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Concern noted and clarified

g 9 -dial]

This pointin the guideline
present to clarify the submission
pathway not to deal with SCTR

application submission details.

(Not applicable)

The application part need more clarification ,
and should inform us about the following :

« Status of application (save as draft, submitted,
waiting for payment, appointment)

» Whom we have to contact if we have issue in
the application.

* They did not mentioned that appointing must
be through application.

* Adding reschedule appointment is mandatory
and needed.

« Cancel the appointment with serious cause
(adding list with acceptable reasons).

* To block the application “not to be used from
outside KSA” some CROs open entity just to
take accreditation but all workers and

application submission done from outside KSA.

2. CLINICAL TRIALS
APPLICATION (CTAp) SCTR 1
P8




Concern noted and clarified

This pointin the guideline
present to clarify the submission
pathway not to deal with clinical
trial application submission

details.

(Not applicable)

1- list of requirements is not list all the

requirements  (nothing about the NCBE
approval for Genetics studies).

2- statement of full submission needed is
mandatory to be available in the guideline.

3- if there is any exceptions for missing
documents like (IRB approval or draft CTA) this

should be clearly mentioned in the guideline.

2.1. Submission Process

P8

Concern noted and clarified

The provided listis a
recommendation and not

mandatory

The SFDA recommends that organizational

structure  should include the following
departments or individuals

responsible for:

« Compliance with the local regulations,
Implementation and termination of the clinical
trial.

Can RA services be out sourced?

The provided listis a
recommendation and not

mandatory

« Safety and adverse events reporting. / PV

Can PV services be out sourced?

The pointis clear and this task
can be responsibility of local
CRO.

(Not applicable)

* Select qualified investigators to conduct
studies _ need to be clarified that it is
responsibility of local CROs, as the common

practice it is sponsor responsibility.

3.1.0RGANIZATIONAL
STRUCTURE & SERVICE
P10




The point s clear and this task
can be responsibility of local

CRO.

(Not applicable)

» Disseminate appropriate information to

investigators. _CRA

No need for further clarification
since SFDA has published many
guidelines that cover the

Investigational Product handling.

(Not applicable)

* Handling of Investigational Product records
(e.g., distribution, shipment, destruction, etc.) _
Please clarify if this need special accreditation
and requirements such as GMP/GDP

preparation, license for storing.

No need for further clarification

sinceitis a general term.

(Not applicable)

« Sample management.
Please clarify the role of CRO on this, do you

mean patient samples for central lab?

No need for further clarification

sinceitis a general term.

(Not applicable)

* Delegation of duties._ this needed in general,

or per each study?

Concern noted and clarified

Updated clinical trials
requirements include

Monitoring plane & monitor CV

* SFDA need to be part of this method:
1- CRA must share the Monitoring Report

annually.

Monitoring Methods P12
4.CLINICAL RESEARCH
ASSOCIATE (CRA)
EMPLOYEES




which cover the applicant

comment.

(Not applicable)

2- CRA ID need to be uploaded to the
application and submitted with the study
package to improve that CRA under CRO
responsibility and workers list.

The sponsor (Local representative) and\or
licensed CRO should select monitors qualified
by education, training and experience to
monitor the clinical trial and perform their

respective task(s).

P17

Concern noted and clarified

(Not applicable)

* Relative experience of the P.I. and of the
sponsor with the P.1.:

P.I. who lacks significant experience in
conducting and overseeing investigations...etc.
Pl need to be Co-investigator for at least 3

studies then become PI.

Factors to Consider when
Developing a Monitoring
Plan.

P13

The guideline will be updated to

address that.

e Accepted

« Agreements and accessibility:

The sponsor has the ultimate responsibility for
the trial activities...etc.

For your information, the access only during
the study after close out, CRA or CTA (CRO) lost
the Access, What about CRO responsibility

after close out?

3.3.Trial Master File (TMF)

P15




Concern noted and clarified

® The pointis clear. Itis for
Clinical Trials Agreement
not for the Agreement
between the Sponsor
and CRO.

(Not applicable)

* The clinical trials agreement and additional
agreement(s) used for a clinical trial should be
submitted to the SFDA in bilingual (Arabic and
English). Is that mean the contract between

Sponsor and CRO also need to be bilingual?

5.1.Regulations

® No need to mention this [ *The clinical trials agreement and additional P18
point in the guideline. agreement(s) used for a clinical trial should be
(Not applicable) reviewed by the legal department, consultation
legal office or licensed attorney.
Is there any signature for the legal
representative? How can you prove that
agreement has been reviewed by legal?
* Parties (sponsor, licensed CRO, principal
® No need for further investigator and site institution (s) & personnel
clarification in each party). 5.2.1. General
Concern noted and clarified
Is that mean all will sign in the same agreement P18

(Not applicable)

or each can do it separately , not clear.




No need for further

clarification

(Not applicable)

* Details of the Clinical Trials (title, protocol
number, location of the clinical trials, &
territory) and a Copy of the Clinical Trials
Protocol attached with the agreement as an
appendix.

* Subcontract and delegated task for licensed
CRO.

Is that mean the CRO name with the Role in
study should be mentioned in the agreement?

What If only RA role delegated to this CRO?

Concern noted and clarified

No need for further

clarification

(Not applicable)

Reviewed and No need

for further clarification.

* The licensed CRO, principal investigator and

site institution (s) should notify the sponsor for

any inspection, which related to the
institution(s) or/and the clinical trial conducted
in Saudi Arabia.

What if the inspection (General inspection) not

specific for certain study.

5.2.2.Inspection
P20




