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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 Clinica Trial Autharization Portal 00—
@ 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 e)'

- Forgot your password?
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Clinical Trail Registry (SCTR)

0 click on this button

to create a new

phase LiL,lII
application. DEEIIE M Applications |EGIES

p—

i

Support

SCTR sauDI CLNICAL TRIAL REGISTRY
[ | MyPaofle | Logout

o

(SCTR) A pmad) s )

O clign o5 93 anﬁ

2 Ly e il yully

PERCIRPETY [RIESNY

. GGugas) AN

Create Phase 4 Application

I»’-\pplicatiuns ‘CreatePhase1,2,3Application |
Search Tem: Phase: Status; From: To;

|- oot v| [-Gelet- v A A [ritrLst]
Anplication # Arplication Type Submission Date Applicant Shudy Title Paid  Appairiment
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Guidance to use Saudi

Clinical Trail Registry (SCTR)

This page divided into three
sections:

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

@ ACTION BUTTONS:
where actions can be
performed.

@ APPLICATION FORMS:

detailed information of the
application through seven
different forms that can be
navigated through the [Next]
and [Pre] buttons available on
the right top of the section.

Version 2.0 - 10/10/2012

DEEGGEN S 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

2 Nleut
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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 @

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 tross sectional
O Case contral (O Case series

O cohart studies O survey

O 0ther, Specify ;
----------- Please Select vmmems @

2 Mext
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Guidance to use Saudi
Clinical Trail Registry (SCTR)

Continued to complete
the requested data.

0 Select the condition

of the subject, are
they healthy,
patient or both.

gAre volunteers who

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

Version 2.0 - 10/10/2012
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Application# : DRAFT /1110

Applicant: ahmad

[ Save Drat ‘ [ Delete Application |

Status:  Draft
Paid:  No Submit Application |
- Part 1: TRIAL SUMMARY e e
Identificatire 191 Involves* (" Healthy Volunteers
; ; } () patients
ummary (' Both Healthy Volunteers and Patients
Part 2
ei 1.9.2  does i Involves vuherable volunteers? () vag () o
Part 3 ) if yes speciy :
Part 4
e 1.10 Binding * '.Z.Z‘Single-Elind
) Double-Blind
Part 6 ( Open-Label
() Other
Part 7
1.11  Randomisation * (") Randomised
) Non-Randormised
112 Concurrent use * () The Triaks Involves Concurrent use of:
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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:

e Placebo( drug with
inactive substance)

e Comparator drug(An
investigational or
marketed drug used as a
reference in a clinical
trial).

e Concomitant drug (any
drug taken at the same
time with the study
drug 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

dgallg Jdanll &elall duamll ®
Saudi Food & Drug Authority 7(

Part f

Randomisation *

() Randomised
_ Non-Randomised

O—

Concurrent use *

_ The Trials Involves Concurrent use of:
Placebo
Comparator Drug
Concomitznt Drug

(") Not Applicable
1.13  No. of Study Drug(s) Used *
1.14  No. of Comparator Drug(s) Used:
1.15  No. of Concomitant Drug(s) Used:
1.16  Location of Trial Cantres * ©) Only KSA

1.18

Nao. of Trial Centres in KSA *

Planned No. of Trial Subjects in KSA *

() KAS / International, Sepcify:

0—

Inclusion | Exclusion Criteria *

Add dd

# Inclusion Criteria # Exdusion Criteria

1.20

Duration of Study in KSA *

Page
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Planned Start Date:

[

Planned End Date:
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Guidance to use Saudi Saud: Food & Drug Auihoriry et aUAS aladi gald ) Al
Clinical Trail Registry (SCTR) (SCTR) A mad) il Al
Continued to complete the 1.20  Duration of Study in KSA * Planned Start Date: ﬁ Z.s tatl QLL..J\ ;9. - % |
requeSted data. Pfanned End Date: b
0 1.21 Recuitment status® Ploase Select —— B O pus - il e
The Data and Safety ease Selec U35 o Byl el 3
Monitoring Board S : ¢ - '
<_ c 5 There 3 U3 dlg Cnizorn " a4 el b b
(DSMB) is An @ Committee for this study? * ? s ;25 g'l""'ﬁ @ biked) Ladlawg duyldl
independent data- Jhesshy Ll pelall ailusgs
monitoring committee gl SR FWEREWAY
that may be established _ _
by the sponsor to assess L T [l Funding agency: _
at intervals the progress I Company: , . . @
. . . i @ gl Clagleall oda
of a clinical trial, the g , i Al JoS 58
safety data, and the Founezer - Al Ao
critical efficacy Dlbospiat
endpoints, and to [ instution:
recommend to the [ other, please specify:

sponsor whether to

. . 1.23.2 Type of zid *
continue, modify or stop ”

