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1. Changes since last revision

Updated to reflect the new organisational names in the Agency.

2. Records

Not Applicable.

3. Instructions

This Working Instruction refers to the SOP/H/3301 – EudraVigilance Medicinal Product Dictionary: 

Population with Approved Substances.

There is currently no internationally accepted standard terminology available to describe vaccine 

substances. Vaccine-related substances are classified, entered and maintained in the EVMPD, according 

to specific conventions.

This WIN is divided in four chapters describing EVMPD population with vaccine-related entries for:

3.1 Parent Organism

3.2 Common Name(s)

3.3. General Vaccine Type

3.4 Antigen(s)
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Each chapter provides definition, steps and examples for the population of the EVMPD with vaccine-

related entries according to its type.

3.1. Parent Organism

Definition: A parent organism refers to any micro-organism (bacterium, virus or parasite) used for the 

elaboration of an ‘active substance’ in a vaccine (e.g. Influenza virus).

Choice of the preferred language for the Parent Organism ‘Approved Substance Name’ will depend on 

the actual language broadly used in the product labelling. Usually English or Latin language is chosen.

The following EVMPD fields should be populated:

 Substance Name: enter the English/Latin name

 CAS number: not applicable

 Molecular Formula: not applicable

 Chemical/Biological Description: enter where applicable

 Source: enter the Reference Source (e.g EU Ph. or SmPC)

 Alias(es): not applicable 

 Translation(s): not applicable,

 Comment:  complete with ‘entry cleaned - vaccine’ to indicate that the EV code has been updated 

according to the rules described in this document and to identify the type of the substance in the 

EVMPD.

Figure 1. EVMPD example ‘Parent Organism’ Latin Name as reflected in the EU SmPC



Work instructions – PUBLIC
WIN/H/3302, 24-SEP-10 Page 3/11

3.2. Common Names

Definition: A common name refers to the title of the relevant European Pharmacopoeia (EU Ph.) 

monograph (if existing). In cases there is no EU Ph. monograph available, the stylistics and precedents 

of EU Ph. monograph titles should be observed, including the use of words such as ‘live’, ‘adsorbed’, or 

‘virosome’ in parenthesis, if relevant (reference: ‘Guideline on Pharmaceutical Aspects of the Product 

Information for Human Vaccines, EMEA/CPMP/BWP/2758/02’).

Depending on the availability of the vaccine common name in the EU Ph., the options to populate 

EVMPD should be as follows:

 Common name available in the EU Ph. (described in 3.2.1)

 Common name not available in the EU Ph. (described in 3.2.2)

3.2.1. Common name available in the EU Ph.

EU Ph. monographs define certain vaccine common names in terms of composition and quality. The EU 

Ph. monographs are accessible at the EMEA library website: 

http://emeaplus/EMEAPlus_Website/Library/Resources/Ebooks.htm

The following EVMPD fields should be populated:

 Substance Name: enter the English name

 CAS number: not applicable

 Molecular Formula: not applicable

 Chemical/Biological Description: enter where applicable

 Source: enter the Reference Source (i.e.  EU Ph.)

 Alias(es): enter if available from the Reference Source. Refer to Martindale and/or alternatively to 

various pharmacopoeias (e.g. British Pharmacopeia or US Pharmacopeia).

 Translation(s): enter as available in the EU Ph. (i.e. Latin, French and Spanish),

 Comment:  complete with ‘entry cleaned - vaccine’ to indicate that the EV code has been updated 

according to the rules described in this document and to identify the type of the substance in the 

EVMPD.

An example for a EU Ph. monograph is POLIOMYELITIS VACCINE (ORAL), which is defined as follows: 

‘Oral poliomyelitis vaccine is a preparation of approved strains of live attenuated poliovirus type 1, 2 or 

3 grown in vitro cultures of approved cells, containing any one type or any combination of the 3 types 

of Sabin strains, presented in a form suitable for oral administration’

http://emeaplus/EMEAPlus_Website/Library/Resources/Ebooks.htm
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Figure 2. EVMPD example for a common name as defined in the EU Ph.:

3.2.2. Common name not available in the EU Ph.

In certain instances, vaccines are not described in the EU Pharmacopeia (or other pharmacopoeias). It 

is advised to follow the stylistics and precedents of EU Ph. monographs as defined in the Guideline on 

Pharmaceutical Aspects of the Product Information for Human Vaccines, EMEA/CPMP/BWP/2758/02’ for 

preparing their SmPC. 

