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Table 1: Clinical Trial Requirements

Documents

Phase 11/ 111

Phase IV

Arabic Headed Letter to SFDA Including SCTR Registration

No.

\/

IRB Approval.

Informed Consent Form (Arabic & English)

Trial Protocol.

2|2 |2

Investigator Brochure.

Case Report Form

Labeling of the Study Drug.

Clinical Trial Agreement.

© |00 N 0w N

Financial Disclosure of Principal Investigator.

[EY
o

. Confidentiality Agreement.

-
[N

. Certificate of Analysis for the Study Drug.

[EY
N

. GMP Certificate.

[EY
w

. Subjects Insurance

[
N

. Delegation/Authorisation Letter for CRO (if applicable)

[N
[Sa]

. CVs of Principal Investigator & Coordinator.

[y
[op}

. Documents must be submitted as hard/soft copies

Ll |l |22l 22|22 |2 |2 |2 (2|




Table 2: Amendment/Adding Site Requirements (phase I1 & 111

Documents

Amendment

Adding Site

Arabic Headed letter to SFDA Including SCTR Registration
No

\/

\/

Confidentiality Agreement

IRB Approval

Financial Disclosure of Principal Investigator

Clinical Trial Agreement

CVs of Principal Investigator & Coordinator (if applicable).

2|22 |2 |2

Summary of the Proposed Amendment

List of Modified Documents (identity, version, date)

Amendment Track of Changes

Supportive Information (if applicable)

2|2 |2 |2 ]
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CIOMS FORM (SUSAR REPORT)
Soft copy of the form can be found under the drug sector portal in “Forms Section”

SUSPECT ADVERSE REACTION REPORT

. REACTION INFORMATION

1. PATIENT INITIALS la. COUNTRY 2. DATE OF BIRTH 2a. AGE | 3. SEX | 4-6 REACTION ONSET 8-12 CHECK ALL

(first, last) Years APPROPRIATE TO
Day | Month | Year Day | Month Year ADVERSE
REACTION

7 + 13 DESCRIBE REACTION(S) (including relevant tests/lab data)

O

PATIENT DIED

O INVOLVED OR
PROLONGED
INPATIENT
HOSPITALISATION

O INVOLVED
PERSISTENCE OR
SIGNIFICANT
DISABILITY OR
INCAPACITY

O LIFE THREATENING
Il. SUSPECT DRUG(S) INFORMATION

14. SUSPECT DRUG(S) (include generic name) 20. DID REACTION

ABATE AFTER
STOPPING DRUG?

Ovyes 0OnNo ONA

15. DAILY DOSE(S) 16. ROUTE(S) OF ADMINISTRATION 21. DID REACTION
REAPPEAR AFTER
REINTRO-
DUCTION?

17. INDICATION(S) FOR USE Oves ONo [ONA

18. THERAPY DATES (from/to) 19. THERAPY DURATION

Ill. CONCOMITANT DRUG(S) AND HISTORY

22. CONCOMITANT DRUG(S) AND DATES OF ADMINISTRATION (exclude those used to treat reaction)

23. OTHER RELEVANT HISTORY (e.qg. diagnostics, allergies, pregnancy with last month of period, etc.)

IV. MANUFACTURER INFORMATION
24a. NAME AND ADDRESS OF MANUFACTURER

24b. MFR CONTROL NO.

24c. DATE RECEIVED 24d. REPORT SOURCE
BY MANUFACTURER O stuby O LITERATURE
[0 HEALTH PROFESSIONAL

DATE OF THIS REPORT 25a. REPORT TYPE
O INITIAL O rFoLLOWUP
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