SP-304: STIMULATION OF INTRACELLULAR ¢GMP SYNTHESIS IN T84 CELLS

Study Number: SP-PH-001
Test Article: SP-304
Author: Kunwar Shailubhai

Senior Vice President, Discovery
Synergy Pharmaceuticals, Inc.

Study Dates: September 2001 to November 2001

Testing Facility: R&D Center, Synergy Pharmaceuticals, Inc., Norristown, PA
Final Report Date: February 15,2008

Source Data: Synergy Pharmaceuticals Lab Notebook # 2; Pages: 70-91

Dr. Surendra Dheer

Synergy Pharmaceuticals, Inc.
420 Lexington Ave. - Suite 1609
New York, NY 10170

Cenfidentiality Statement
This document is the property of Synergy Pharmaceuticals Inc., and is confidential and proprietary. This

information contained herein is believed to be accurate and complete as of the date of preparation. The contents
may not be used in regulatory submissions without the expressed consent of Synergy Pharmaceuticals Inc.

HIGHLY CONFIDENTIAL INFORMATION TRULO0O018203

DOCKET

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



https://www.docketalarm.com/

Synergy Pharmaceuticals Inc. Study No. SP-PH-001 Page 2

TABLE OF CONTENTS
SIGNATURE PAGE ..ottt st et st eb et ra et e eb e st 3
LIST OF TABLES .. e e ettt etee e et e st e e e stbe e s st ee st seeesen seees aeebbeeeens sarees 4
LIST OF FIGURES ... ettt ettt sttt sh bttt s etcetese e s esebeeeans e seeenenns sebenes 5
LIST OF ABBREVIATIONS ...ttt ettt s st e e e et e e enae e e e e e ennaeeeenee 6
Lo ABSTRACT .ttt et e et et bbb s e e b e en bt s 7
2. OBJIECTIVE Lo ettt ettt st e e e eab e e e ebbe e e s e s n e s ennee s 8
3. MATERIALS AND METHODS .. ..ottt sttt s seetesesne s eeeeenesne s seeseesenss s esesaennes 8
Bl Cll LINES ettt et e e e 8
3.2 Chemicals and REAZENTS.....civiiiiiiiiiiiiei ettt er et sre e 8
3.3 TS MALCIIALS .ottt et e et e r e en e eneen 8
33 cGMP StMUIAtION ASSAY ..cviiiiiiiiieiiit et e e e 9
4. RESULTS Lo ettt b et e st eh e et st cene e b e 9
4.1 Stimulation of cGMP Synthesis by SP-304, Uroguanylin, and Related Peptides................ 9
S. CONCLUSION ...ttt et et ee e era e et ees +ebteesrbeee s b bt ee e eanebeeaseees beerseeeen sees 11
6. REFERENCES ...ttt ettt ettt es e eh b e ettt sttt eb et et seente e entes 12
CONFIDENTIAL
HIGHLY CONFIDENTIAL INFORMATION TRULOOO18204

DOCKET

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



https://www.docketalarm.com/

Synergy Pharmaceuticals Inc. Study Ne. SP-PH-001 Page 3

EFFECTS OF SP-304 IN THE T84 CELL ¢GMP STIMULATION BIOASSAY
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