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Revision histor
Date Description

24/07/2024 ESMP Implementation guide for MAHs - v1.0
V1.1
e Improvement of the order of the rows in the data element table
05/11/2024 : . .
e “Alternative Substance” updated to “Alternative Therapies”
V1.2
Update of PMS ID fields:
e Renamed PMS ID (Medicinal product) to PMS ID
29/01/2025 .
e Renamed PMS ID (Packaged medicinal product) to Package PMS ID
e Highlight PMS guide link is only for reference and not mandatory to consult
V1.3
e Clarification of the forecasting period definition in concerned chapters
07/03/2025 e Clarification of data element S9.1, under 3.4. Availability information
e Highlight where conditions in conditional data elements are listed
V1.4
Update of Routine shortage reporting:

e Changed the data element P1.7.3 “Packaging” to “Package description”

e Changed S1.7 “Root cause of the shortage - additional information”
conformance from optional to conditional and added related validation
rules

e Changed S2.2 “Shortage prevention and mitigation plans - ongoing and
planned steps” conformance from optional to conditional and added related
validation rules

e Changed S3.5 “Shortage impact risk assessment - additional information”

13/05/2025 conformance from optional to conditional and added related validation

rules
e Changed S5.2 “Other authorities notified (e.g., other NCAs, EMA),
including reference to Quality Defect report” conformance from optional to
conditional and added related validation rules
Update of Marketing status NAPs:
¢ Changed the data element P1.7.3 “Packaging” to “Package description”
e Changed W1.2 “Planned withdrawal comment” conformance from optional
to conditional and added related validation rules
Update of Availability information:
e Changed the data element P1.7.3 “Packaging” to “Package description”
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Date Description

V1.5

e Addition of readable RMS IDs references (with related examples and
distinction from numerical RMS IDs) for the relevant data elements for
both routine shortage submissions and crisis and MSSG-led preparedness
submissions:

o InS1.4,S1.5,S2.1, S3.4, P1.9 as data elements where
readable/numerical RMS IDs values can be inserted

o InS1.6.1, S1.6.2, S1.6.3 as the validation rules of these data
elements have conditions depending on values of data elements
where readable/numerical RMS IDs need to be inserted

o Update of Annex 1: relevant tables to include readable RMS IDs

e The validation rules were updated for data element S1.2 to allow shortage
(expected) start dates to be from 01/01/2019 or later, replacing the
previous 2-year from current date limit for both routine shortage
submissions and crisis and MSSG-led preparedness submissions

28/04/2026 e Chapters 2.3 and 3.4.2: Update of data element descriptions S1.6.1,
S1.6.2, and S1.6.3 to highlight that the standard ISO 3166 Alpha-2 code
for countries would need to be inserted

Crisis and MSSG-led preparedness submissions:

e Preliminary requirements updated to reflect requirement for users to
ensure that accurate and complete product master data (including
structured package information and manufacturing site information for
CAPs and NAPs) is entered at pack-size level within PMS for products in
scope of reporting

e Preliminary requirements updated with clarification that CAP marketing
status affects generation of Availability information template only, as other
submissions are not affected by products’ marketing status

e Chapter 3.5: Update of the Manufacturing information submission to reflect
that the functionality is now incorporating information on the products’
manufacturing sites for NAPs, retrieved from Product Management Service
(PMS)
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Table of abbreviations

Abbreviation Full name

API Active Pharmaceutical Ingredient

CAP Centrally authorised product

EEA European Economic Area

EMA European Medicines Agency

ESMP European Shortages Monitoring Platform

EU European Union

INN International Non-proprietary Name

IRIS Integrated Regulatory Information System
ISO International Organization for Standardization
MAH Marketing authorisation holder

MPID Medicinal Product Identifier

MSSG Executive Steering Group on Shortages and Safety of Medicinal Products (Medicines

Shortages Steering Group)

NAP Nationally authorised product

NCA National competent authority

OMS Organisation Management Services

PCID Packaged Medicinal Product Identifier

PMS Product Management Services

RMS Referentials Management Services!

SmPC Summary of product characteristics

SMS Substance Management Services

SPOR Substance, Product, Organisation, and Referentials

L RMS provides referentials lists and terms. RMS supports the continuous exchange of data between information systems
across the European medicines regulatory network and the pharmaceutical industry. ESMP uses RMS lists and IDs to ensure
correct data submission, please refer to the Annex 1 - RMS list and terms, to consult possible values and correspondent
terms. For further information about RMS please consult additional resources as Referentials Management Service (RMS) |
European Medicines Agency (EMA) and RMS Web UI.
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1. Scope of this guidance

This European Shortages Monitoring Platform (ESMP) implementation guide for marketing
authorisation holders (MAHs) describes technical details and rules that MAHs must follow to ensure the
successful completion of electronic submissions to the European Medicines Agency (EMA) through the
ESMP.

