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EXCLUSIVITY SUMMARY

NDA # 204640  SUPPL # HFD # 570

Trade Name  Adrenalin

Generic Name  epinephrine, 1 mg/mL

Applicant Name  JHP Pharmaceuticals LLC    

Approval Date, If Known  December 16, 2013

PART I IS AN EXCLUSIVITY DETERMINATION NEEDED?

1.  An exclusivity determination will be made for all original applications, and all efficacy
supplements.  Complete PARTS II and III of this Exclusivity Summary only if you answer "yes" to 
one or more of the following questions about the submission.

a)  Is it a 505(b)(1), 505(b)(2) or efficacy supplement?
                                    YES NO 

If yes, what type? Specify 505(b)(1), 505(b)(2), SE1, SE2, SE3,SE4, SE5, SE6, SE7, SE8

505(b)(2) original application

c)  Did it require the review of clinical data other than to support a safety claim or change in 
labeling related to safety?  (If it required review only of bioavailability or bioequivalence 
data, answer "no.")

  YES NO 

If your answer is "no" because you believe the study is a bioavailability study and, therefore, 
not eligible for exclusivity, EXPLAIN why it is a bioavailability study, including your 
reasons for disagreeing with any arguments made by the applicant that the study was not 
simply a bioavailability study.   

There were no BA/BE studies.  To support approval, the applicant is relying on the 
Agency’s finding of safety and efficacy for NDA 19430, EpiPen and also literature data.

If it is a supplement requiring the review of clinical data but it is not an effectiveness 
supplement, describe the change or claim that is supported by the clinical data:             
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d)  Did the applicant request exclusivity?
YES NO 

If the answer to (d) is "yes," how many years of exclusivity did the applicant request?

e) Has pediatric exclusivity been granted for this Active Moiety?
YES NO 

      If the answer to the above question in YES, is this approval a result of the studies submitted in 
response to the Pediatric Written Request?
   
     NA

IF YOU HAVE ANSWERED "NO" TO ALL OF THE ABOVE QUESTIONS, GO DIRECTLY TO 
THE SIGNATURE BLOCKS AT THE END OF THIS DOCUMENT.  

2.  Is this drug product or indication a DESI upgrade?
YES NO 

IF THE ANSWER TO QUESTION 2 IS "YES," GO DIRECTLY TO THE SIGNATURE BLOCKS 
ON PAGE 8 (even if a study was required for the upgrade).  

PART II FIVE-YEAR EXCLUSIVITY FOR NEW CHEMICAL ENTITIES
(Answer either #1 or #2 as appropriate)

1.  Single active ingredient product.

Has FDA previously approved under section 505 of the Act any drug product containing the same 
active moiety as the drug under consideration?  Answer "yes" if the active moiety (including other 
esterified forms, salts, complexes, chelates or clathrates) has been previously approved, but this 
particular form of the active moiety, e.g., this particular ester or salt (including salts with hydrogen or 
coordination bonding) or other non-covalent derivative (such as a complex, chelate, or clathrate) has 
not been approved.  Answer "no" if the compound requires metabolic conversion (other than 
deesterification of an esterified form of the drug) to produce an already approved active moiety.

                  YES NO 

If "yes," identify the approved drug product(s) containing the active moiety, and, if known, the NDA 
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#(s).

     
NDA# 19430 EpiPen

NDA# 20800 Twinject, Adrenaclick

NDA# 204200 Adrenalin

2.  Combination product.  

If the product contains more than one active moiety(as defined in Part II, #1), has FDA previously 
approved an application under section 505 containing any one of the active moieties in the drug 
product?  If, for example, the combination contains one never-before-approved active moiety and 
one previously approved active moiety, answer "yes."  (An active moiety that is marketed under an 
OTC monograph, but that was never approved under an NDA, is considered not previously 
approved.)  

YES NO 

If "yes," identify the approved drug product(s) containing the active moiety, and, if known, the NDA 
#(s).  

NDA#

NDA#

NDA#

IF THE ANSWER TO QUESTION 1 OR 2 UNDER PART II IS "NO," GO DIRECTLY TO THE 
SIGNATURE BLOCKS ON PAGE 8.  (Caution: The questions in part II of the summary should 
only be answered “NO” for original approvals of new molecular entities.) 
IF “YES,” GO TO PART III.

PART III THREE-YEAR EXCLUSIVITY FOR NDAs AND SUPPLEMENTS

To qualify for three years of exclusivity, an application or supplement must contain "reports of new 
clinical investigations (other than bioavailability studies) essential to the approval of the application 
and conducted or sponsored by the applicant."  This section should be completed only if the answer 
to PART II, Question 1 or 2 was "yes."  

