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Guidance to use Saudi Saudi Food & Drug Authority
Clinical Trail Registry (SCTR)

[Log In]
ﬁ Visit SCTR webpage.

7[ SCTR sauntcLNCAL TRIAL REGISTRY

http://sctr.sfda.gov.sa/

@ Log in SCTR using your

Username & Password.

| Welcome to Clinical Trial Authorization Portal @—
@ The frst sen i setfgup 2 Clcal Tris i to develp an cute profocol o cisbe e | USer Name |
- If you don’t have a bei. cetale of the tial, The cutine pratacol may then be used when dlcussing te il wit
username please Create  [0tErfil Tl partners and the sl Sooner, & Clinkal Trial protocal should be viriten oy o
a new account. according 10 Good Clinical Practie (GCF) standards, For quidance please refr to: S0P :

Prtacol content and format i meet ICH-GCP standard

=> if forget your password
getyourp - (reate new account?

use (forgot your

password ) button \9)

- Forgot your password?
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.-. e tligndd Lgan ,;\50
7[ SCTR SAUDI CLINICAL TRIAL REGISTRY s

[ | MyPaofle | Logout

0 click on this button

to create a new

2 g0 peadl sl ly

phase VI
application. Dashboard [ETViRUTIM Reports | Support

p—

' :

(3uga) Lahydf Al 1

| tapications ‘ Create Phase 1,23 Application | Create Phase 4 Application
Search Tem: Phase: Status; From: To;
|- oot v| [-Gelet- v A A [ritrLst]
Anplication # Arplication Type Submission Date Applicant Shudy Title Paid  Appairiment Status
Fifat Previaus 1 et Las!
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Guidance to use Saudi

Clinical Trail Registry (SCTR)

This page divided into three
sections:

0 APPLICATION HEADER:
where important information
about the application is
displayed.

@ ACTION BUTTONS:
where actions can be
performed (save draft, delete
or submit application).

9 APPLICATION FORMS:
detailed information of the
application through three
different forms as following:
e Study Identification.
e Trial Summary.
e Sponsor Information.

Version 2.0 - 10/10/2012

Dashboard

Applications

Anplication# ; 12093003

Applicant;
Application Status: Draft
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Reports | Support

!
o

7[ SCTR SAUDI CLINICAL TRIAL REGISTRY

2

| MyProfle | Logout

Reviewer Recommendation.
[ Sae Draft ] [ [elete Applicatinn]

Submit Application

0
?
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PART 1: STUDY IDENTIFICATION
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Guidance to use Saudi

Clinical Trail Registry (SCTR)

oThe (*) beside a field

indicates that this is a
mandatory field, i.e. the
application cannot be saved
without entering
information required in this
field.

9 start fill up all

information’s that
mandatory to be field.

In “Part 1” there are six
fields as following :

Scientific Title

Public Title

Protocol Information
Type of the study
Therapeutic Area
Disease Name

O hHsh WNER

Version 2.0 - 10/10/2012

Part 1.

Part 2

Part 3
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PART 1: STUDY IDENTIFICATION

11 Scentifc Titl g

1.2 Public Title

1.3.1 Protocal Information

1.3.2  Other Identification

Page |5

Arabic *

Eriglishy *

Protocal Number *

Protocol Date *

Nurmber

Date

>
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Guidance to use Saudi
Clinical Trail Registry (SCTR)

Continued to complete
the requested data.

Then Press On “Next”
Button To Move to next

part (Part 2).

Version 2.0 - 10/10/2012

1.3.2

14.1

14.2

1.5

1.6
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Other Identification

Murnber

Date
Type of the study *
Study Design
Therapeutic Area *
Disease Name *
Page |6

O Interventional
O Non-Interventional

Ocase repart

O Case cantrol

O Cohart studies
O 0ther, Specify ;

(O Cross sectional
O Case series
O SLrvey
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Guidance to use Saudi
Clinical Trail Registry (SCTR)

Continued to complete Part 1:

the requested data.
Part 2

0 Select the condition ~ Part3
of the subject, are
they healthy,
patient or both.

gAre volunteers

affected by external
factors which may
force them to
participate in the
clinical trial.

gls the drug register
on Saudi drug
registration system
(SDR) .

Version 2.0 - 10/10/2012
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PART 2: TRIAL SUMMARY

& Prey

1 Nt

211 Inwelves *

O Heathy Valunteers
Oatients
O Bath Heatthy Volunteers and Patients

i

(?