A fictitious example is the ‘Human X Virus’ vaccine. The EU SmPC, section 1 ‘Name of Medicinal 

Product’ provides a common name in line with the aforementioned guideline, which should be used to 

populate the EVMPD.

The following EVMPD fields should be populated:

 Substance Name: enter the English Name

 CAS number: not applicable

 Molecular Formula: not applicable

 Chemical/Biological Description: enter where applicable

 Source: enter the Reference Source used (i.e. SPC)

 Alias(es): where applicable

 Translation(s): where applicable

 Comment: complete with ‘entry cleaned - vaccine’ to indicate that the EV code has been updated 

according to the rules described in this document and to identify the type of the substance in the 

EVMPD.
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Figure 3. EVMPD example for a common name as defined in an EU SmPC:

3.3. General Vaccine Type

Definition: a general vaccine type relates to the Anatomical Therapeutic Chemical (ATC) classification 

maintained by WHO Collaborating Centre for Drug Statistics Methodology. The ATC classification is 

accessible as follows: http://www.whocc.no/

The following EVMPD fields should be populated:

 Substance Name: enter the Anatomical Therapeutic Chemical (ATC) classification as applicable 

for the vaccine

 CAS number: not applicable

 Molecular Formula: not applicable

 Chemical/Biological Description: enter where applicable

 Source: enter the Reference Source (i.e. ATC/WHO)

 Alias(es): not applicable

 Translation(s): not applicable

 Comment: complete with ‘ATC code of the vaccine and entry cleaned’ to indicate that the EV code 

has been updated according to the rules described in this document and to identify the type of the 

substance in the EVMPD.

http://www.whocc.no/
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Figure 4. EVMPD example for a general vaccine type in accordance with the WHO/ATC classification 

3.4. Antigen(s)

Definition: an antigen refers to a vaccine’s active ingredient of microbiological origin prepared to 

induce protective antibodies.

Antigens are reflected in Section 2 ‘Qualitative and Quantitative Composition’ of the Summary of 

Product Characteristics (SmPC).

This chapter describes:

 Antigens as reflected in the SmPC (see 3.4.1)

 Influenza virus antigens which need to be coded according to specific conventions in SmPC in the 

EU (see 3.4.2)

3.4.1. Antigens 

Antigens reflected in the SmPC Section 2 ‘Qualitative and Quantitative Composition’ should be 

described in the EVMPD on the basis of the following characteristics as applicable (see figure 5):

 Antigen name,

 Serotype,

 Strain description,

 State/modification [e.g. inactivated, live (attenuated)] 

 Carrier protein (when antigen is conjugated), 

 Adsorbant/adjuvant, 

 Host cell (expression system) 
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The following EVMPD fields should be populated:

 Substance Name: English Name 

 CAS number: not applicable

 Molecular Formula: not applicable

 Chemical/Biological Description: enter where applicable

 Source: enter the Reference Source as applicable (i.e. EU SmPC)

 Alias(es): not applicable

 Translation(s): not applicable

 Comment: complete with ‘entry cleaned - vaccine’ to indicate that the EV code has been updated 

according to the rules described in this document and to identify the type of the substance in the 

EVMPD.

Example 1: Product A

Figure 5. Antigen_XYZ antigens as in EU SmPC Product A

Three EVMPD entries for each of the 7 antigens in Product A need to be created as follows:

 One entry capturing antigen name + serotype

 One entry capturing antigen name + serotype + conjugation with carrier protein

 One entry capturing antigen name + serotype + conjugation with carrier protein + adsorbent. 
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Figure 6. Example of three EV codes with reference to the Product A SmPC and the ANTIGEN_XYZ 

OLIGOSACCHARIDE SEROTYPE 5* antigen.