[ aterial support:

a trial. [l Monetariy support:
g [ other, please specify:

These information can 1.23.3 Other sources and types of aid

be found in the study o p—

pl’OtOCOl. \J 1.24  Objective and Significance of Clinical Trial *
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Guidance to use Saudi

Clinical Trail Registry (SCTR)

Continued to complete
the requested
data.

0 Part (2) is main

study drug.

@click on “add”

button then you
will see this box .

Fill all the required

information.

= Note:

If there is more than
one drug you must fill
this box for each drug
according to the
number of drugs
entered in (1.13)

Version 2.0 - 10/10/2012
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Part 1:

2

Part 2: Study Drug(S) to be Investigated
e count of the items you add to the list must matches the number you entered inffield 1,13 (21)

Please note that any changes you will make to this list will be automatically saved afld cannot be undone by dicking the 'Cancel Changes' button,

TIdentification

Summary
Part 2
Part 3
Part 4
Part 5

Part 6

List of Study Drugs

Drug ID Generic Name Brand Name

First Previous 1

Pharmalogical Class

Next

L Prev > Nex’

7
©

Registration #

Last

i i * =
2.1 Is the drug registered in SFDA ~ wes, Registeration No
) Mo, but it's registered in:
LI FDA
EMA
Others, Please specify
0 unregistered anywhere
2.2 Actiwe Ingredient / Generic Mame or any code
designation &
2.3 Brand Mame (if any?)} = =) Mot applicable
) wes
2.4 Study Drug Administration Schedule * &

) single-Dose

0 Multiple-Dose

State Treatment Period:

Days | Weaeks

Years

Continue treatment until disease progression or
unmanageable toxicity

Describe if necessary:

i cyclical-Dose

State Treatment Period:

Days | wWaeaks

Years

Continue treatment until disease progression or

Page |10
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Guidance to use Saudi

Clinical Trail Registry (SCTR)

Continued to complete
the requested
data.

0 Part (3) is

comparator drug
(if applicable)

gclick on “add”

button then you
will see this box .

Fill all the required
information.

= Note:

If there is more than
one drug you must fill
this box for each drug
according to the
number of drugs
entered in (1.14)

Version 2.0 - 10/10/2012
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Application= : DRAFT /1110

Applicant: ahmad
Status: Draft
Paid: No

| Save Draft | | Delete

Submit Application

Part 1:

Identification

Summary
List of Comparator Drugs

Part 2

Part 3

Part 4

Part S

Part 6

Part 7

Part 3: Comparator Drug(s) to be used in
Clinical Trial
The count of the items you add to the list must matches the number you entered fh field 1. 13 (1)

me Pharmalogical Class

€€ Prev

Comparator Drug

>> Mext

2 ca
d canmot be undone by dlicking the ‘Cancel Changes button,

+ Add

3.4 Dosage Form ™

3.5 Strength / Units *

3.6 Route of Administration *

3.7 Pharmacological Class =

3.8 Is the drug registered in SFDA *

Page

@ Yes

——————— Please Select ———[ x|
—————— Please Select ——[=]
——————— Please Select —— =

) Yes, Registeration No.:
) Mo, but it's registered in:
|FDA
| EMA
| Others, Please specify

) unregistered anywhere

BT T

|11

m
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Guidance to use Saudi

Clinical Trail Registry (SCTR)

Continued to complete
the requested
data.

0 Part (4) is

comparator drug
(if applicable)

@click on “add”

button then you
will see this box .

Fill all the required
information.

=> Note:

If there is more than
one drug you must fill
this box for each drug
according to the
number of drugs
entered in (1.15)

Version 2.0 - 10/10/2012
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Application® : DRAFT /1119

Applicant: ahmad

Status:
Paid:

Part 1:

Identification

Summary

Part 2

Part 3

Part 4

Part 5

Part 6

Part 7

Draft
No

[ save Drant | [ Delete Appiication |

Submit Application

<< Frev

List of Concomitant Drugs

Drug ID Generic Name Brand Mame

N Part 4: Concomitant Drug(s) to be used in
Clinical Trial
The count of the items vou add to the list must matches the number you entered fin field 1.15 (1)
N cannot b

Pharmalogical Class

1 =

Concomitant Drug

D> Mext

e undene by dicking the ‘Cancel Changes’ button.