The focus of this guide is to deliver detailed guidance and instructions on technical specifications,
clarifying data sets and data elements in scope of reporting requirements to EMA. Each data element is
listed in a dedicated table, which describes the information to be provided: ID, name, description,
example, conformance, data type, validation rules and destination reference. Further relevant details
are also presented in the dedicated sections of the guide.

The ESMP implementation guide is complementary to the ESMP User guide for MAHs and aims to
support MAHs to fulfil reporting obligations to EMA on information on shortages and supply of medicinal
products as defined by Regulation (EU) 2022/123.

1.1. How to read this guide

This section defines the attributes’ schema, used throughout the whole document for each data
element, and provides business guidance and conventions for the electronic submission of data on the
availability and supply of medicines for human use into the ESMP.

The requirements for each data set and data element are described in the following tabular format:
ID Unique identification code of the corresponding data element.
Name Common name used to refer to the data element.

The description of the data element, the convention, and the condition
under which the information should be provided in the context of

Description
P submission of data on the availability of medicines for human use into the
ESMP.
The examples provided in this guide are purely fictional and included for
illustrative purposes only. They do not represent real individuals,
Example

organisations, or actual cases, and should not be interpreted as accurate
or authoritative data.
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Explanation

Whether the information should be provided on a mandatory, conditional
or optional basis. It is possible for a class to be conditional yet include
mandatory data fields. Once the conditions for the class are fulfilled, all
mandatory data fields shall be populated. If the conditions are not fulfilled,
none of the data fields belonging to the class shall be provided.

o Mandatory: the provision of the data is compulsory; therefore, the
field(s) shall be populated with the available information.

o Conditional: the provision of the data is compulsory only if a
previous condition is met. Therefore, the field(s) shall be populated
accordingly.

o Optional: the provision of the data is not mandatory; however, the
field(s) can be populated if the information is available.

The type of data is specified as:

o string: sequence of characters, digits, or symbols—always treated as
text;

o date: date in the dd/mm/yyyy format;
o integer: numeric data type for numbers without fractions.

Values applicable to the data element (e.g., reference to the SMS, OMS or
relevant RMS lists).

Reference to the template document and specific location in which to insert
the required information.

For data elements that require the insertion of Referentials Management Services (RMS) identifiers,
which are 12-digit IDs that codify data used to insert information in the system, you can consult two

resources:

e RMS lists in the SPOR platform?, which are linked within each relevant data element table, in the

validation rule row;

e The RMS identifiers annex lists all RMS identifiers used in the ESMP, collects, and catalogues all

RMS lists used in the ESMP, numerical RMS IDs, readable RMS IDs, corresponding terms, and their

meaning.

2 https://spor.ema.europa.eu/rmswi/#/lists
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2. Routine shortage submissions

In normal circumstances, MAHs are required to report shortages of centrally authorised products
(CAPs) when the MAH is made aware of a potential or actual shortage.

In the 'Routine shortage reporting’ section of the ESMP, you will have to submit the following
information for the medicinal products for which you notify a shortage, and keep this information up to
date:

e Shortage information;

e Shortage prevention and mitigation;
e Impact assessment;

e Alternative therapies;

e Additional information.

The following chapters describe in depth the different data elements and related details that MAHs will
need to submit to fulfil the reporting requirements.

2.1. Preliminary requirements

The ESMP is integrated with the EMA data management services to ensure a reliable exchange of
information. By providing master data and a common language across the EU/EEA, this integration
facilitates data management and regulatory compliance. The ESMP will retrieve the following data from
EMA systems to pre-populate reporting templates:

e Product information from the Product Management Service (PMS);
e Marketing status for CAPs from IRIS.
Data retrieved from PMS and IRIS cannot be modified through the ESMP.

Please ensure that marketing status information of all your CAPs is inserted correctly and is up to date
within the IRIS platform. Data will be retrieved only for products in scope of reporting requirements
which have been indicated as “Marketed” or “Temporarily unavailable” in specific EU/EEA countries.
Products for which marketing status information has not been inserted in IRIS, and products for which
marketing status has been indicated as “"Not marketed” or "Never marketed”, will not be retrieved;
hence, entries for such product and country combinations will not be pre-populated in the data
submission templates in the ESMP.

