
© 2022 IJNRD | Volume 7, Issue 11 November 2022 | ISSN: 2456-4184 | IJNRD.ORG 

IJNRD2211116 International Journal of Novel Research and Development (www.ijnrd.org)  

 

b155 

 

European Drug Master File (EDMF): An Overview 

Shruti T. Shinde1, Atish S.Mundada2* 

1PG student, 2 Professor and Head, Pharmaceutical Regulatory Affairs, 

1,2Department of Pharmaceutical Regulatory Affairs, 

SNJBs SSDJ College of Pharmacy,Neminagar, Chandwad, 423101, Dist. Nashik, Maharashtra 

 

Abstract:  
The submission of a drug master file (DMF) by the active ingredients manufacturer (AIM) is one of the 

methods of providing confidential data on a drug substance to licensing authorities. A European Drug Master 

File (EDMF) is a reference source that provides drug evaluators with confidential information about the active 

ingredients. The European drug master file (EDMF) allows AIM to provide the description of three types of 

active ingredients: new active ingredients, off-patent active ingredients, and pharmacopoeial ingredients. EDMF 

contains sensitive information and hence it is split into two sections: an applicant section and a restricted 

section. The submission of the initial EDMF and any subsequent updates, is always done as a part of a new 

marketing authorisation application (MAA) or marketing authorisation variation (MAV).The present review 

article will give detail insight into the EDMF, its contents and submission process.  
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Introduction:  

Active Pharmaceutical Ingredients (APIs) are indispensable for manufacturing drug products. The API 

manufacturing utilizes significant technical know-how, much of which is the intellectual property of the 

manufacturer. For example, synthetic processes reaction and purification conditions.  In the registration 

application for Marketing Authorizations (MA) of drug products, API quality data as well as drug product 

quality data are required. If an applicant of a drug product also manufactures the API, then applicant is able to 

provide this confidential information directly to the regulatory agency together with other application data. 

However, APIs are generally manufactured by dedicated, third-party API manufacturers and not by the drug 

product manufacturer. Thus, it is difficult for API manufacturers to provide their confidential information to the 

applicant in support of a drug product application.  

To protect the API manufacturer’s confidential information, an EDMF system has been developed. This system 

enables API information, including confidential intellectual property, to be provided to a regulatory agency by 

API manufacturers directly without disclosing protected information to the applicant. (1)  

European Medicines Agency (EMA): EMA is a decentralized body of the European Union, located in 

Amsterdam in the Netherlands. It is a competent authority that belongs to the government of a Member State of 

the European Union (EU) and is involved in transposing the requirements of European regulations into national 

legislation. EMA is responsible for the scientific evaluation, supervision, and safety monitoring of medicines 

for human and veterinary use in the EU. The system for regulating medicines in Europe is unique in the world. 

It is based on a closely-coordinated regulatory network of national competent authorities in the Member States 

http://www.ijnrd.org/
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of the European Economic Area (EEA) working together with the European Medicines Agency (EMA) and the 

European Commission. 

The European medicines regulatory network is the cornerstone of EMA's work and success. The Agency 

operates at the heart of the network, coordinating and supporting interactions between over fifty national 

competent authorities for both human and veterinary medicines. These national authorities supply thousands 

of European experts to take part in EMA's scientific committees, working parties and other groups. The 

regulatory network also includes the European Commission, whose principal role in the European system is to 

take binding decisions based on the scientific recommendations delivered by EMA. (2) 

The European Medicines Agency has seven scientific committees and a number of working parties and other 

groups. These groups advise EMA and its scientific committees on issues relating to their fields of expertise.  

 Committee for Medicinal Products for Human Use (CHMP) 

 Pharmacovigilance Risk Assessment Committee (PRAC) 

 Committee for Veterinary Medicinal Products (CVMP) 

 Committee for Orphan Medicinal Products (COMP) 

 Committee on Herbal Medicinal Products (HMPC) 

 Committee for Advanced Therapies (CAT) 

 Paediatric Committee (PDCO) 

Co-ordination groups: 

 Co-ordination Group for Mutual Recognition and Decentralised Procedures - Human (CMDh) 

 Co-ordination Group for Mutual Recognition and Decentralised Procedures - Veterinary (CMDv). (3) 

 Working together closely, this network ensures that safe, effective and high-quality medicines are 

authorised throughout the European Union (EU), and that patients, healthcare professionals and citizens 

are provided with adequate and consistent information about medicines. EMA continuously monitors 

and supervises the safety of medicines that have been authorised in the EU, to ensure that their benefits 

outweigh their risks.  