1.  Does the application contain reports of clinical investigations?  (The Agency interprets "clinical 
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investigations" to mean investigations conducted on humans other than bioavailability studies.)  If 
the application contains clinical investigations only by virtue of a right of reference to clinical 
investigations in another application, answer "yes," then skip to question 3(a).  If the answer to 3(a) 
is "yes" for any investigation referred to in another application, do not complete remainder of 
summary for that investigation. 

YES NO 

IF "NO," GO DIRECTLY TO THE SIGNATURE BLOCKS ON PAGE 8. 

2.  A clinical investigation is "essential to the approval" if the Agency could not have approved the 
application or supplement without relying on that investigation.  Thus, the investigation is not 
essential to the approval if 1) no clinical investigation is necessary to support the supplement or 
application in light of previously approved applications (i.e., information other than clinical trials, 
such as bioavailability data, would be sufficient to provide a basis for approval as an ANDA or 
505(b)(2) application because of what is already known about a previously approved product), or 2) 
there are published reports of studies (other than those conducted or sponsored by the applicant) or 
other publicly available data that independently would have been sufficient to support approval of 
the application, without reference to the clinical investigation submitted in the application.

(a) In light of previously approved applications, is a clinical investigation (either conducted 
by the applicant or available from some other source, including the published literature) 
necessary to support approval of the application or supplement?

YES NO 

If "no," state the basis for your conclusion that a clinical trial is not necessary for approval 
AND GO DIRECTLY TO SIGNATURE BLOCK ON PAGE 8:

                                                 
(b) Did the applicant submit a list of published studies relevant to the safety and effectiveness 
of this drug product and a statement that the publicly available data would not independently 
support approval of the application?

YES NO 

(1) If the answer to 2(b) is "yes," do you personally know of any reason to disagree 
with the applicant's conclusion?  If not applicable, answer NO.

YES NO 

     If yes, explain:                                     

                                                        

(2) If the answer to 2(b) is "no," are you aware of published studies not conducted or 

Reference ID: 3424413



Page 5

sponsored by the applicant or other publicly available data that  could independently 
demonstrate the safety and effectiveness of this drug product? 

YES NO 

     If yes, explain:                                         

                                                        

(c) If the answers to (b)(1) and (b)(2) were both "no," identify the clinical investigations 
submitted in the application that are essential to the approval:

                    
Studies comparing two products with the same ingredient(s) are considered to be bioavailability 
studies for the purpose of this section.  

3.  In addition to being essential, investigations must be "new" to support exclusivity.  The agency 
interprets "new clinical investigation" to mean an investigation that 1) has not been relied on by the 
agency to demonstrate the effectiveness of a previously approved drug for any indication and 2) does 
not duplicate the results of another investigation that was relied on by the agency to demonstrate the 
effectiveness of a previously approved drug product, i.e., does not redemonstrate something the 
agency considers to have been demonstrated in an already approved application.  

a) For each investigation identified as "essential to the approval," has the investigation been 
relied on by the agency to demonstrate the effectiveness of a previously approved drug 
product?  (If the investigation was relied on only to support the safety of a previously 
approved drug, answer "no.")

Investigation #1    YES NO 

Investigation #2    YES NO 

If you have answered "yes" for one or more investigations, identify each such investigation 
and the NDA in which each was relied upon:

b) For each investigation identified as "essential to the approval", does the investigation 
duplicate the results of another investigation that was relied on by the agency to support the 
effectiveness of a previously approved drug product?
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Investigation #1 YES NO 

Investigation #2 YES NO 

If you have answered "yes" for one or more investigation, identify the NDA in which a 
similar investigation was relied on:

c) If the answers to 3(a) and 3(b) are no, identify each "new" investigation in the application 
or supplement that is essential to the approval (i.e., the investigations listed in #2(c), less any 
that are not "new"):

4.  To be eligible for exclusivity, a new investigation that is essential to approval must also have 
been conducted or sponsored by the applicant.  An investigation was "conducted or sponsored by" 
the applicant if, before or during the conduct of the investigation, 1) the applicant was the sponsor of 
the IND named in the form FDA 1571 filed with the Agency, or 2) the applicant (or its predecessor 
in interest) provided substantial support for the study.  Ordinarily, substantial support will mean 
providing 50 percent or more of the cost of the study.

a) For each investigation identified in response to question 3(c): if the investigation was 
carried out under an IND, was the applicant identified on the FDA 1571 as the sponsor?