If marketing status details for CAPs in IRIS are out of date or incorrect, changes need to be entered
directly in the IRIS platform, after which they will be automatically reflected in the ESMP. For more

information regarding how to modify marketing status information in IRIS, please refer to the IRIS

guide for applicants3, section 6, and to the relevant sections of the EMA website*.

3 https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/iris-guide-applicants-how-create-submit-
scientific-applications-industry-individual-applicants en.pdf
4 https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/notifying-change-marketing-status
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2.2. Product information

To collect information on medicinal products in scope of reporting requirements through the ESMP (i.e.,
CAPs experiencing potential or actual shortages), the platform will generate templates which you can
download, compile, and upload. Where possible, the templates will be pre-populated with information
previously submitted to EMA through different systems and previously through the ESMP.

Please do not change the fields which have been retrieved from other EMA systems while
completing the submission procedure. Any changes to product information in the pre-filled templates
will not be processed by the system, hence will not generate any changes in the PMS or IRIS
databases.

Data elements for Product information

Full Short . Pharmace Package Country of .
Package Active ’ . o N Marketing
PMS ID product product substance Strength utical Pack size descriptio PCID authonsat status
— name name = form n ion D
P1.1.2 P1.2.1 P1.2.2 P1.3.2 P1.4 P1.6.2 P1.7.2 P1.7.3 P1.7.1 P1.8 P1.9

Please consult the box and tables below for further details about each data element and relative
conformance.

Tag Explanation
ID P1.1.2
Name Package PMS ID

Unique identifier assigned to a packaged medicinal product throughout its
lifecycle.

It is an essential identifier that will ensure that the information inserted in the
template is associated with the correct product.

Description This data element is pre-populated in the data submission template if the file is
downloaded from the ESMP.

This data element corresponds to the entity “Package PMS ID” in PMS - ISO
IDMP, Chapter 2. Please note that the PMS guide is linked only for reference
and it is not a mandatory resource to consult.

Example 96781
Conformance Mandatory
Data type String

Must exist in the list of critical medicinal product records to which the user has

Validation rule s
an affiliation.

Destination MAH Routine shortage reporting template / column A
reference
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Tag Explanation

ID P1.2.1
Name Full product name

Full medicinal product name as indicated in Section 1: Name of the Medicinal
Product of the corresponding Summary of Product Characteristics (SmPC) or
other regulatory documents, in line with the local language of the country
where the product is authorised.

Description This data element is pre-populated in the data submission template if the file is
downloaded from the ESMP.

This data element corresponds to the entity “Full name” in PMS - ISO IDMP,
Chapter 2. Please note that the PMS guide is linked only for reference and it is
not a mandatory resource to consult.

Example Esempin 500 mg - film-coated tablet

Conformance Optional, will not be processed>

Data type String

Validation rule Not applicable

Destination MAH Routine shortage reporting template / column B
reference

ID P1.2.2

Name Short product name

Invented name as specified within the full product name. If the product has no
invented name, the data element will instead combine the International Non-
proprietary Name (INN) and the company name from the full product name.

o This data element is pre-populated in the data submission template if the file is
Description downloaded from the ESMP.

This data element corresponds to the entity “Invented name part” in PMS - ISO
IDMP, Chapter 2. Please note that the PMS guide is linked only for reference
and it is not a mandatory resource to consult.

Example Esempin
Conformance Optional, will not be processed®®
Data type String

5 This data field is included in the dataset only to support users to refer to the correct product while inserting the relevant
information requested in the template. Any change or addition to this data element will not be processed by the ESMP. If
changes need to be applied to this data element, they must be done in directly in PMS.
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Tag Explanation
Validation rule Not applicable
Destination MAH Routine shortage reporting template / column C
reference
Tag Explanation
(D) P1.3.2
Name Active substance

Active substance(s) contained in the medicinal product.

This data element is pre-populated in the data submission template if the file is
downloaded from the ESMP.

Description
This data element corresponds to the entity “Ingredient” in PMS - ISO IDMP,
Chapter 2. Please note that the PMS guide is linked only for reference and it is
not a mandatory resource to consult.

Example paracetamol

Conformance Optional, will not be processed®>

Data type String

Validation rule Not applicable

Destination MAH Routine shortage reporting template / column D

reference

Tag Explanation

(D) P1.4

Name Strength
Quantity of the active substance contained in a pharmaceutical product
including the unit of measurement.
This data element is pre-populated in the data submission template if the file is

Description downloaded from the ESMP.
This data element corresponds to the entity “Ingredient” in PMS - ISO IDMP,
Chapter 2. Please note that the PMS guide is linked only for reference and it is
not a mandatory resource to consult.

