligibility criteria, enrollment log, 
subject numbers assigned and treatment administered, blood sampling forms and dates 
for testosterone and other protocol-required biomarkers, submissions of the blood 
specimens to the central laboratory per shipment records and documented laboratory 
values, adverse events and reporting, investigational product accountability, subject 
case report forms (CRF) and protocol deviations. Regulatory documents and study 
procedures were also reviewed, including the Institutional Review Board (IRB) 
approvals for the study and related correspondences, signed FDA 1572s, financial 
disclosures, training records, subject consenting process, subject data entry into the 
designated electronic CRF system [OpenClinica EDC system], study monitoring and 
reporting to the sponsor, and record retention. 

The inspection found no regulatory deficiencies. All the subjects met the eligibility 
criteria for the study and signed the IRB-approved informed consent form before 
administration of study-related procedures and study treatment. The Applicant’s 
submitted efficacy and safety data were verifiable with source records at the site, with 
no discrepancies noted. There was no evidence of underreporting of adverse events or 
protocol deviations.  

At the conclusion of this inspection, no Form FDA 483, Inspectional Observations, was 

Reference ID: 4787105
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issued to Dr. Frankel.  

{See appended electronic signature page}

Yang-min (Max) Ning, M.D., Ph.D.
Good Clinical Practice Assessment Branch
Division of Clinical Compliance Evaluation
Office of Scientific Investigations

CONCURRENCE: {See appended electronic signature page}

Min Lu, M.D., M.P.H.
Team Leader
Good Clinical Practice Assessment Branch 
Division of Clinical Compliance Evaluation
Office of Scientific Investigations

CONCURRENCE: {See appended electronic signature page}

Kassa Ayalew, M.D., M.P.H
Branch Chief
Good Clinical Practice Assessment Branch 
Division of Clinical Compliance Evaluation
Office of Scientific Investigations

cc: 

Review Division /Division Director
Review Division /Project Manager
Review Division /Clinical Team Lead
Review Division/Medical Officer
OSI/DCCE/GCPAB Reviewer
OSI/Office Director
OSI/DCCE/Division Director
OSI/DCCE/GCPAB Branch Chief
OSI/DCCE/GCPAB Team Lead
OSI/GCP Program Analyst
OSI/Database PM
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MEMORANDUM 
REVIEW OF REVISED LABEL AND LABELING

Division of Medication Error Prevention and Analysis (DMEPA) 
Office of Medication Error Prevention and Risk Management (OMEPRM)

Office of Surveillance and Epidemiology (OSE)
Center for Drug Evaluation and Research (CDER)

Date of This Memorandum: April 20, 2021

Requesting Office or Division: Division of Oncology 1 (DO1)

Application Type and Number: NDA 211488

Product Name and Strength: Camcevi (leuprolide) injectable emulsion, 42 mg

Applicant/Sponsor Name: Foresee Pharmaceuticals Co LTD (Foresee)

OSE RCM #: 2019-734-1

DMEPA Safety Evaluator: Sarah Thomas, PharmD

DMEPA Team Leader: Ashleigh Lowery, PharmD, BCCCP

1 PURPOSE OF MEMORANDUM
The Applicant submitted revised container label and carton labeling received on March 29, 
2021 for Camcevi.  The Division of Oncology 1 (DO1) requested that we review the revised 
container label and carton labeling for Camcevi (Appendix A) to determine if they are 
acceptable from a medication error perspective.  The revisions are in response to 
recommendations that we made during a previous label and labeling review.a 

2  CONCLUSION
Upon review of the container label and carton labeling, we note that the Applicant 
implemented most of our recommendations.  However, we have additional edits and 
recommendations provided below in Section 3 to improve the container label and carton 
labeling and ensure safe medication use.

