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Special Access Program Request Form @g=lJ! A

MUST BE ALL FILLED AND SUBMITTED WITH EACH REQUEST.

SECTION A: APPLICANT AND CONTACT DETAILS

A1l. Cover letter number and date Applicant reference number:
Date: / / (DD/MM/YYYY)
A2. Sponsor Name:
A3. Local authorized representative in Name:
KSA License no.:
Address:
AA4. Contact person Name:
Position:
A5. Contact details E-mail:
Mobile:
Landline:
A6. Request type (select ONE) O Initial submission O Amendment [J Renewal
(amendment no. )
[ Close-out [ Termination O Cancellation
A7. Accompanying submission (select all | ] Safety report O Notification / update
that apply)
[J Response to SFDA query [ Other:
AA. CRO (if applicable) Name:
SECTION B: PROGRAM DETAILS
B1. Program title
B3. Program duration Planned start date: / /
Planned end date: / /
B4. Requested approval validity months (maximum 12 months; renewable by submitting a renewal request
before expiry)
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MUST BE ALL FILLED AND SUBMITTED WITH EACH REQUEST.

B5. Planned number of patients in KSA

B6. Planned site(s)

Number of sites:

(attach the full list of sites with city and institution)

B7. Treating Physician (if applicable)

For each site: name, medical specialty, and SCFHS registration number (attach list if
more than one site)

SECTION C: MEDICINAL PRODUCT (MP)

C1. MP identification

Trade name:

Other / code name:

INN (generic name):

Manufacturer and manufacturing site:
ATC code:

Strength:

C2. Route of administration

OOral OLV. OLM. OS.C. OLT. OTopical O Inhaled
[0 Ophthalmic O Intranasal O Intradermal O Intravesical

[ Other:
C3. Dosage form [ Tablet O Capsule
[ Oral liquid [ Powder for solution
[0 Solution for injection / vial [ Lyophilized powder
[ Pre-filled syringe / autoinjector [ Cream
[0 Ointment O Gel
[ Transdermal patch [ Suppository
O Inhaler [ Other:
C4. Dosing regimen Dose:
Frequency:

Planned treatment duration per patient:
Other dosing notes:

SECTION D: CLINICAL JUSTIFICATION (MANDATORY)

D1. Proposed indication

Indication:
ICD-10 code:

D2. Seriousness of the condition (select
ONE and justify)

[ Life-threatening [ Seriously debilitating [0 Chronically debilitating

Justification, supported by objective and quantifiable medical or epidemiological data
(e.g. median survival, rate of progression, disability burden):

D3. Registered therapeutic alternatives
in KSA

List every therapy registered with SFDA for this indication and state, for each, whether
it has failed, is unsuitable for the target patients, or is unavailable, and why:
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MUST BE ALL FILLED AND SUBMITTED WITH EACH REQUEST.

SECTION E: REGULATORY STATUS AND ELIGIBILITY

E1. MP status at SFDA

Is the MP under registration at SFDA for the same indication, dose/strength and route

of administration?
[ Yes, SDR submission number: date: / /

O No

E2. MP status in a Reference Regulatory

Is the MP registered, or under registration, for the same indication, dose/strength and

Authority (RRA) route of administration?
O No
[ Yes, tick each applicable authority and give the identifier and decision date:
[J US-FDA OEMA
0O MHRA O Swissmedic
[ Health Canada O PMDA
OTGA
E3. Is this program itself approved or O No
permitted by an RRA? O Yes, tick each applicable authority and give the registration / identifier number:
[0 US-FDA O EMA
[0 MHRA [0 Swissmedic
[0 Health Canada O PMDA
OTGA

E4. Eligibility attestation

The request is eligible only if at least ONE of the conditions in Table 3 is met.
Tick the condition(s) relied upon and attach the supporting evidence:
[0 Condition1 [0 Condition 2 [ Condition 3

E5. Clinical trial on the same MP in Saudi
Arabia

[ No clinical trial submitted
[ Yes, SCTR number:

Status:

[ Approved [0 Under review
[ Recruiting [ Completed
[ Terminated [ Rejected

[ Suspended

E6. Justification where a trial is available
(mandatory if E5 = Yes and the trial is
under review, approved or recruiting)

Explain why the patients proposed for this program cannot be enrolled in that clinical
trial. A special access program must not delay, replace or reduce enrolment into an
ongoing trial.

SECTION F: SAFETY REPORTING AND RISK MANAGEMENT

F1. Safety contact in KSA

Name:

Position:

E-mail:

24-hour telephone:

F2. Safety reporting commitments (tick
each to acknowledge)

[ Fatal or life-threatening SUSARs will be reported to SFDA within 7 calendar days of
awareness, with a follow-up report within 8 further calendar days.