Example 500 mg

¢ This data field is included in the dataset only to support users to refer to the correct product while inserting the relevant
information requested in the template. Any change or addition to this data element will not be processed by the ESMP. If
changes need to be applied to this data element, they must be done in directly in PMS.
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Conformance Optional, will not be processed®>

Data type String

Validation rule Not applicable

Destination MAH Routine shortage reporting template / column E

reference

ID P1.6.2

Name Pharmaceutical form

Pharmaceutical form as authorised by regulatory authorities and as reflected in
regulatory documents.

This data element is pre-populated in the data submission template if the file is
Description downloaded from the ESMP.

This data element corresponds to the entity “(Authorised) pharmaceutical form”
in PMS - ISO IDMP, Chapter 2. Please note that the PMS guide is linked only for
reference and it is not a mandatory resource to consult.

Example Film-coated tablet

Conformance Optional, will not be processed”>

Data type String

Validation rule Not applicable

Destination MAH Routine shortage reporting template / column F
reference

ID P1.7.2

Name Pack size

Total number of units of the manufactured item or package item and

represented per unit of presentation.
Description
This data element is pre-populated in the data submission template if the file is

downloaded from the ESMP.

7 This data field is included in the dataset only to support users to refer to the correct product while inserting the relevant
information requested in the template. Any change or addition to this data element will not be processed by the ESMP. If
changes need to be applied to this data element, they must be done in directly in PMS.
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Tag Explanation

This data element corresponds to the entity “Packaged medicinal product” in
PMS - ISO IDMP, Chapter 2. Please note that the PMS guide is linked only for
reference and it is not a mandatory resource to consult.

Example 100 tablets

Conformance Optional, will not be processed’>>

Data type String

Validation rule Not applicable

Destination MAH Routine shortage reporting template / column G
reference

ID P1.7.3

Name Package description

The packaging/container(s) information of a medicinal product and any
associated device(s) which are an integral part or provided in combination with
a medicinal product, as supplied for sale or distribution/supply.

This data element is pre-populated in the data submission template if the file is

Description downloaded from the ESMP.
This data element corresponds to the entity “Packaged medicinal product” in
PMS - ISO IDMP, Chapter 2. Please note that the PMS guide is linked only for
reference and it is not a mandatory resource to consult.

Example 100 tablets in an amber glass bottle

Conformance Optional, will not be processed>8

Data type String

Validation rule Not applicable

Destination MAH Routine shortage reporting template / column H

reference

ID P1.7.1

Name PCID

8 This data field is included in the dataset only to support users to refer to the correct product while inserting the relevant
information requested in the template. Any change or addition to this data element will not be processed by the ESMP. If
changes need to be applied to this data element, they must be done in directly in PMS.
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Tag Explanation

Unique Packaged Medicinal Product Identifier (PCID) assigned to each packaged
medicinal product by PMS based on the data submitted.

This data element is pre-populated in the data submission template if the file is
downloaded from the ESMP.

Description
This data element corresponds to the entity “Packaged Medicinal Product
Identifier (PCID)” in PMS - ISO IDMP, Chapter 2. This data element may not be
populated in PMS. Please note that the PMS guide is linked only for reference
and it is not a mandatory resource to consult.

Example EU-100000396-00020080-0001

Conformance Optional, will not be processed?®>

Data type String

Validation rule Not applicable

Destination MAH Routine shortage reporting template / column I

reference

Tag Explanation

1D P1.8

Name Country of authorisation
Country where the medicinal product has been authorised, as approved by the
regulatory authority, and indicated in the corresponding regulatory
document(s).

Description Note: In the ESMP, all centrally authorised products will be listed once per each

P EU/EEA country, so availability information can be inserted separately for each

country.
This data element is pre-populated in the data submission template if the file is
downloaded from the ESMP.

Example BE

Conformance Mandatory®

Data type String

o Must comply with the standard ISO 3166 Alpha-2 code

Validation rule Must be an EU/EEA member state

9 This data field is included in the dataset only to support users to refer to the correct product while inserting the relevant
information requested in the template. Any change or addition to this data element will not be processed by the ESMP. If
changes need to be applied to this data element, they must be done in directly in PMS.
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Tag Explanation

Destination MAH Routine shortage reporting template / column J

reference

Tag Explanation

ID P1.9

Name Marketing status
Marketing status of the product, indicating whether a product is placed on the
market.

Description
For more information on marketing status for CAPs, please refer to section 2.1
Preliminary Requirements.