General schema for the above example:

Figure 7

Example 2: Product B

Figure 8. Antigen W, Antigen A and Antigen F in EU SmPC (Product B)
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The three antigens of Product B should be presented as follows:

 ANTIGEN W, ANTIGEN A and ANTIGEN F virus as three separate EV codes

 ANTIGEN W, ANTIGEN A and ANTIGEN F virus including descriptor (live, attenuated) with three 

separate EV codes

 ANTIGEN W, ANTIGEN A and ANTIGEN F virus including descriptor (live, attenuated) and relevant 

strain description with three separate EV codes

 ANTIGEN W, ANTIGEN A and ANTIGEN F virus including descriptor (live, attenuated), relevant 

strain names and their host sources (expression system) with three separate EV codes

Figure 9. . Example of 12 EV codes with reference to the Product B SmPC.

General schema for the example above:

Figure 10

3.4.2. Influenza Antigens 

Influenza antigens need to be entered in the EVMPD based on the EU recommendations for seasonal 

and pandemic vaccination plans (in line with WHO proposals), which are published as follows: 

http://www.emea.europa.eu/htms/human/bwp/bwp.htm

Three steps need to be followed:

Step 1: Retrieve the relevant seasonal influenza vaccine recommendation

Step 2: Define the number of influenza antigen to be entered in the EVMPD

Step 3: Insert the influenza antigens in the EVMPD

http://www.emea.europa.eu/htms/human/bwp/bwp.htm
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Example: Entry for Influenza antigens for 2006/2007

Step 1: Retrieve the relevant seasonal influenza vaccine recommendation for the season 

2006/2007 from the EMEA website.

Figure 11

Step 2: Define the number of influenza antigen to be entered in the EVMPD

The same influenza strain can be applicable to more than one vaccination seasons. Therefore the 

EVMPD needs to be checked for existing strains, before a new strain is entered to avoid duplicate 

entries. According to the reference document (Figure 11) the following information needs to be 

captured:



Work instructions – PUBLIC
WIN/H/3302, 24-SEP-10 Page 11/11

1. A/NEW CALEDONIA/20/99 (H1N1) - LIKE STRAIN, specified as:

2. A/NEW CALEDONIA/20/99 (H1N1) - LIKE STRAIN (A/NEW CALEDONIA/20/99 REASS. IVR-116)

3. A/WISCONSIN/67/2005 (H3N2) - LIKE STRAINS specified as:

4. A/WISCONSIN/67/2005 (H3N2) - LIKE STRAIN (A/HIROSHIMA/52/2005 REASS. IVR-142)

5. A/WISCONSIN/67/2005 (H3N2) - LIKE STRAIN (A/WISCONSIN/67/2005 REASS. NYMCX-161)

6. A/WISCONSIN/67/2005 (H3N2) - LIKE STRAIN (A/WISCONSIN/67/2005 REASS. NYMCX-161-B)

7. B/MALAYSIA/2506/2004 - LIKE STRAIN, specified as: 

8. B/MALAYSIA/2506/2004 - LIKE STRAIN (B/MALAYSIA/2506/2004)

Step 3: Insert the influenza antigens in the EVMPD

Based on the example eight antigens need to be entered in the field ‘Substance Name’ of the EVMPD 

with separate EV codes (see figure 12):

Figure 12

In addition, the following EVMPD fields should be populated in the EVMPD-

 Substance Name: enter the antigen

 CAS number: not applicable

 Molecular Formula: not applicable

 Chemical/Biological Description: enter where applicable

 Alias(es): where applicable 

 Translation(s): where applicable

 Source: enter the Reference Source used (i.e. INFLUENZA RECOMMENDATIONS) 

 Comment: complete with ‘entry cleaned - vaccine’ to indicate that the EV code has been updated 

according to the rules described in this document and to identify the type of the substance in the 

EVMPD.
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