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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: January 11, 2017

From: Hitesh Shroff, Ph.D.
Application Technical Lead, Branch V
Division of New Drug Products II
Office of New Drug Products

Through: Moo-Jhong Rhee, Ph.D.
Chief, Branch V
Division of New Drug Products II
Office of New Drug Products

To: CMC Review #1 of NDA 208745
Subject: Final Recommendation for NDA 208745

At the time when the CMC Review #1 was completed on October 6, 2016, it had
noted the following pending issues:

» The label/labeling issues were not resolved.
» Final “Acceptable” recommendation from the Office of Process and Facilities
was not issued.

Because of these deficiencies, the NDA was not recommended for approval from the OPQ
perspective.

On October 11, 2016, the applicant submitted revised labeling. The CMC sections of the
labeling were reviewed and found acceptable (Attachment -1).

On December 5, 2016, the Office of Process and Facilities issued the overall “Approval”
recommendation for the facilities involved in this NDA (Attachment — 2).

Recommendation;
This NDA 1s now recommended for Approval from the OPQ perspective.

Application Technical Lead’s Assessment and Signature

The NDA 1s recommended for Approval from quality perspective.

Digitally signed by Hitesh N.

HiteS.h ShIOﬂ: Ph—D H i te S h g;‘l’:oijS. 0=US. Government|
Application Technical Lead, Branch V T s o

Division of New Drue Products 1T C .. ~£L 00348333 cn=Hitesh N. Shrof|

DOCKET

A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Attachment 1:

Labeling:
Memorandum DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION
CENTER FOR DRUG EVALUATION AND RESEARCH
Date: Octaober 18, 2016
From: Moo-Jhong Rhee, Ph.D. . Y gy
Chief, Branch V Moojhong &t
Division of New Drug Products II Rhee -S D a8 e 0
Office of New drug Products
To: Labeling Review #1 of NDA 208745
Subject: Final Recommendation

The Labeling review #1 has noted the following two pending issues:

1. Manufacturer information [e.g., name and location of business (street address, city, state
and zip code)] is required in labeling and should be located after section 17, Patient
counseling mformation

2. “Do not remove the desiccant packet from the bottle” should be added in section
16, How Supplied/Storage and Handling.

And because of these deficiencies, in the Labeling Review #1, this NDA was not
recommended for approval from the labeling perspective.

On October 11, 2016, the applicant amended the labeling and the above 1ssues are
satisfactonily resolved (see the Attachment).

Recommendation:

This NDA 1s now recommended for approval from the labeling perspective.
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Attachment:
16 HOW SUPPLIED/STORAGE AND HANDLING
TRULANCE tablets are packaged in an alumimm foil unit dose blister pack of 30 in a child-resistant pack orma

white, opaque, lugh-density polyethylene round bottle with a screw-top polypropylene child-resistant cap and heat-
activated induction seal. Each bottle contamer-closure system also contains a desiccant and a polyester coil.

TRULANCE 3 mg tablets are white to off-white, plain and round. debossed with “SP” on one side and “3" for 3 mg on

the other side and supplied as:
NDC Number Size
70194-203-30 Bottle of 30
70194-003-30 Ahunum foil unit dose blister pack of 30 m a chuld-resistant pack

Store at room temperature, 20 to 25°C (68 to 77°F); excursions permutted to 15 to 30°C (59 to 86°F) [see USP
Controlled Room Temperature].

Keep TRULANCE in a dryplace. Protect from moisture. For bottles, keep TRULANCE in the original bottle. Do not
remove desiccant from the bottle. Do not subdivide or repackage

PATIENT COUNSELING INFORMATION
Advise the patient to read the FDA-approved patient labeling (Medication Guide)

Adwvise Patients:

Diarrhea
e To stop TRULANCE and contact their healthcare provider if they experience severe diarrhea [[sae Warnings and
Precautions (5.2)]]

Accidental Ingestion

e Accidental mgestion of TRULANCE in children, especially in children less than 6 years of age, may result in
severe diarrhea and dehydration Instruct patients to take steps to store TRULANCE securely and out of reach of
children and to dispose of umuised TRULANCE [see Conramdications (4), Warnings and Precautions [®95 2)].

e To take TRULANCE once daily with or without food [see Dosage and Administration (2)].

e Ifadose is missed, skip the missed dose and take the next dose at the regular ime. Do not take two doses at the
same time

¢  To swallow TRULANCE tablets whole

e  Ifadult patents hx%mowmgchﬁculus. TRULANCE tablets can be crushed and admimstered orally in either
applesauce or with ter or adnumstered with water via a nasogastnc or gastnc feeding tube, as descnbed
in the Medication Gude.

e  Tokeep TRULANCE ina dry place. Protect from moisture. For bottles, keep TRULANCE in the original bottle.
Do not remove desiccant from the bottle. Do not subdivide or repackage. Remove and discard polyester coil after
opening Keep bottles closed tightly [see How Supplied/Storage and ling (16)].

TRULANCE™is a trademark of Synergy Pharmaceuticals Inc.
Manufactured for:

Synergy Pharmaceuticals Inc.
420 Lexington Avenue, Suite 2012

IBOCKET

L A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Attachment 2:

Facilities:

NDA/BLA > NDA 208745

NDA-208745-ORIG-1 Request More Access | Project Actions
o R Status Condon Panned Completon  Percent Complete.
Current At Risk  Jan 27, 2017 88.1%

Project Summary Project Details Application Life Cycle Application History Inspection View Tasks Submission Facility Status View I

As of Jan 11, 2017 9:49 am GMT

Submission Overall Manufacturing Facility Status

Oversll States € L Sobiabwios Sty Project Name

Approve a0 Penfios NDA-208 145 ORIG-Y

Factliny Stares Completion Date  Preject Name ] DUNS  Factiy [D Factiy Name Pradle Code An
Approve Facility 22206 FEN
Appreve Fachiiny 1922015 FEN
No Vurther Evalustion 1022016 DA ; CTLCONTROL TESTING LARORATOR . PEN
Apjueve Faclliny 10272016 NDA-208° CTL CONTROL TESTING LABORATOR . FEN
Apjweve Faciliry 10272016 DA je CTLCONTROL TESTING LABORATOR . FEN
Appeeve Faciliny 10272016 X CTL CONTROL TESTING L ABORATOR . FEN
Appweve Faclliry 1022016 FEN
Appreve Fuctiiry 10022016 . PEX
Cancelled w006 . PEN
Appreve Faciliey 2006 FEN
Appreve Faciliry 20 VEN
Coancelled 132006 CTX CONTROL TESTING LARORATOR . PEN
Cancelled 2152016 CTX CONTROL TESTING LABORATOR .. PEN
Cancelied 2182016 PEN
Cancelled 222006 CTLCONTROL TESTING LADORATOR... PEN
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