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IQA and Filing Review Cover Sheet

1. NEW DRUG APPLICATION NUMBER: 206627

2. DATES AND GOALS:

Letter Date: April 18, 2014 Submission Received Date :
April 18, 2014

PDUFA Goal Date: October 18, 2014 Granted Priority Review

3. PRODUCT PROPERTIES:

Trade or Proprietary Name: Hysingla ER 
Established or Non-Proprietary 
Name (USAN):

Hydrocodone Bitartrate ER Tablets

Dosage Form: Film-Coated Q24h Tablets

Route of Administration Oral

Strength/Potency 20, 30, 40, 60, 80, 100, 120mg 

Rx/OTC Dispensed: Rx   

INDICATION:

Hysingla ER (HYD) is a once daily, extended release tablet for the management of pain severe 
enough to require daily, around-the-clock, long-term opioid treatment and for which alternative 
treatment options are inadequate.

DRUG SUBSTANCE STRUCTURAL FORMULA:

Hydrocodone Bitartrate MW: 494.50

4,5α-epoxy-3-methoxy-17-methylmorphinan-6-one tartrate (1:1) hydrate (2:5) 

Reference ID: 3520700



ONDQA Initial Quality Assessment (IQA) and Filing Review 
For Pre-Marking Applications

Office of New Drug Quality Assessment (ONDQA) Internal Quality Procedure 5106 Record A
Effective Date: 09/01/2013 Page 2 of 17

4. NAME OF APPLICANT (as indicated on Form 356h):

Purdue Pharma, LP
One Stamford Forum
201 Tressor Blvd
Stamford, CT 06901

5. SUBMISSION PROPERTIES:

Review Priority: Priority Review

Submission Classification 
(Chemical Classification 
Code):

Application Type: 505(b)(2)

Breakthrough Therapy    No

Responsible Organization
(Clinical Division):

DAAAP

6. CONSULTS:

CONSULT YES NO COMMENTS: (list date of request if already sent)
Biometrics X
Clinical Pharmacology X
Establishment Evaluation 
Request (EER)

X EES entered May 21, 2014 by Luz Riviera

Pharmacology/Toxicology X
Methods Validation X
Environmental Assessment X
CDRH X

Other X
Microbiology Consult Sent: April 28, 2014
John Metcalfe is the assigned Micro. Reviewer
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Initial Quality Assessment

Hydrocodone bitartrate is formulated as an ER film-coated, abuse deterrent tablet designed to 
provide sustained analgesia support for 24 hours. This NDA is a 505b2 using Vicoprofen® as the 
reference product.  It has been granted priority status since it is the first hydrocodone drug 
product where Hydrocodone is the single API in an abuse deterrent formulation.  
The tablet strengths are 20mg, 30mg, 40mg, 60mg 80mg, 100mg and 120mg. The proposed 
color coating and description for each is below. The tablets are stored in HDPE bottles with 2 

for moisture control. 
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Parameter Yes No Comment

7.

Are drug substance manufacturing 
sites identified on FDA Form 356h or 
associated continuation sheet?  For 
each site, does the application list:
 Name of facility,
 Full address of facility including 

street, city, state, country 
 FEI number for facility (if previously 

registered with FDA)
 Full name and title, telephone, fax 

number and email for on-site contact 
person. 

 Is the manufacturing responsibility 
and function identified for each 
facility?, and

 DMF number (if applicable)

X
Manufacturing facilities are listed at the 
end of the Review. 

8.

Are drug product manufacturing sites 
identified on FDA Form 356h or 
associated continuation sheet.  For 
each site, does the application list:
 Name of facility,
 Full address of facility including 

street, city, state, country 
 FEI number for facility (if previously 

registered with FDA)
 Full name and title, telephone, fax 

number and email for on-site contact 
person.

 Is the manufacturing responsibility 
and function identified for each 
facility?, and

 DMF number (if applicable)

X
Manufacturing facilities are listed at the 
end of the Review.
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See appended electronic signature page}

NAME :        Julia Pinto, Ph.D. 
CMC-Lead 
Division III
Office of New Drug Quality Assessment
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