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I What is a Baseline Submission?

A baseline submission is the re-submission of currently valid documents to
initiate the eCTD lifecycle. It is used to convert an already approved dossier from a
non-eCTD format (such as paper or NeeS) into the eCTD format.

5$ Key Principles:

« No New Data: Must not contain any new scientific, clinical, or
administrative information — format change only.

. No Review of Content: Content is not subject to full scientific
assessment by JFDA,

« Sequence Number: Always starts as Sequence 0000.

. Purpose: Establishes a clean electronic starting point for future regulatory
activities (variations, renewais). '

I 2. When to Submit a Baseline? -

A. When is it mandatory?

« Where an eCTD application is being used for the first time for a variation
or renewal submission, applicants are requwed to submit a technical
baseline beforehand. ;

» Regulatory activities (variation or renewal) cannot be accepted by JFDA
unless a baseline submission has been made,

« It is mandatory to attach a declaration from the manufacturer or MAH
confirming their responsibility for all uploaded documents, under penalty of
the necessary actions being taken pursuant to Article (15) of the Drug
Registration Instructions of 2015, in the event that any documents differ
from those approved by us.

B. Transition Timeline

. From May 2026: Baseline will be mandatory for products that have
finished all regulatory activities related to renewal and optional for
variations.

« From March 2027: Baseline will be mandatory for any new regulatory
activities (renewal, and variation).



C. When is it NOT required?

+ For new products that are registered through eJDWS system as eCTD
from the beginning (initial registration already in eCTD format), a baseline

is not required.

I 3. What Must a Baseline Contain? (By Drug Type)

A baseline submission focuses on administrative and quality information only.
The depth of Module 3 depends on product type (as classified by JFDA).

Baseline Content Requirements Matrix

Module 1 Module 3

Drug Type

i

: New Chemical ! -Full Module 1

. -Approval letters

; from JFDA.

f In addition to i

. declaration stating !

* that all loaded

" documents are
approved by JFA

B o e w

~ Generic _Full Module 1 (as | Focused Module 3
' Products *listed) i (primarily 3.2.P Drug

{ Product; Drug

: Substance section

kS
i may reference

. : CEP/DMF or be
; ; abbreviated)

Detailed Module 1 Content (All Drug Types)

Requirements Requirements

Full Module 3 (3.2.5 i Complete quality dossier
i Entity * (Cover Letter, SPC, i Drug Substance +

§ i Labeling, PIL, 3.5.P Drug Product +
! Artwork, CPP) 3.2.A Appendices)

* originally approved, including
- drug substance

g manufacturing details.
i

i

!

-y - - - [ERp——

: Drug substance section may

i be less detailed if already

! covered by a Certificate of
Suitability (CEP) or Drug

 Master File (DMF).

]
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Section Description

: 1.0 * Cover Letter — must state "baseline eCTD sequence” and declare that !
no new information is included and all the information is approved by

JFDA, only format change (see Annex 3 sample).
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|
1.3 3 Product Information

1.3 Summary of Product Characieristics (SPC)

: . - - e

132 | Labeling

I

1.3.3 . Patient Information Leaflet (PIL) ‘

1.3.3.1 Arabic Leaflet

i 1.3.3.2 ' English Leaflet

134 | Artwork (Mock-ups) )
1.7 { Certificates and Documents

N t
1

F1.7.2 Certificate of Pharmaceutical Product (CPP) or Free-sale Certificate

. - - .
i i
t

GMP for AP! Supplier and Finished product manufacturers i

Detailed Module 3 Content

Section Description

f 3.2.8 ' Drug Substance - full details for NCEs, biologicals, vaccines; may be
' abbreviated for generics (if CEP/DMF exists).

t
i
.

i 3.2.P Drug Product - full details for all drug types.

! 32.A 1 Appendices — facilities, equipment, adventitious agents safety
’ ~evaluation (as per original approval).

i
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Detailed Module 5 Content

@ Section Description

;- FOR GENERIC DRUGS & DRUG SUBMITTED AS MND
APPLICATION: BE Approval — according to JFDA requirements-

- FOR ORGINATORS, VAM, And NEW CHEMCIALs : Tabular
listing for the available supportive clinical data ;
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{ 5 Important notes on baseline content:

« Modules 2, and 4 are NOT required in a baseline submission - only
administrative and quality and efficacy .

« No New Data Rule: Regardless of drug type, the baseline must contain
only the currently approved documents. If a generic's original approval
lacked extensive drug substance data, do not introduce it.

i 4. Technical Setup in the eCTD

When publishing the baseline sequence, configure the following metadata in the
envelope XML to ensure JFDA system (EURSnext) processes it correctly.

» Submission Unit: refornat

« Submission Type: none

o Application Number: base line

Number: Product JFDA Registration number

o Lifecycle Operation: Documents are generally added as new to establish
the baseline.

5. Submission

» Validation: Run the EURS Validator (or an equivalent JFDA-approved tool)
on the final sequence from the intended submission media to ensure
checksums and file integrity are preserved.
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« Cover Letter Declaration: Include a signed declaration that the content is
identical to the previously approved dossier and that no new scientific
data has been introduced .

o Submission: Upload the zipped sequence folder (named e.g., myproduct-
sequence0000. zip) via the JFDA portal or deliver physical media as
required.

Table 1: Example for starting an eCTD with a baseline sequence

Sequence Submission Related
Description Sequence

i 0005 " CTD Response to cD - , 0000 !
| . Questions ;

0000 Baseline submission none Reformat
0001 Variation var- 0000

type

* 0002 Response to var- response 0001
i Requirements » type !
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