3 RECOMMENDATIONS FOR FORESEE PHARMACEUTICALS CO LTD (FORESEE)
We recommend the following be implemented prior to approval of this NDA:  

A. General Recommendation for All Labels and Labeling

aThomas S. Label and Labeling Review for Camcevi (NDA 211488). Silver Spring (MD): FDA, CDER, OSE, DMEPA (US); 
2021 MARCH 16. RCM No.: 2019-734.

Reference ID: 4782430
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LABEL AND LABELING REVIEW
Division of Medication Error Prevention and Analysis (DMEPA) 

Office of Medication Error Prevention and Risk Management (OMEPRM)
Office of Surveillance and Epidemiology (OSE)

Center for Drug Evaluation and Research (CDER)

*** This document contains proprietary information that cannot be released to the public***

Date of This Review: March 16, 2021

Requesting Office or Division: Division of Oncology 1 (DO1)

Application Type and Number: NDA 211488

Product Name, Dosage Form, 
and Strength:

Camcevi (leuprolide) injectable emulsion, 42 mg

Product Type: Combination Product (Drug-Device)

Rx or OTC: Prescription (Rx)

Applicant/Sponsor Name: Foresee Pharmaceuticals Co LTD (Foresee)

FDA Received Date: July 27, 2020 and December 22, 2020

OSE RCM #: 2019-734

DMEPA Safety Evaluator: Sarah Thomas, PharmD

DMEPA Team Leader: Ashleigh Lowery, PharmD, BCCCP

Reference ID: 4763364
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1 REASON FOR REVIEW
NDA 211488 was resubmitted on July 27, 2020 after it received a Refusal to File determination 
on May 23, 2019 for the original March 28, 2019 submission.  Of note, the proposed leuprolide 
product is a new leuprolide salt, that of leuprolide mesylate.  Also, unlike currently marketed 
leuprolide products that require reconstitution and/or mixing prior to administration, the 
proposed Camcevi product will be supplied ready-to-use in a single, sterile, pre-filled syringe.

In response to the August 7, 2020 DO1 consult, this review evaluates the proposed Camcevi 
container label, carton labeling, Prescribing Information (PI), and Instructions for Use (IFU) to 
identify areas of vulnerability that could lead to medication errors.

2 MATERIALS REVIEWED 

We considered the materials listed in Table 1 for this review.  The Appendices provide the 
methods and results for each material reviewed.  

Table 1.  Materials Considered for this Review

Material Reviewed Appendix Section 
(for Methods and Results)

Product Information/Prescribing Information A

Previous DMEPA Reviews B

Human Factors Study C– N/A

ISMP Newsletters* D – N/A

FDA Adverse Event Reporting System (FAERS)* E – N/A

Other F– N/A

Labels and Labeling G

N/A=not applicable for this review
*We do not typically search FAERS or ISMP Newsletters for our label and labeling reviews 
unless we are aware of medication errors through our routine postmarket safety surveillance

3 OVERALL ASSESSMENT OF THE MATERIALS REVIEWED

We note leuprolide mesylate is a new salt being introduced into the market, with the potential 
for confusion with the currently marketed leuprolide acetate products (e.g., Eligard).  We 
discussed the risk of medication error with the review team at an October 1, 2020 internal 
meeting, and how this concern can be mitigated through labeling and designation of the 
established name, strength, and proprietary name.  In terms of the established name and 
strength designation, the review team plans to align with the USP Salt Policya and designate the 
established name and strength in terms of the active moiety (e.g., leuprolide, 42 mg).  We find 
this appropriate, and we note the proposed 42 mg strength is slightly different from the 45 mg 

a Guidance for Industry: Naming of Drug Products Containing Salt Drug Substances. 2013. Available from 
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM379753.pdf  

Reference ID: 4763364
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APPENDICES:  METHODS & RESULTS FOR EACH MATERIALS REVIEWED 
APPENDIX A. PRODUCT INFORMATION/PRESCRIBING INFORMATION