Investigation #1 !
!

IND # YES  !  NO   
!  Explain: 

                          
             

Investigation #2 !
!

IND # YES !  NO   
!  Explain: 

                               
   

                                                            
(b) For each investigation not carried out under an IND or for which the applicant was not 
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identified as the sponsor, did the applicant certify that it or the applicant's predecessor in 
interest provided substantial support for the study?

Investigation #1 !
!

YES !  NO   
Explain: !  Explain: 

   

Investigation #2 !
!

YES   !  NO   
Explain: !  Explain:

   

(c) Notwithstanding an answer of "yes" to (a) or (b), are there other reasons to believe that 
the applicant should not be credited with having "conducted or sponsored" the study?  
(Purchased studies may not be used as the basis for exclusivity.  However, if all rights to the 
drug are purchased (not just studies on the drug), the applicant may be considered to have 
sponsored or conducted the studies sponsored or conducted by its predecessor in interest.)

YES NO 

If yes, explain:  

=================================================================                
                                     
Name of person completing form:  Carol F. Hill, M.S.                   
Title:  Senior Regulatory Health Project Manager
Date:  December 18, 2013

                                                      
Name of Office/Division Director signing form:  Lydia I. Gilbert-McClain, M.D.
Title:  Deputy Director, Division of Pulmonary, Allergy, and Rheumatology Products

Form OGD-011347; Revised 05/10/2004; formatted 2/15/05; removed hidden data 8/22/12
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NDA#204640
Page 4

Version:  07/17/2013

 [505(b)(2) applications]  For each paragraph IV certification, based on the 
questions below, determine whether a 30-month stay of approval is in effect due 
to patent infringement litigation.  

Answer the following questions for each paragraph IV certification:

(1) Have 45 days passed since the patent owner’s receipt of the applicant’s 
notice of certification?

(Note:  The date that the patent owner received the applicant’s notice of 
certification can be determined by checking the application.  The applicant 
is required to amend its 505(b)(2) application to include documentation of 
this date (e.g., copy of return receipt or letter from recipient 
acknowledging its receipt of the notice) (see 21 CFR 314.52(e))).

If “Yes,” skip to question (4) below.  If “No,” continue with question (2).

(2) Has the patent owner (or NDA holder, if it is an exclusive patent licensee) 
submitted a written waiver of its right to file a legal action for patent 
infringement after receiving the applicant’s notice of certification, as 
provided for by 21 CFR 314.107(f)(3)?

If “Yes,” there is no stay of approval based on this certification. Analyze the next 
paragraph IV certification in the application, if any.  If there are no other 
paragraph IV certifications, skip the rest of the patent questions.  

If “No,” continue with question (3).

(3) Has the patent owner, its representative, or the exclusive patent licensee 
filed a lawsuit for patent infringement against the applicant? 

(Note:  This can be determined by confirming whether the Division has 
received a written notice from the (b)(2) applicant (or the patent owner or 
its representative) stating that a legal action was filed within 45 days of 
receipt of its notice of certification.  The applicant is required to notify the 
Division in writing whenever an action has been filed within this 45-day 
period (see 21 CFR 314.107(f)(2))).

If “No,” the patent owner (or NDA holder, if it is an exclusive patent licensee) 
has until the expiration of the 45-day period described in question (1) to waive 
its right to bring a patent infringement action or to bring such an action.  After 
the 45-day period expires, continue with question (4) below.   

(4) Did the patent owner (or NDA holder, if it is an exclusive patent licensee) 
submit a written waiver of its right to file a legal action for patent 
infringement within the 45-day period described in question (1), as 
provided for by 21 CFR 314.107(f)(3)?

If “Yes,” there is no stay of approval based on this certification. Analyze the next 
paragraph IV certification in the application, if any.  If there are no other 
paragraph IV certifications, skip to the next section below (Summary Reviews).  

If “No,” continue with question (5).

  Yes          No        

  Yes          No

  Yes          No

  Yes          No
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Appendix to Action Package Checklist

An NDA or NDA supplemental application is likely to be a 505(b)(2) application if:
(1) It relies on published literature to meet any of the approval requirements, and the applicant does not have a written 

right of reference to the underlying data.   If published literature is cited in the NDA but is not necessary for 
approval, the inclusion of such literature will not, in itself, make the application a 505(b)(2) application.