EUROPEAN DRUG MASTER FILE (EDMF/ASMF) 

European DMF was developed between 1989 and 1991 and was updated in 2005. It is a collection of 

documentation that serves to safeguard the manufacturer's prized intellectual property. With the introduction of 

CTD in the EU, it evolved into the Active Substance Master File (ASMF). In Europe, the EDMF is regulated 

under Directive 2001/83/EC. In the US and the EU, the content and presentation are different. The purpose of 

the ASMF, often referred to as the EDMF, is to protect intellectual property while allowing the applicant to 

assume full responsibility for the quality control of the active substance and pharmaceutical product. The 
EDMF is a document that contains the data necessary to show that the applicant's proposed specification 

effectively controls the quality of the active ingredient. The applicant must work with the company submitting a 

separate EDMF to make sure that all necessary data is provided. 

EDMF can be used to replace the documentation for an active substance, required as part of an initial marketing 

authorisation application (MAA) or subsequent marketing authorisation variation (MAV). Appropriate guidance 

is given in the ASMF procedure. A specific EDMF can be used for multiple MAAs and/or MAVs in one or 

more Member States in EUROPE. An EDMF/ASMF can only be submitted in support of an MAA or MAV. 

The relationship between the quality of the active substance and its use in the medicinal product needs to be 

justified in this MAA or MAV. (4) 

An EDMFs goal is to give Health Authorities (HAs) comprehensive information about the active ingredient in a 

drug product so they can assess its suitability for the product. It also enables the product's marketing 

authorization holder (MAH) to assume liability for the calibre of the active ingredient utilised in the product. (5)  

EDMF Content 
All of the scientific data relevant to the active ingredient must be included in an EDMF. An EDMF's 

information is split into two sections: 

a)  Applicant Part: It is open and includes data that is not exclusive to the applicant. It should contain enough 

information to enable the applicant to fully assume responsibility for assessing adequacy for the active 

ingredient used in the production of a specific pharmaceutical product. Considering that it cannot be shared with 

third parties without the EDMF holder's written approval, the applicant part may be regarded as confidential. 

b) Restricted Part: This section is closed, contains information that is deemed confidential, and includes all the 

information, including information about each step of a manufacturing process, such as reaction conditions, 
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temperature, and validation information for essential phases. The Quality Overall Summary Type should be 

used for both summaries when the EDMF is presented in CTD format. Version numbers should be distinct and 

follow a logical sequence for both applicants and restricted part. (6) 

All relevant scientific information for the market authorization of medicines in EU member states should be 

included in the EDMF/ASMF. A common technical document (CTD) should be used to represent EDMF for 

human pharmaceutical products. EDMFs for veterinary pharmaceutical products must also be submitted in CTD 

form following consultation with Competent Authorities/EMEA.  

DMF filing in EU 

The active substance manufacturer provides applicant’s part DMF to the applicant which contains both the 

applicant and restricted part and then it becomes the part of the market authorization application which is then 

submitted to the authorities.  

 
 

The main objective of the EDMF is to maintain confidentiality and to protect the information about the active 

substance, while at the same front allowing applicant to take full responsibility about the quality, safety and 

efficacy of the medicinal product. Then National competent authorities assess the complete information which 

is necessary to check suitability of active substance in medicinal products.  

The EMEA or the competent authorities must approve all the information required for the appropriateness 

evaluation of the active ingredient in the pharmaceutical products. Since 1 July 2016, the centralised procedure 

for submitting human EDMF has made the eCTD format mandatory. (7) 

EU Directive 2003/63/EC defines the list of the active substance for which ASMF can be submitted which 

include information –  
a. Complete description of the manufacturing process: 

 b. Quality control procedure during manufacture: 

 c. Process validation Objective:  

The ASMF procedure can be used for the following active substance- 

 Novel active ingredients 

 Existing active ingredients that are not included in the European Pharmacopeia (Ph. Eur.) 

