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For Comments or Suggestior| Drug.Comments@sfda.gov.s:
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Drug Sector

Vision and Mission

Vision
To be the leading regional Drug Regulatory Authority for pharmaceuticals and cosmetic products,

with professional excellence and services that contribute to the protection and advancement of
public health in the Kingdom of Saudi Arabia.
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Mission

Protecting public health by ensuring safety, quality, efficacy and accessibility of human, veterinary
drugs and biological products, and safety of cosmetics, through administration of a national
regulatory system which is consistent with international best practice. Through our mission, we
also provide accurate and scientific-based information to the public and healthcare professionals.
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Document Control

Version Author Date Comments
1.0 Regulatory Affairs 7/2/2015 Draft
1.1 Regulatory Affairs 29/6/2016 Update

Note: For most recent update please refer to annex 1.
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Glossary

Applicant
Drug

Common Technical
Document (CTD)

Drug
Application

Variation

Renewal of marketing
authorization

Regulatory activity

Sequence

Thecompanyor its representative.

An article intendedfor usein the diagnosiscure mitigation,
treatment,or preventionof diseaseand which is intendedto
affectthe structureor functionof thebody.

An international harmonized format for submissionsfor
approval of pharmaceuticalsfor human use. The CTD
providesa standardizatiorof the presentatiorof the content.

Drugapplicationncludestheapplicationform, theproductfile
andthedrugsamples.

A processof informing the authority of any minor or
majorchanges in the drug product.

A process of renewing the marketing authorization license
every five years.

A collection of sequences covering the start to the end of a
specific business process

Electronicdocuments supplied at one particular time by the
applicant as a part of, or the completrug file.
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I. Introduction

According to the Drug s e c¢ t e€TDarsplementationplan, the eCTD is mandatory
from the 3rd of January2015.This appliesonly to humandrug applications.

However,the Drug sectorwill show all the casesand scenariof eCTD submissions
especiallythe baselineeCTD submissions.

I1.  Technical Baseline Application and Timeline

A baselinesubmissions a compiledsubmissiorof the currentstatusof the dossier,i.e.
resubmissiorof currentlyvalid documentghat havealreadybeenprovidedto SFDA but
in anotherformat. WhereaneCTD applicationis beingusedfor thefirst time asvariation
or renewalapplication, applicantsare obliged to submit a technicalbaseline for the

productasthis will greatlyfacilitatethe review process.

It should be clearly statedin the cover letter of the fbaseline eCTD sequenceo that
the contentof the previouslysubmitteddossierhasnot beenchangedonly the format.
There is no need for the SFDA Drug sector to assessbaseline submissionsand
hyperlinks betweerdocumentsrenot necessaryT he submissiorunit Geformatd should

beusedin theenvelopefor thebaselinesequencand submi ssion aype sho

In 17t of July 2016, the Baseline will beptional for productghat finished all regulatory

activities(initial registration, renewal or variation éetc.

In 1%t of January 2017, the baseline will benandatory for any new regulatory activities

(initial registration, renewal or variation éekc.

17th of July 2016 1% of January 2017

Optional Mandatory

Figurel: Timeline for switching to eCTD baseline
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1. Baseline eCTD Submission
Oneof theprinciplesof eCTDis thatwith the useof theoperationattributesijt is possible
to managehelifecycle of aproductandgenerateview of thefi ¢ u rdroesnsti e r 0 .

To convertfrom CTD or NeeSformatto eCTD,a baselinmeeddo besubmitted A baseline
submissioris theresubmissiomf currentlyvalid documentso starttheeCTDlife cycle.

An eCTD baselineshould not containany new information asit will not be subjectto

review by the Drug sector.

Submission of a baselirsdallbe after theendof a regulatory activityi.e.the company will
follow the same original submissidar products under assessmenmiil the end of the

regulatory activity

IVV. Baseline Starting as Sequence 0000

For product files that are submitted as CTD or NeeS, the baseline submission should be
submitted as sequen(@)00. However, in somease.g. renewal and variation submitted

as eCTDthe submissiorould continudo the nexisequene of the submission life cycle

The baseline should always be a separate submission and should never include new

applications

V. Baseline Cases

1. For products submitted as NeeS/CTD:
If the product was submitteals NeeS/CTD and has naegulatory activity or complete
regulatory activity a baselineshall be submitted as sequence 00UBe first regulatory
activity after baselinéfor examplea variation request)shall be submittedas sequence
0001 For the next submissignthe sequencenumberwill advance0002,0003,etc. See

table below
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Sequence No.| Submission description | Submission type | Submission Unit | Related sequence
0005 Response to Question Nees/CTD - -
0000 Baselinesubmission none reformat
0001 Variation var-type2
0002 Responséo Questions var-type2 response 0001

Table 1: Examplefor startinganeCTD with a baselinesequence

2. For products submitted as eCTD for renewal or variation:

Products submitted asCTD submissionand areapproved by SFDAwith no ongoing

regulatory activity the baseline sequenaeay continue from the last oneTable 2

demonstrate more on this case.

Sequence No.| Submission description | Submission type| Submission Unit Related
sequence

0000 Renewal renewal
0001 Responsé¢o Questions renewal 0000
0002 Responsé¢o Questions renewal 0000
0003 Variation var
oo Responsé¢o Questions var 0003
0005 BaselineSubmission none reformat

VI.

Table 2: Examplefor startinga baselinewith aregulatory activity

Components of an eCTD Baseline Submission:

It is composeddf the currently valid documentsn an eCTD format Referto Appendix

| for moredetails.

The coverletter shouldinclude declaration thatindicates thereis no new information,

only the format dossiethaschanged.
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Notes:

T
T

SFDA encouragapplicantgo moveto a full eCTD (m1to m5).

The applicant has the right to upgradeto eCTD in which it requiresthe
submissionof a baseline.However,once eCTD is submittedgoing back to
other formatwill not be accepted.

For producs that areregistered through SDR system as eCTD, no need for a
baseline.
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VII. Appendix I:

‘ SFDA

Section Requirements
Module 1 Regional Administrative Information
1.0 Coverletter
1.2 Application Form'
1.3 Productinformation
1.3.1 Summaryof ProductCharacteristic§SPC)
1.3.2 Labeling
1.3.3 Patientinformationleaflet (PIL)
1.3.31 Arabic leaflet
1.3.3.2 Englishleaflet
1.34 Artwork (Mock-ups)
1.7 Certificatesand Documents
1.7.2 CPPor Freesales
Module 3 Quality
3.2.S Drug Substance
3.2.P Drug Product
3.2.A Appendices

1 The application form submitted shall be the last valid application form
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VIIl. References

Regulatory Framework for Drug Approvals
GCC Module 1 Specifications
Guidance for submission.
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EMA Reference Documents:
Harmonised Technic&uidance for eCTD Submissions in the EU.
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IX. Annex 1 Updates:

1 What's New in Baseline eCTD Submission Requirements (version 1.1)?

Thefollowing tableshows the update on the previous versib:

Section update
1 Glossary Added
1 Technical Baseline Add timeline of implementation
1 Baseline Cases Add examples of baselines submissions