(2) Or it relies for approval on the Agency's previous findings of safety and efficacy for a listed drug product and the 
applicant does not own or have right to reference the data supporting that approval.

(3) Or it relies on what is "generally known" or "scientifically accepted" about a class of products to support the 
safety or effectiveness of the particular drug for which the applicant is seeking approval.  (Note, however, that this 
does not mean any reference to general information or knowledge (e.g., about disease etiology, support for 
particular endpoints, methods of analysis) causes the application to be a 505(b)(2) application.)

Types of products for which 505(b)(2) applications are likely to be submitted include: fixed-dose combination drug 
products (e.g., heart drug and diuretic (hydrochlorothiazide) combinations); OTC monograph deviations(see 21 CFR 
330.11); new dosage forms; new indications; and, new salts. 

An efficacy supplement can be either a (b)(1) or a (b)(2) regardless of whether the original NDA was a (b)(1) or a (b)(2).
  
An efficacy supplement is a 505(b)(1) supplement if the supplement contains all of the information needed to support the 
approval of the change proposed in the supplement.  For example, if the supplemental application is for a new indication, 
the supplement is a 505(b)(1) if:

(1) The applicant has conducted its own studies to support the new indication (or otherwise owns or has right of 
reference to the data/studies).

(2) And no additional information beyond what is included in the supplement or was embodied in the finding of 
safety and effectiveness for the original application or previously approved supplements is needed to support the 
change.  For example, this would likely be the case with respect to safety considerations if the dose(s) was/were 
the same as (or lower than) the original application.

(3) And all other “criteria” are met (e.g., the applicant owns or has right of reference to the data relied upon for 
approval of the supplement, the application does not rely for approval on published literature based on data to 
which the applicant does not have a right of reference).

An efficacy supplement is a 505(b)(2) supplement if:
(1) Approval of the change proposed in the supplemental application would require data beyond that needed to 

support our previous finding of safety and efficacy in the approval of the original application (or earlier 
supplement), and the applicant has not conducted all of its own studies for approval of the change, or obtained a 
right to reference studies it does not own.   For example, if the change were for a new indication AND a higher 
dose, we would likely require clinical efficacy data and preclinical safety data to approve the higher dose.  If the 
applicant provided the effectiveness data, but had to rely on a different listed drug, or a new aspect of a previously 
cited listed drug, to support the safety of the new dose, the supplement would be a 505(b)(2). 

(2) Or the applicant relies for approval of the supplement on published literature that is based on data that the 
applicant does not own or have a right to reference.  If published literature is cited in the supplement but is not 
necessary for approval, the inclusion of such literature will not, in itself, make the supplement a 505(b)(2) 
supplement.

(3) Or the applicant is relying upon any data they do not own or to which they do not have right of reference. 

If you have questions about whether an application is a 505(b)(1) or 505(b)(2) application, consult with your ODE’s 
ADRA.
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Food and Drug Administration 
Center for Drug Evaluation and Research 
Office of Drug Evaluation II 

 

FACSIMILE TRANSMITTAL SHEET 

 
DATE: December 16, 2013   

To:  Carla English 
 Manager, Regulatory Affairs 

 From: Carol Hill, M.S. 
Sr. Regulatory Health Project Manager 

Company:  JHP Pharmaceuticals, LLC   Division of Pulmonary, Allergy, and 
Rheumatology Drug Products 

E-address: carla.english@jhppharma.com   Fax number: 301-796-9728 

Phone number: 973-658-3530   Phone number: 301-796-2300 

Subject:  NDA 204640 – Labeling Revisions II and PMC Information Request 

Total no. of pages including 
cover:  16 

 

Comments:  Please acknowledge receipt and note that you are requested to provide your 

response on Monday 16, 2013. 
 

Document to be mailed:  YES  xNO 

 

THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED 
AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM 
DISCLOSURE UNDER APPLICABLE LAW. 

If you are not the addressee, or a person authorized to deliver this document to the 
addressee, you are hereby notified that any review, disclosure, dissemination, 
copying, or other action based on the content of this communication is not 
authorized.  If you have received this document in error, please notify us 
immediately by telephone at (301) 796-2300.  Thank you. 
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NDA 204640  
JHP Pharmaceuticals 
Adrenalin 
 
Dear Ms. English: 
 
Your new drug application, NDA 204640 is currently under review.  We have the following 
comments and proposed recommended revisions to the labeling.  We also have additional 
revisions in the attached package insert.  Insertions are underlined and the deletions are in strike-
out.  Be advised that these labeling changes are not necessarily the Agency’s final 
recommendations and that additional labeling changes may be forthcoming.  
 
