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Applicant The company or its representative. 

 
 

Drug An article intended for use in the diagnosis, cure mitigation, 
treatment, or prevention of disease and which is intended 
to affect the structure or function of the body. 

Common Technical 
Document (CTD) 
 
  
Drug Application
 
 
Variation
 
  
Renewal of marketing 
authorization 
 
 
Regulatory activity 
 
 
 
Sequence  
 
  

An international harmonized format for submissions for 
approval of pharmaceuticals for human use. The CTD 
provides a standardization of the presentation of the content.  

Drug application includes the application form, the product file    
and the drug samples. 
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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. 

 

Electronic documents supplied at one particular time by the 
applicant as a part of, or the complete drug file. 
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Introduction  

According to the GHC Central Registration’s eCTD implementation plan, the eCTD 
is mandatory from the 3rd of January 2015. This applies only to human drug 
applications. 

Technical Baseline Application and Timeline 

A baseline submission is a compiled submission of the current status of the dossier, 
i.e. resubmission of currently valid documents that have already been provided to GCC 
Member States. Where an eCTD application is being used for the first time as variation 
or renewal application, applicants are obliged to submit a technical baseline for the 
product as this will greatly facilitate the review process. 

It should be clearly stated in the cover letter of the “baseline eCTD sequence” that 
the content of the previously submitted dossier to GCC Member States has not been 
changed, only the format. However, there shall not be full assessment of the 
baseline submissions and hyperlinks between documents are not necessary. The 
submission unit ‘reformat’ should be used in the envelope for the baseline sequence 
and submission type should be “none”. 

Baseline eCTD Submission 

One of the principles of eCTD is that with the use of the operation attributes, it is 
possible to manage the lifecycle of a product and generate a view of the “current dossier”. 

To convert from CTD or NeeS format to eCTD, a baseline needs to be submitted. 
A baseline submission is the resubmission of currently valid documents to start the 
eCTD life cycle.  

An eCTD baseline should not contain any new information as it will not be subject 
to review. 

Submission of a baseline shall be after the end of a regulatory activity. i.e. the company 
will follow the same original submission for products under assessment until the end of 
the regulatory activity. 

Baseline Starting as Sequence 0000 

For product files that are submitted as CTD or NeeS, the baseline submission should be 
submitted as sequence (0000). However, in some cases e.g. renewal and variation 
submitted as eCTD, the submission could continue to the next sequence of the 
submission life cycle. 
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The baseline should always be a separate submission. 

 

Baseline Cases  
1- For products submitted as NeeS/CTD: 

If the product was submitted as NeeS/CTD and has no regulatory activity or complete 
regulatory activity, a baseline shall be submitted as sequence 0000. The first regulatory 
activity after baseline (for example a variation request) shall be submitted as sequence 
0001. For the next submissions, the sequence number will advance, 0002, 0003, etc. See 
table below. 

 

Sequence No. Submission description Submission type Submission Unit Related sequence 

0005 Response to Question NeeS/CTD - - 

0000 Baseline submission none reformat  

0001 Variation var-type2   

0002 Response to Questions var-type2 response 0001 

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

2-For products submitted as eCTD for renewal or variation:  
Products submitted as eCTD submission, and are approved by GCC with no ongoing 
regulatory activity, the baseline sequence may continue from the last one. Table 2 
demonstrate more on this case.  

 
Sequence No. Submission description Submission type Submission Unit Related sequence 

0000 Renewal renewal   

0001 Response to Questions renewal  0000 

0002 Response to Questions renewal  0000 

0003 Variation var   

0004 Response to Questions var  0003 

0005 Baseline Submission none reformat  

Table 2: Example for starting a baseline with a regulatory activity  
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Components of an eCTD Baseline Submission: 
It is composed of the currently valid documents in an eCTD format. Refer to the 
following table for more details. 
References: 
 

Section Requirements 
Module 1 Regional Administrative Information 
1.0 Cover letter 
1.2 Application Form1 
1.3 Product Information 
1.3.1 Summary of Product Characteristics (SPC) 
1.3.2 Labeling 
1.3.3 Patient information leaflet (PIL) 

1.3.3.1 Arabic leaflet 
1.3.3.2 English leaflet 

1.3.4 Artwork (Mock-ups) 
1.7 Certificates and Documents 
1.7.2 CPP or Free-sales 

Module 3 Quality 
3.2.S Drug Substance 
3.2.P Drug Product 
3.2.A Appendices 

!
!

The cover letter should include declaration that indicates there is no new information, 
only the format dossier has changed. 
!
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