Table 2 presents relevant product information for Camcevi received on July 27, 2020 and 
December 22, 2020 from Foresee Pharmaceuticals Co LTD (Foresee), and the listed drug (LD).l 

Table 2. Relevant Product Information for Camcevi and the Listed Drug 

Product Name Camcevi  Lupronm 

Initial Approval Date N/A April 9, 1985

Active Ingredient leuprolide leuprolide acetate 

Indication Palliative treatment of 
advanced prostate cancer

Palliative treatment of 
advanced prostatic cancer

Route of Administration subcutaneous subcutaneous

Dosage Form injectable emulsion injection

Strength 42 mg 1 mg/0.2 mL

Dose and Frequency 42 mg subcutaneously every 6 
months

1 mg (0.2 mL) administered as 
a single daily subcutaneous 
injection

How Supplied Kit containing a pre-filled, 
ready-to-use sterile syringe and 
a sterile 18-gauge needle for 
subcutaneous injection, NDC 
72851-042-01

2.8 mL multiple-dose vial 
packaged as follows: 14 Day 
Patient Administration Kit with 
14 disposable syringes and 28 
alcohol swabs, NDC 0074-
3612-30 and six-vial carton, 
NDC 0074-3612-34

Storage Store at 35.6–46.4°F (2–8°C). 
Protect from light by storing in 
the original package until time 
of use. Do not freeze or shake. 

Store below 77°F (25°C).  Do 
not freeze. Protect from light; 
store vial in carton until use.

Container Closure Sterile, ready-to-use single 
prefilled syringe with depot 

Multiple-dose vial

l Foresee will rely upon the following information to support product approval:
• Clinical efficacy data from the Sponsor-conducted Phase 3 study.
• Nonclinical and clinical safety information from Sponsor-conducted studies and information in the published 
literature.
• Nonclinical and safety information supporting the approval of Lupron as reflected in the approved labeling (NDA 
019010; Abbvie, Inc.).
The scientific bridge to the nonclinical safety data from the approved Lupron labeling was established through a 
demonstration of lower exposure to leuprolide from LMIS 50 mg than from daily Lupron 1 mg injections.

m Lupron [Prescribing Information]. Drugs@FDA. U.S. Food and Drug Administration. 2020 SEPT 29. Available from: 
https://www.accessdata.fda.gov/drugsatfda docs/label/2018/019010s041lbl.pdf.  

Reference ID: 4763364
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drug formulation filled into a 
pre-assembled syringe barrel, 
complete with plunger seal, 
cap, plunger rod and finger grip 
(back stop).  Labeled and 
assembled pre-filled and 
capped syringes are placed in 
secondary packaging
consisting of a thermoformed 
tray and lid, which 
compose the blister.  A sterile 
needle is also added to the 
blister tray, and the blister is 
sealed  with a  lid 
which is imprinted with lot and 
traceability information. The 
sealed blister is placed 
together with a non-sterile 
Point-Lok needle protection 
device and package leaflet in a 
cardboard carton.

Reference ID: 4763364

(b) (4)

(b) (4) (b) (4)
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APPENDIX B. PREVIOUS DMEPA REVIEWS

On September 28 and 29, 2020, we searched for previous DMEPA reviews relevant to this 
current review using the terms, Camcevi, leuprolide, IND# 103206, and NDA# 211488.  Our 
search identified one previous reviewn, which was a human factors use-related risk analysis 
review.  In the review, we concluded that our review of the use-related risk analysis and 
comparative analyses for leuprolide injectable emulsion determined that a human factors 
validation study is not required to be submitted for Agency review in support of the proposed 
leuprolide injectable emulsion product. 

n Stewart, J.  Human Factors Use-Related Risk Analysis Review for Leuprolide Mesylate Injectable Suspension, IND 
103206.  Silver Spring (MD): FDA, CDER, OSE, DMEPA (US); 2019 AUG 20.  RCM No.: 2018-2660.

Reference ID: 4763364
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