HIGHLIGHTS (HL) 

1. The length of HL must be one-half page or less unless a waiver has been granted. Revise 
the HL section such that the length does not exceed one-half page or request a waiver. 

2. Each summarized statement or topic in HL must reference the section(s) or subsection(s) 
of the Full Prescribing Information (FPI) that contain more detailed information.  The 
preferred format is the numerical identifier in parenthesis [e.g., (1.1)] at the end of each 
summarized statement or topic.  The reference for Adverse Reactions is “6” where “6.1” 
may be more appropriate. 

3. Include the revision date at the end of the HL. 
 

Table of Contents (TOC) 
4. The section and subsection headings in the TOC must match the section and subsection 

headings in the FPI.  For subsections 1.1, 1.2, 2.1 and 2.2, there is information in 
parentheses following the subheadings in the Full Prescribing Information (FPI) that is 
missing from the TOC. 
 

Full Prescribing Information    
5. The preferred presentation for cross-reverences in the FPI is the section (not subsection) 

heading followed by the numerical identifier.  The entire cross-reverence should be in 
italics and enclosed within brackets.  For example, “[see Warnings and Precautions 
(5.2)]” or “[see Warnings and Precautions (5.2)]”.  Two cross-references in subsection 
6.1 do not italicize “see”; it should be in italics.  Also, in subsection 5.4 (Disease 
Interactions), cross-reference is made to “6” where “6.1” may be more appropriate; 
prescribers should be directed to the most specific numerical identifier 

 

Per your correspondence dated December 6, 2013 to NDA 204200 and cross referenced to NDA 
204640 and as discussed at the teleconference held on December 2, 2013, we request that you 
submit your commitment to conduct a leachable study for the finished product. 

 

2120-1: Conduct a leachable study for the container closure system. 
 

Final Protocol Submission:                                     Completed                                     
Develop and Validate Analytical Methods:            April 2014 
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Update Stability Program and Protocols to 
Reflect Leachable Testing:                                      June 2014 
Final Report Submission:                                        December 2014 

                        

We request that you submit draft labeling incorporating our recommended changes and your 
agreement with the postmarketing commitment above on December 16, 2013.  You may email 
your responses to me at carol.hill@fda.hhs.gov.   Also formally submit your responses to the 
NDA.  If you have any questions, contact Carol F. Hill, Senior Regulatory Health Project 
Manager at 301-796-1226. 

 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
\ 
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DEPARTMENT OF HEALTH & HUMAN SERVICES

Food and Drug Administration
Silver Spring, MD  20993

NDA 204640

PROPRIETARY NAME REQUEST
CONDITIONALLY ACCEPTABLE

JHP Pharmaceuticals, LLC
One Upper Pond Road
Building D, 3rd Floor
Parsippany, NJ  07054

Attention:  Carla English
Manager, Regulatory Affairs

Dear Ms. English:

Please refer to your New Drug Application (NDA) dated March 7, 2012, received 
March 7, 2012, submitted under section 505(b)(2) of the Federal Food, Drug, and Cosmetic Act 
for Epinephrine Injection, USP, 1 mg/mL.

We also refer to your October 23, 2013, correspondence, received October 23, 2013, requesting 
review of your proposed proprietary name, Adrenalin. We have completed our review of the 
proposed proprietary name, Adrenalin, and have concluded that it is acceptable. 

If any of the proposed product characteristics as stated in your October 23, 2013, submission are
altered prior to approval of the marketing application, the proprietary name should be 
resubmitted for review. 

If you have any questions regarding the contents of this letter or any other aspects of the 
proprietary name review process, contact Nichelle Rashid, Safety Regulatory Project Manager in 
the Office of Surveillance and Epidemiology, at (301) 796-3904.  For any other information 
regarding this application contact the Office of New Drugs (OND) Regulatory Project Manager, 
Carol Hill, at (301) 796-1226.  

