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Common Technical Document

 The Common Technical Document (CTD) is a set of

specifications for an application dossier for the registration of

Medicines and designed to be used across Europe, Japan and

the United States.

 It is an internationally agreed format for the preparation of

applications regarding new drugs intended to be submitted to

regional regulatory authorities in participating countries.

 It was developed by the European Medicines Agency (EMA,

Europe), the Food and Drug Administration (FDA, US) and

the Ministry of Health, Labor and Welfare (Japan).

 The CTD is maintained by the International Council on

Harmonisation of Technical Requirements for Registration of

Pharmaceuticals for Human Use(ICH).



Subparts
 The Common Technical Document is divided into five

modules:

 Administrative and prescribing information

 Overview and summary of modules 3 to 5

 Quality (pharmaceutical documentation)

 Preclinical (Pharmacology/Toxicology)

 Clinical – efficacy and safety (Clinical Trials)

 After the United States, European Union and Japan, the
CTD has been adopted by several other countries
including Canada and Switzerland.

 The Paper CTD is destined to be replaced by its
electronic counterpart, the eCTD



Structure of Common Technical Document



The CTD Triangle



Electronic common technical document

 The electronic common technical

document (eCTD) is an interface and international

specification for the pharmaceutical industry

to agency transfer of regulatory information.

 The specification is based on the Common Technical

Document (CTD) format and was developed by

the International Council for Harmonisation (ICH)

Multidisciplinary Group 2 Expert Working Group

(ICH M2 EWG)



Governing specifications
 An eCTD submission's structure is largely defined by the

primary standard created by the ICH, the Electronic
Common Technical Document Specification.

 However, additional specifications may be applied in
national and continental contexts.

 In the United States, the Food and Drug
Administration (FDA) layers additional specifications onto
its requirements for eCTD submissions, including PDF,
transmission, file format, and supportive file specifications.

 In the European Union, the European Medicines Agency's
EU Module 1 specification as well as other QA documents
lay out additional requirements for eCTD submissions.



Drug Master File
 The drug master file is provided in 21 CFR 314.20.

 Drug master file (DMF) is a set of documents submitted to food
drug and administration (FDA) by a pharmaceutical manufacture.

 The drug master file may also provide information which may be
confidential for the company.

 It may be required to regulatory authority for complete
understanding of their product, facility, and the processes,
systems, equipments and article used for various of process of
manufacturing and quality assurance, or storage and distribution.

 The drug master file is used when two or more partners are
engaged in developing and manufacturing of a drug product.

 The drug master filing allows a firm to protect its intellectual
property from its partners while complying with regulatory
requirements



 The drug master file is submitted by a pharmaceutical
manufacturer to support various applications.

i. Investigational new drug application (INDA)

ii. New drug application (NDA)

iii. Abbreviated new drug application (ANDA)

iv. Export application

v. Another DMF or amendments and supplements
to any of these application



Contents of Drug Master File 

1. Drug substance 

2. Intermediates

3. Drug products 

4. Excipients

5. Packaging materials 

6. Flavors

7. Essence

8. Colorants 

9. Substance used to make them 

10. Stability data of drug products



Drug Master File

Type I

Manufacturing facility or site,  Technical 
personnel’s working and operating 

procedures

Type II

Drug molecule, its intermediate and 
starting material used in manufacturing, 

and drug products 

Type III

Packaging 
materials

Type IV

ExcipientsType V

Information 
Reference

Fig: Classification of Drug Master File



Comparative Study of DMF in different Countries



ASEAN Common Technical Dossier 
(ACTD)
 This ASEAN Common Technical Dossier (ACTD) is a

guideline of the agreed upon common format for the
preparation of a well-structured Common Technical
Dossier (CTD) applications that will be submitted to
ASEAN regulatory authorities for the registration of
pharmaceuticals for human use.

 This guideline describes a CTD format that will
significantly reduce the time and resources needed to
compile applications for registration.



 Regulatory reviews and communication with the
applicant will be facilitated by a standard document of
common elements.

 This guideline merely demonstrates an appropriate
write-up format for acquired data.

 However, applicants can modify, if needed, to provide
the best possible presentation of the technical
information, in order to facilitate the understanding
and evaluation of the results upon pharmaceutical
registration.



Requirements/ Characteristics

 Trough the ACTD,  display of information become unambiguous and transparent

 It helps the reviewer in quick review of application contents.

 Text and tables should be prepared using margins that allow the document to be

printed on either A4 or 8.5 x 11 paper.

 The left-hand margin should be sufficiently large that information is not obscured

by the method of binding.

 Font and size, (Times New Roman, 12-point font), for text and tables should be of a

style and size that are large enough to be easily legible, even after photocopying.

 Every page should be numbered, with the first page of each part designated as page

1. For a paper, Common Technical Acronyms and abbreviations should be defined

the first time they are usedin each part.

 References should be cited in accordance with the 1979 Vancouver Declaration on

Uniform requirements for Manuscripts Submitted to Biomedical Journals..
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Scope of the Guideline
 This document is intended to provide guidance on the format

of a registration application for drug products regarding
ASEAN CTR (Association of Southeast Asian Nations
Common Technical Requirements).

 This format is appropriate for NCE (New Chemical Entity),
Biotech (Biotechnological Products), and G (Generics).

 To determine the applicability of this format for a particular
type of product, applicant should consult with the appropriate
National Regulatory Authorities.

 The “Body of Data” in this guideline merely indicates where
the information should be located.

 Neither the type nor extent of specific supporting data has
been addressed in this guideline and both may depend upon
national guidance and or accepted leading international
references (pharmacopoeias).