[ All other SUSARs will be reported to SFDA within 15 calendar days of awareness.
[ A periodic line listing of all adverse events, and a Development Safety Update
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MUST BE ALL FILLED AND SUBMITTED WITH EACH REQUEST.

Report, will be submitted annually or on SFDA request.

[ SFDA will be notified within 15 calendar days of any regulatory or safety action
taken on the MP by any regulatory authority worldwide (including suspension,
restriction, withdrawal, or a new safety warning).

[ SFDA will be notified within 24 hours if the program is suspended or terminated for
safety reasons in KSA or in any other country.

F3. Risk minimization and monitoring Describe the proposed risk minimization measures, required monitoring, and any

controlled distribution or prescriber/site restrictions:

SECTION G: SUPPLY, COST AND TRANSITION

G1. Free-of-charge supply O Confirmed, the MP will be supplied free of charge to every patient enrolled in this

program.

Free supply will continue until the earliest of: (a) the treating physician documents that
treatment is no longer clinically indicated or the patient withdraws; or (b) the product
is registered with SFDA, commercially available in KSA and accessible to the patient
through the normal supply and reimbursement route.

G2. Transition / exit strategy Describe how continuity of treatment will be maintained for enrolled patients at

program close-out, and how patients will be transferred to commercial supply
following registration:

G3. Drug accountability Describe the accountability records to be kept at each site, and the arrangements for

the return or destruction of unused MP:

SECTION H: DATA PROTECTION

[0 Acknowledged. No patient name or other direct identifier will be recorded on this form or in any submission made under this
program; patients will be identified by code only.

SECTION I: DECLARATION

Name:

1, the undersigned, declare on behalf of the applicant that:
1.

All information and documents submitted to SFDA in connection with this request are correct, accurate and complete.
Providing inaccurate or misleading information may result in rejection of the application or in regulatory action in
accordance with the applicable laws and regulations.

| have read and understood the information contained in this form and agree to its terms and conditions.

| will notify SFDA immediately if the status of this program changes at any time, during or after the SFDA review period,
including suspension for safety reasons in KSA or in any other country.

I will comply with the safety reporting commitments set out in Section F.

The medicinal product will be provided to enrolled patients free of charge on the terms set out in Section G, including
after the product is registered with SFDA and until the conditions in G1 are met.

The program will be conducted in accordance with the SFDA Guideline for Good Clinical Practice, the approved protocol,
and the conditions of any SFDA approval issued for this program.

Entity:

The product supplied under this program will not be advertised, promoted or supplied to any person outside the
approved program.

Position:

Date: / /
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Signature: Official stamp:

Table 2: Documents required at submission

# Requirements Enclosed
1 Arabic-headed cover letter addressed to SFDA, Drug Sector, Clinical Trials Department, O
’ enclosing this completed form (E-mail or hard copy).

2. SAP protocol prepared in accordance with the SFDA SAP Guideline. Od
Investigator's Brochure, prepared in accordance with the SFDA SAP Guideline. |

4. Informed Consent Form in Arabic and English, version-controlled and dated. |
Approval letter: Institutional Review Board (IRB)/Research Ethics Committee (EC) or equivalent

5. board or advisory such as Pharmacy and Therapeutics (P&T) committee. Including the list of |
documents reviewed with the version and date of each.

Table 3: Eligibility conditions

The request is eligible for assessment only if at least ONE of the following conditions is met. Tick the condition(s) relied upon in
Section E4 and attach the supporting evidence.

# | Condition Evidence provided

1 | The MP is registered for the same indication, dose/strength and route of Authority:
administration by one of the following authorities: US-FDA, EMA, Health Approval date:
Canada, MHRA, TGA, PMDA, Swissmedic. |dentifier:

2 | The program has been approved or permitted by one of the following Authority:
authorities: US-FDA, EMA, Health Canada, MHRA, TGA, PMDA, Swissmedic. |dentifier:

3 | The MP is under registration at SFDA for the same indication, SDR number:
dose/strength and route of administration. Submission date:

Abbreviations

CRO: Contract Research Organization - GCP: Good Clinical Practice - ICD-10: International Classification of Diseases, 10th revision - MP:
Medicinal Product - INN: International Non-proprietary Name - IRB: Institutional Review Board - RRA: Reference Regulatory Authority - SAP:
Special Access Program - SCFHS: Saudi Commission for Health Specialties - SCTR: Saudi Clinical Trials Registry - SDR: Saudi Drug Registration
system - SUSAR: Suspected Unexpected Serious Adverse Reaction.
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