Sincerely,

{See appended electronic signature page}

Kellie A. Taylor, Pharm.D., MPH
Deputy Director
Office of Medication Error Prevention and Risk Management
Office of Surveillance and Epidemiology
Center for Drug Evaluation and Research
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Food and Drug Administration 
Center for Drug Evaluation and Research 
Office of Drug Evaluation II 

 

FACSIMILE TRANSMITTAL SHEET 

 
DATE: December 4, 2013   

To:  Carla English 
 Manager, Regulatory Affairs 

 From: Carol Hill, M.S. 
Sr. Regulatory Health Project Manager 

Company:  JHP Pharmaceuticals, LLC   Division of Pulmonary, Allergy, and 
Rheumatology Drug Products 

E-address: Carla.english@jhppharma.com   Fax number: 301-796-9728 

Phone number: 973-658-3530   Phone number: 301-796-2300 

Subject:  NDA 204640 – Labeling Comments and Revisions I 

Total no. of pages including 
cover:  15 

 

Comments:  Please acknowledge receipt and note that you are requested to provide your 

response on Monday 9, 2013. 
 

Document to be mailed:  YES  xNO 

 

THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED 
AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM 
DISCLOSURE UNDER APPLICABLE LAW. 

If you are not the addressee, or a person authorized to deliver this document to the 
addressee, you are hereby notified that any review, disclosure, dissemination, 
copying, or other action based on the content of this communication is not 
authorized.  If you have received this document in error, please notify us 
immediately by telephone at (301) 796-2300.  Thank you. 
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NDA 204640  
JHP Pharmaceuticals 
Adrenalin 
 
Dear Ms. English: 
 
Your NDA 204640, is currently under review.  We have the following comments and proposed 
recommended revisions to the labeling.  We also have additional revisions noted in the attached 
package insert.  Insertions are underlined and the deletions are in strike-out.  Be advised that 
these labeling changes are not necessarily the Agency’s final recommendations and that 
additional labeling changes may be forthcoming.  
 

A. General Comments (Container Labels and Carton Labeling) 

1. After the “For Intramuscular or Subcutaneous Use” statement add the “Not for 
Ophthalmic Use” statement in a smaller font as follows: 

 For Intramuscular or Subcutaneous Use 

 Not for Ophthalmic Use 

2. Reverse the order for the statements of concentration as follows: 

 1 mg/mL 

 (30 mg/30 mL) 

 1:1000 

Keep the red background in the same location, so that it will be behind the “1 mg/mL” 
designation. 

B. Container Label-30 mL Vial (All) 

1. The 30 mL vial is a multiple dose vial that must be discarded after 30 days after initial use.  
Include the statement “Discard 30 days after initial use: Discard on _______” (space to 
write in discard date) on the side panel.  If space is needed, consider deleting the “Note-
Do not use the solution if it is colored or cloudy, or if it contains particulate matter” and 
“A sterile solution for intramuscular or subcutaneous use” statements because this 
information is redundant or can be found in the full prescribing information. 

C. Carton Labeling-30 mL (All) 

1. Ensure the lot number and expiration date are printed on the labeling. 

2. Revise, relocate, and bold the “Vial and contents must be discarded 30 days after initial 
use” statement to “Discard 30 days after initial use: Discard on _______” (space to write 
in discard date) on the principal display panel (front and back). 

D. Carton Labeling-30 mL (One Unit Multiple Dose Vial) 

1. Add the “30 mL Multiple Dose Vial” statement to the back panel. 
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We request that you submit draft labeling incorporating our recommended changes by COB 
on December  9, 2013.  You may email your responses to me at carol.hill@fda.hhs.gov.  
Also formally submit your responses to the NDA.  If you have any questions, contact Carol 
F. Hill, Senior Regulatory Health Project Manager at 301-796-1226. 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Food and Drug Administration
Silver Spring MD  20993

NDA 204640

FILING COMMUNICATION –
NO FILING REVIEW ISSUES IDENTIFIED

JHP Pharmaceuticals, LLC
One Upper Pond Road
Building D, 3rd Floor
Parsippany, NJ

Attention: Carla English
                 Manager, Regulatory Affairs

Dear Ms. English:

Please refer to your New Drug Application (NDA) dated August 2, 2013, received August 2, 
2013, pursuant to section 505(b)(2) of the Federal Food, Drug, and Cosmetic Act, for Adrenalin
(epinephrine) Injection, 1 mg/mL (1:1000).

We have completed our filing review and have determined that your application is sufficiently 
complete to permit a substantive review.  Therefore, in accordance with 21 CFR 314.101(a), this 
application is considered filed 60 days after the date we received your application.  The review 
classification for this application is Standard. Therefore, the user fee goal date is June 2, 2014.