212 Does it Tvalve Oves Ona
Vulterable VOLteers ?  f yac cogfy
22 Hlinding * O singleBind
O Doute-Bind
Oopendabel
Oother
23 Randaisation * ORandorised
Ononandomised
24 Drug MName *
Registration No, *
25 Stheduguseforthe  ()yg
e
indfication and dose * Oto
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Guidance to use Saudi
Clinical Trail Registry (SCTR)

Continued to complete the
requested data.

0 Select the type of drugs

that used in clinical trial

in addition to the study

drug such as:
Placebo( drug with
inactive substance)
Comparator drug(An
investigational or
marketed drug used as a
reference in a clinical
trial).
Concomitant drug (any
drug taken at the same
time with the drug
study during the study
period)

g write in the text box the

inclusion /exclusion
criteria the press on (add)
button.

Version 2.0 - 10/10/2012

2.6

2.8

2.9

doallg Jdanll dqlall duall
Saudi Food & Drug Authority

x

1

Concurrent use ¥

lC}The Trials Imwolves Concurrent uze of:

Placeba

Zormparator Drug

Zomcornitant Crag
DNDt Applicable

Mo, of Comparator
Drugls) Used:

Mo, of Concomitant
Drugls) Used:

Location of Trial
Centras *

Mo, of Trial Centres in

ESa *

Planned Mo, of Trial
Subjects in KSA *F

C}Only KSa,

DKSF‘. F International, Sepcify:

Inclusion f Exclusion
Criteria *

Add

# Inclusion Criteria

Add

# Exclusion Criteria
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Guidance to use Saudi
Clinical Trail Registry (SCTR)

Fecruitrient status #

Continued to complete the 2.13

Dyltall liled) 23 2 el

Version 2.0 - 10/10/2012

Page |9

requested data. :
2.14 Iz there a Data Safeby {-:,}‘l‘es 0
\ Manitoring (MR £5 st
0 g ¢ Cormrnittes far this {:}ND e dﬁ e el
The Data and Safety Sz Tl pud @udl el yalt
Monitoring Board 2.15 Source of monetary or L,Jaﬂ_g QUL_..J‘ &)Lu_g
: rnakerial -
(DSMB) is An support of the trial * JL“E!‘ Laf (“""\'U ‘;'tf'-"aﬁ:'
independent data-

. . . . . i * B . W b
monitoring committee 215.1 Major source I:lFundlng agency: Lede oot 3T Laalyult
that may be established [campany:
by the sponsor to assess EFD'—'”da“W g
at intervals the progress DHDSF‘“&" @ B Glagleall o
of a clinical trial, the DI”T:'t“t'DI”’ Al Al J oS 5 40

Other, iy
safety data, and the e please specify
critical efﬁcacy 2132 Ve el el Cmaterial support:
endpoints, and to DMDnetarily suppork:
recommend to the Clother, please specify:
sponsor whether to 2.15.3 Other sources and
continue, modify, or types of aid
stop a trial. 2.16 Objective and
Significance of Clinical
g Trial *
. . -
These information’s can °
be found in the StUdy 217 \J Primary Cutcomels) *
protocol .
2.18 Secondary Cutcornels)
*
O Pray > Mext
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Guidance to use Saudi
Clinical Trail Registry (SCTR)

Continued to complete
the requested
data.

0 Part (3) is the last

part.

@click on “add”

button then you
will see this box .

Write done all the
information that
related to the
sponsor.

Version 2.0 - 10/10/2012
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° | PART 3: SPONSORS INFORMATION €L Prey

Part 1:

E—_ List of Sponsars Information

ar Please mote that ary changes yau will make ko this lisk will be autamatically saved and cannot be undondgey @
g clickirg the '‘Cancel Changes' buttan,

telephione Ma, Registration Mo,

Previous

I Compary Mame Cresigniation

First Hext Last

Adding New Sponsors Information

®
F
3.1 Mame * | 1
3.2 Address ¥
£
3.3 Telephone Mo, * | |
3.4 Fax Mumber | | i
3.9 Marme of Contact Person * For Scientific | |
For Public | |
3.6 Designation *
3.7 Telephone Mo, * For Scientific | |
For Public | |
2.8 E-mail address * Faor Scientific | | N
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