+ Add

o

d“.n.uﬂ {aw {.\Hﬁuﬁf QJMJ?‘ d..,dﬁ\

Dosage Form *

Strength / Units =

Route of Administration *
Pharmacological Class *

Is the drug registered in SFDA =

Page |12

=) Yes

7 Yes, Registeration No.:

) Mo, but it's registered in:

FDwoy
EMA
Others, Please specify

) unregistered anywhere

BT BT
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Guidance to use Saudi
Clinical Trail Registry (SCTR)

Continued to complete
the requested data.

0 Part (5) is local Trial

centers, Principle
investigators and
IRB/EC

@click on “add”

button then you will
see this box .Fill all
the required
information.

Version 2.0 - 10/10/2012
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Application# : DRAFT /1119

S :
;;pms: = Draft [_save Drant |_Delete Application |
e

=
art 1: Part 5: Information on local Trial Center(s)

€€ Prev 33 Next

Principal investigator(s) and responsible
Identific EC/IRB
The count of the items you add to the list must matches the number you entered in field 1.17[3)
e undone by dicking the ‘Cancel Changes' button.

Part 2 List of Information on local Trial Center(s) Principal investigator(s) and responsible EC/IRS:

Part =

ID  Trial Centre No. Trial Centre Principal Investigator Commission No. Qualified Area(s)
Part 4

1
Parts

Part 6

+ Add
part7 e

(s) and responsible EC/IRB

5.6.2 Department *

5.6.3 Address of Practice *

5.7 Designation =

5.8 Telephone Mumber *

59 Fax Number *

5.10 E-mail Address =

5.11 Address of Trial Centre -
({if different from abowve Listed Place of Practice)

m

5.12 Planned No. of Trial Subjects =

5.13 Name of IRB Responsible for the Review,
Approval, and Monitoring of the study *

BT T

Page |13
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Guidance to use Saudi
Clinical Trail Registry (SCTR)

Continued to complete the
requested data.

0 Part (6) is CRO or

CTMC (if applicable)

@click on “add” button

then you will see this
box .

Fill all the required
information.

doallg dAanll delnll Aumll o2
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Application# : DRAFT /1119

Applicant: ahmad

Status:
Paid:

0—

Identification
PART 6: INFORMATION ON LOCAL CRO or CTMC
Summary
Part2 D Company Name Company Address Telephone No. Fax No.
Part 3 1
Part4

Draft
No

 save Drat | | Delete Application |

Submit Application

Part 6: Information on local CRO or CTMC € Pre » Next
Please note that any changes you will make to this list will be automatically saved and cannot be undonf§ by clicking the 'Cancel Changes' button.

T
o

6.2

6.3

6.4

6.5

6.6

Company Address *

Telephone MNo. *

Fax Number *

Please list The Types of Services Engaged and
Provide the Following Information =

15 the Local CRO also the Local Sponsor for
this Clinical Trial? *

[T Monitering [l project M it [ pata ent
[T Laboratory [Z] Others, specify:

) Yes

' No

BT BT

Page |14
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Guidance to use Saudi
Clinical Trail Registry (SCTR)

Continued to complete
the requested
data.

0 Part (7) is sponsor

(if applicable)

@click on “add”

button then you
will see this box .

Fill all the required
information that
related to the
sponsor.

Version 2.0 - 10/10/2012
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Application# : DRAFT /1119

Applicant: ahmad
Status:  Draft
Paid: No

[ Save Draﬁj [ Delete ication ]

Submit Application

Part 7: Sponsors information

<9 Prev

Please note that any changes you wiill make to this list will be automatically saved and cannot be undone B dicking the ‘Cancel Changes' button.

Lict o c

Part 1: \
Identiﬁcaﬂ\j_

Summary
Part 2
Part 3
Part 4
Part 5
Part 6

Part 7

D Company Name telephone No.

v
o

Registration No. Desi

1

7.1.4 Fax Mumber *

7.1.5 Registration No. =

7.2.1 MName of Contact Person *

7.2.2 Designation =

7.2.3 Saudi Hezlth Spedialties Commission No. =

7.2.4 Telephone Mo, =

7.2.5 Fax Mumber *

7.2.6 E-mail Address *

For Scientific
For Public

For Sdentific
For Public

For Scientific
For Public

Page |15
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