We are reviewing your application according to the processes described in the Guidance for 
Review Staff and Industry: Good Review Management Principles and Practices for PDUFA 
Products.  Therefore, we have established internal review timelines as described in the guidance, 
which includes the timeframes for FDA internal milestone meetings (e.g., filing, planning, mid-
cycle, team and wrap-up meetings).  Please be aware that the timelines described in the guidance 
are flexible and subject to change based on workload and other potential review issues (e.g., 
submission of amendments).  We will inform you of any necessary information requests or status 
updates following the milestone meetings or at other times, as needed, during the process.  If 
major deficiencies are not identified during the review, we plan to communicate proposed 
labeling and, if necessary, any postmarketing commitment requests by May 5, 2014.

At this time, we are notifying you that, we have not identified any potential review issues.  
Please note that our filing review is only a preliminary evaluation of the application and is not 
indicative of deficiencies that may be identified during our review.
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PROMOTIONAL MATERIAL

You may request advisory comments on proposed introductory advertising and promotional 
labeling.  Please submit, in triplicate, a detailed cover letter requesting advisory comments (list 
each proposed promotional piece in the cover letter along with the material type and material 
identification code, if applicable), the proposed promotional materials in draft or mock-up form 
with annotated references, and the proposed package insert (PI).  Submit consumer-directed, 
professional-directed, and television advertisement materials separately and send each 
submission to:

Food and Drug Administration 
Center for Drug Evaluation and Research
Office of Prescription Drug Promotion (OPDP)
5901-B Ammendale Road
Beltsville, MD 20705-1266

Do not submit launch materials until you have received our proposed revisions to the package 
insert (PI), and you believe the labeling is close to the final version.  

For more information regarding OPDP submissions, please see 
http://www.fda.gov/AboutFDA/CentersOffices/CDER/ucm090142.htm.  If you have any 
questions, call OPDP at 301-796-1200.

REQUIRED PEDIATRIC ASSESSMENTS

Under the Pediatric Research Equity Act (PREA) (21 U.S.C. 355c), all applications for new 
active ingredients, new indications, new dosage forms, new dosing regimens, or new routes of 
administration are required to contain an assessment of the safety and effectiveness of the 
product for the claimed indication(s) in pediatric patients unless this requirement is waived, 
deferred, or inapplicable.

We acknowledge receipt of your request for a full waiver of pediatric studies for this application.  
Once we have reviewed your request, we will notify you if the full waiver request is denied and a 
pediatric drug development plan is required.

If you have any questions, call Carol F. Hill, Senior Regulatory Health Project Manager, at 
(301) 796-1226.
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Sincerely,

{See appended electronic signature page}

Badrul A. Chowdhury, M.D., Ph.D.
Director
Division of Pulmonary, Allergy, and Rheumatology 
Products
Office of Drug Evaluation II
Center for Drug Evaluation and Research

Reference ID: 3387755
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NDA 204640 

NDA ACKNOWLEDGEMENT 
USER FEES RECEIVED 

JHP Pharmaceuticals LLC 
One Upper Pond Road 
Building D, 3rd Floor 
Parsippany, NJ  07054 
 
Attention: Carla English 
                  Manager, Regulatory Affairs 
 
Dear Ms. English: 
 
Please refer to your new drug application (NDA) submitted pursuant to section 505(b)(2) of the 
Federal Food, Drug and Cosmetic Act for Adrenalin (epinephrine injection) 1 mg/mL. 
 
You were notified in our letter dated September 20, 2012, that your application was not accepted 
for filing due to non-payment of fees.  This is to inform you that the Agency has received all 
required fees and your application has been accepted as of August 2, 2013.  
 
Unless we notify you within 60 days of the above date that the application is not sufficiently 
complete to permit a substantive review, this application will be filed under section 505(b) of the 
Act on October 1, 2013 in accordance with 21 CFR 314.101(a). 
 
You are also responsible for complying with the applicable provisions of sections 402(i) and 
402(j) of the Public Health Service Act (PHS Act) [42 USC §§ 282 (i) and (j)], which was 
amended by Title VIII of the Food and Drug Administration Amendments Act of 2007 
(FDAAA) (Public Law No, 110-85, 121 Stat. 904). 
 
The NDA number cited above should be included at the top of the first page of all submissions to 
this application.  Send all submissions, electronic or paper, including those sent by overnight 
mail or courier, to the following address: 
 

Food and Drug Administration 
Center for Drug Evaluation and Research 
Division of Pulmonary, Allergy, and Rheumatology Products 
5901-B Ammendale Road 
Beltsville, MD 20705-1266 
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If you have any questions, contact Carol F. Hill, Senior Regulatory Health Project Manager, at 
(301) 796-7. 
 