 Pharmacopeia active ingredients, which are listed in the (Ph. Eur.) (8) 

An EDMF/ASMF holder is required to submit the following to the MA holder: 

 A copy of Applicant part latest version 

 A copy of the summary/detailed version of applicant part latest version 

 A copy of the letter of access, which has not been previously submitted for the same product. 

http://www.ijnrd.org/
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A single active substance may possess both an EDMF and a Certificate of Suitability (CEP). The MAH, 

however, is unable to make use of both documents for a single active ingredient. If the information in the CEP 

is insufficient then one has to use both the documents, EDMF and CEP. 

Submission of EDMF/ASMF in EU  

The applicant of MAA has several options with which EDMF procedure can be used while seeking approval to 

market a new product in Europe.Centralized procedure for eligible products, decentralized procedure, mutual 

recognition procedure or National authorization procedure for other products.(9) 

1 Centralized procedure: in this marketing authorization is granted for the entire community market that is 

valid in the all-member states' market. The regulation (EC) 726/2004 lies down a centralized procedure for 

medicinal products authorization. For this, there is a single application, a single procedure for evaluation 

and a single authorization allowing direct entry to the community's single market  

 
                                                             Centralized procedure  

2   Decentralized procedure: This procedure is preferred if products do not come under EMA's scope in the 

centralized procedure. In this procedure, the company can apply for simultaneous authorization in more than 

one EU country for products that are not yet authorised in any EU countries. 

http://www.ijnrd.org/
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Decentralized procedure 

3. Mutual recognition procedure: This procedure is preferred; if a company has market authorization in one 

of the EU member states and wants to get approval in several countries can simultaneously apply for this to get 

recognised in other EU countries. It is a quicker way to reach the market. 

 
Mutual recognition procedure 

4. National authorization procedure.  

The national procedure is preferred if an organization wants only one EU country to market their product. The 

organization must inform the relevant authority before filing for MAA. The organization must submit an 

application to the competent authority of the member states for obtaining national MAA. Applications for 

market authorization must be completed within 210 days (7, 9). 

The EDMF/ASMF procedure can be used for the following active substance, including herbal active 

substance preparation i.e.  

a)   New active substances.  

http://www.ijnrd.org/
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b) Existing active substances not include in the European Pharmacopoeia or the pharmacopoeia of the EU 

member state  

c) Pharmacopoeia active substances not included in the European Pharmacopoeia or the pharmacopoeia of the 

EU member state (8). 

 

 

Changes and updates to the EDMF/ASMF  
Any change to the ASMF should be reported by every MA holder to the relevant National Competent 

Authority/EMA by means of an appropriate variation procedure. A Submission Letter should be provided 

(Annex 3). In cases where the contents of the ASMF cannot be changed for a certain period of time because of 

other procedural provisions (i.e. mainly because of on-going MRP procedures), the ASMF holder should still 

provide the aforementioned data to the MA holder and National Competent Authorities/EMA making reference 

to this reason and requesting a later date of implementation. At the occasion of the 5-year renewal of a 

medicinal product, MA holders are required to declare that the quality of the product, in respect of the methods 

of preparation and control, has been regularly updated by variation procedure to take account of technical and 

scientific progress, and that the product conforms with current CHMP/CVMP quality guidelines. They will also 

declare that no changes have been made to the product particulars other than those approved by the Competent 

Authority/EMA. MA holders should therefore verify with their ASMF holders whether the above declaration 

can be met in respect to the active substance particulars. In case changes have not been notified to the MA 

holder and National Competent Authority/EMA, the necessary variation procedure should be initiated without 

delay. 
(4) 

 

Closure of EDMF/ASMF 

When the MA Holder is no longer supplied with the active substance or the corresponding ASMF is replaced by 

a Ph. Eur. Certificate of Suitability (CEP), the ASMF Holder shall send a letter to the NCA/EMA notifying 

them of the withdrawal of access. (10)  

 

Conclusion:   
The EDMF contains complete and correct information about active pharmaceutical ingredient and the main 

purpose of EDMF is to support regulatory requirements of a medicinal product to prove its quality, safety and 

efficacy and this helps in obtaining a market authorization grant. All relevant scientific information for the 

market authorization of medicines in EU member states should be included in the EDMF. Now from 2016, most 

of the countries will use the eCTD format for DMF submission. 
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