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A PHASE 1 DOSE-ESCALATION STUDY OF THE ﬁtﬂmlmmﬂlﬂllecs
OF A HUMAN MONOCLONAL ANTIBODY, C-HIVMAB075-00-AB

(VRC07-523LS), ADM[NISTERED‘INTRAWNOUSLY OR SUBCUTANEQUSLY TO \
HEALTHY ADULTS

Study Product Provided by
Vaccine Research Center/NIAID/NIH, Bethesda, MD

Clinical Trial Sponsored by:
[National Institute of Allergy and Infectious Diseases (NIATD) |
Vaccine Research Center (VRC)
Bethesda, Maryland
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CLINICAL TRIAL PROTOCOL

A Phase I1, Randomized, Double-blind, Placebo-controlled Study to Evaluate
the Safety and Efficacy of TJ301 (FE 999301) Administered Intr ly in
Patients with Active Uleerative Colitis

Protocol Number: CTI3UC201

lavestigational Medichnal Prodiaet:  TI301 (solution fer snjection), also refersed i 28 FE
999301 and Olamkicept

ladication: Active Uleerative Colitis
Fhase: 2
Investigators: Mubticenter, imernationsl, seross Mainland China,

Taiwan, Republic of Korea and Australia

Coordinating Investigator Prof. Dr. Minhu Chery
Chair, Department of Gastroenterology and Hepstology
Vice Pressdent
The Fira Affiliated Hospital, Sun Yat-sen University
5% Zhongshan Road, Gusngrhow, China

Expert committee Prof. D Seefan Schretber
Inmstatute for Clinical Molecular Biology University Hospital
Schleswag-Holstemn
Schattenhelmsirasse 12, 24105 Kiel, Germany

Name and Address of Sponsor: Leading Bropharm Limited
Sponser Contact:
Ym Liu
Suite 802, OmniVisson Park West Tower
§% Shanghe Road, Pudong, Shanghai 201210, China
Tel: + 86 1350178 1723

GCP Statement: This trisl will be performed in compliance with GCP,

The mformation is this document & coafidential and is proprctary to Lesding Biopbarm Limised. It is enderstood that
d in this shall not ks disclosed to sy shird party, in any foms, withest pror written cossent of an
swhorised officer of Leading Biopharm Limited.
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Dite: 16 May 2017
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CLINICAL TRIAL PROTOCOL
A Phase 11, Randomized, Double-blind, Placebo-controlled Study to Evaluate

the Safety and Efficacy of TJ301 (FE 999301) Administered Intravenously in
Patients with Active Uleerative Colitis

Protocol Number: CTIIUC201

Investigational Medicinal Product:  TI301 (solution fer injection], also seferred t as FE
999301 and Olankicept

Indication: Active Ulcerative Colitis

Phase: 2

Expert committee Frof. Dr. Stefun Schreiber
Institute for Clinical Moleculas Biology University Hospital
Sehleswig Holsicin
Schitieahelmstrasse 12, 24105 Kiel, Gemmany

Name and Address of Sponsor: Leading Biopharn Lisnited
Spomsor Contact:
Yin Lin
Suite 802, OwmaiVision Park West Tower
8% Shangke Road, Pudong, Shanghai 201210, China
Tel: + 36 135 0178 1723
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VYASA AXON ~ Ask a question,

Questions View -

what adverse effects are ®
associated with quanapril?

Data Providers: User Data, Vyasa Demo Instance, ar

P e —

X Q

Search results for: cough

1 Answer Total

View in CODEx [

Graph Properties

cough

Of twenty-five patients with mild to
moderate hypertension, recruited and
managed in the community, seventeen
responded fully to, and completed a
randomised cross-over study of, captopril
(ceiling dose 100 mg) compared with
lisinopril (ceiling dose 40 mg) both given as
asingle daily dose. Mean supine and
standing blood pressures measured at the
end of the dose interval were significantly
reduced compared to placebo by both
compounds at three and six weeks.
However, a consistent, significant increase
in blood pressure occurred between three
and six weeks in both arms of the study
despite good and unchanged compliance
with a fixed dose of each medication. Both
captopril and lisinopril were well
tolerated. Drug-related cough was the
principal adverse effect.
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SEND: Standard for Exchange of Nonclinical Data

* SENDI|LCDISCDOSDTM % JERGEREER A (T ICKE L 7= D TT

(CDISC: Clinical Data Interchange Standards Consortium)
(SEND: Study Data Tabulation Model)
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Mo EET—X 74—~y P CRIETAEEST — X
74—~y bEBEELET

° FDACDER~NDEEHFEMICEFINIIERET — &I
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<y MDD BEL Y X L7
(CDER: Center for Drug Evaluation and Research)
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(CBER: Center for Biologics Evaluation and Research)
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