Sincerely, 
 
{See appended electronic signature page} 
 
Ladan Jafari 
Chief, Project Management Staff 
Division of Pulmonary, Allergy, and Rheumatology 
Products 
Office of Drug Evaluation II 
Center for Drug Evaluation and Research 
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When submitting payment for an application fee, include the User Fee I.D. Number, the 
Application number, and a copy of the user fee coversheet (Form 3397) with your 
application fee payment.  When submitting payment for previously unpaid product and 
establishment fees, please include the Invoice Number(s) for the unpaid fees and the 
summary portion of the invoice(s) with your payment.  The FDA P.O. Box number (P.O. 
Box 979107) should be included on any check you submit.  
 
The receipt date for this submission (which begins the review for filability) will be the date the 
review division is notified that payment has been received by the bank. 
 
Please cite the NDA number listed above at the top of the first page of all submissions to this 
application.  Send all submissions, electronic or paper, including those sent by overnight mail or 
courier, to the following address: 
 

Food and Drug Administration 
Center for Drug Evaluation and Research 
Division of Pulmonary, Allergy, and Rheumatology Products 
5901-B Ammendale Road 
Beltsville, MD 20705-1266 

 
If you wish to send payment by wire transfer, or if you have any other user fee questions, please 
call Bev Friedman or Mike Jones at 301-796-3602. 
 
If you have any questions regarding this application, contact Carol F. Hill, Senior Regulatory 
Health Project Manager, at (301) 796-1226. 
 

Sincerely, 
 
{See appended electronic signature page} 
 
Ladan Jafari 
Chief, Project Management Staff 
Division of Pulmonary, Allergy, and 
Rheumatology Products 
Office of Drug Evaluation II 
Center for Drug Evaluation and Research 

Reference ID: 3192202
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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:  September 20, 2012 
 
SUBJECT:  Application History  
 
APPLICATION/DRUG:  NDA 204640/Adrenalin/JHP Pharmaceuticals, Inc. 
 
 
BACKGROUND: 
On March 7, 2012, JHP Pharmaceuticals, Inc. submitted NDA 204200 for Adrenalin 
(epinephrine) injection, 1mg/mL in a 1 mL vial and a 30 mL vial for the proposed indications of 
severe acute anaphylactic reaction and maintenance of mydriasis in cataract surgery.  It was 
determined that the original application should be split because the indications were in two 
different divisions.  Administratively, the application was split into Original 1, Division of 
Pulmonary, Allergy, and Rheumatology Products (DPARP), for severe acute anaphylactic 
reaction and Original 2, Division of Transplant and Ophthalmology Products (DTOP) for 
maintenance of mydriasis in cataract surgery.  DTOP instituted a priority review with a due date 
of September 7, 2012 and DPARP’s review timeline was standard with a due date of January 7, 
2013.  Upon further review, the CMC team determined that the 1 mL and 30 mL vial 
presentations were not quantitatively and qualitatively the same; therefore, per the bundling 
policy, the 30 mL vial had to be separated to a new application, NDA 204640.   
 
The applications and indications are as follows: 
 
NDA 204200 - Original 1, 1 mL - indicated for severe acute anaphylactic reaction 
NDA 204200 - Original 2, 1 mL - indicated for maintenance of mydriasis in cataract surgery 
NDA 204640    30 mL - indicated for severe acute anaphylactic reaction 
 
During a teleconference on July 24, 2012, FDA advised JHP Pharmaceuticals Inc. that the 
Adrenalin 30 mL vial presentation, as filed in NDA 204200, was considered a new NDA (NDA 
204640) and would require the submission of appropriate user fees in order to continue the 
review of the application.  An Information Request/Advice Letter dated August 2, 2012 from the 
FDA provided comments in response to JHP’s email correspondences dated July 26 and 27, 
2012 regarding user fees and a path forward for the 30 mL product so that the Agency could 
proceed with appropriate administrative actions.  JHP informed the Agency in a correspondence 
dated August 22, 2012 that the 30 mL vial product would not be pursued.  Although the 
application would not be pursued, JHP confirmed that they would not withdraw the application 
reserving the right to activate on payment of the appropriate user fees. 

Reference ID: 3192198



 

 

 
Note that the data included in NDA 204200 is identical to those included in  NDA 204640.  
However, due to technical limitations, the data in NDA 204200 could not be copied to NDA 
204640.  Therefore in order to appropriately process NDA 204640, JHP had to submit a letter to 
cross reference NDA 204200. 
Thus, the original receipt and goal dates for NDA 204640 are the same as NDA 204200.   
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