Example Marketed

Conformance Optionalt®

Data type String

Validation rule Must reflect the existing marketing status as present in IRIS.

Destination MAH Routine shortage reporting template / column K

reference

2.3. Shortage information

The “shortage information” section aims to gather insight on shortages in the supply chain, capturing
aspects related to timelines, disruptions, and the root causes of shortages of a particular product.

Data elements for Shortage information

Point in ) ) . Root cause
Countries Countries Countries
Shortage Shortage supply . . - B - ; of the
) Root cause in which in which in which
Shortage start date end date or chain at . I shortage -
. of the manufactur increased distribution "
status or expected expected which S . additional
. - shortage ing issues demand issues ) B
start date end date disruption information
occur occurs occur
occurs
S1.1 S1.2 S1.3 S1.4 S1.5 S1.6.1 S1.6.2 S1.6.3 S1.7

Please consult the tables below for further details about each data element and relative conformance.

Tag [GIELEL )

1D S1.1

Name Shortage status

10 This data field is included in the dataset only to support users to refer to the correct product while inserting the relevant
information requested in the template. Any change or addition to this data element will not be processed by the ESMP. If
changes need to be applied to this data element, they must be done in directly in IRIS.
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Tag

Description

Example
Conformance

Data type

Validation rule

Destination
reference

Tag
1D

Name

Description

Example
Conformance

Data type

Validation rule

Destination
reference

Tag

ID

O
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Explanation

Current state of a shortage situation of a medicinal product in a specific EU/EEA
Member State, which can be categorised as “Potential”, “Actual”, “Resolved”, or
“No Shortage”. It is based on the most reliable information at the time of
reporting. Any change in the status, such as from potential to actual or from
actual to resolved, must be reported immediately by submitting the updated
information.

Potential
Mandatory
String

Must be one of the following options:

Potential
Actual
Resolved

No shortage

MAH Routine shortage reporting template / column L

Explanation

S1.2
Shortage start date or expected start date

Date when a shortage begins or is anticipated to begin. For a shortage with an
“actual” or “resolved” status, indicate the shortage start date. For a “potential”
status, indicate the expected shortage start date.

20/05/2024
Conditional

Date

Conditions:
o If the Shortage status is reported as “"No Shortage”:
o  Must not be filled in (to be left empty)
o If the Shortage status is reported as “Actual”, “"Potential” or "Resolved”:
o Must be filled in (mandatory)
o  Must be format dd/mm/yyyy
o Must be on or after 01/01/2019
o Must be within up to 10 years after the current date

MAH Routine shortage reporting template / column M

Explanation

S1.3
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Tag

Name

Description

Example
Conformance

Data type

Validation rule

Destination
reference

Tag
ID

Name

Description

Example

Conformance

Data type
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Explanation

Shortage end date or expected end date

Date when a shortage is expected to or actually ends. For “Actual” and
“Potential” shortages, it indicates an estimated end date. For “Resolved”
shortages, it indicates the actual shortage end date.

13/09/2029

Conditional

Date

Conditions:

If the Shortage status is reported as “"No Shortage”:

o Must not be filled in (to be left empty)

If the Shortage status is reported as “Actual”, “Potential”:

o Must be filled in (mandatory)

o Must be format dd/mm/yyyy

o Must be up to 10 years after the current date

o Must not be earlier than the Shortage start date or expected start date
If the Shortage status is reported as “Resolved”:

Must be filled in (mandatory)

Must be format dd/mm/yyyy

Must be no more than 2 years prior to the current date

Must be up to 10 years after the current date

Must not be earlier than the Shortage start date or expected start date

(0]

O O O O

MAH Routine shortage reporting template / column N

Explanation

S1.4

Point in supply chain at which disruption occurs

Specific stages of the medicine manufacturing and distribution where issues are
occurring.

If applicable, multiple values may be entered.

200000028583,200000028585

or
ActSublInt; SupplyRawExcPack

Conditional

String
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Tag Explanation

Conditions:

o If the Shortage status is reported as "No Shortage”:
o  Must not be filled in (to be left empty)
o If the Shortage status is reported as “Actual”, “Potential” or “Resolved”:
o  Must be filled in (mandatory)
Validation rule o  Must be the numerical or readable RMS term ID of a term in the RMS
list “Point in supply chain at which disruption occurs” with list ID
"200000028549"”. Consult possible values in the Annex 1 - RMS ID
list, Point in supply chain at which disruption occurs
o Multiple values must be separated by a ;"
o Must not contain duplicate values

Destination MAH Routine shortage reporting template / column O
reference

Tag Explanation

ID S1.5

Name Root cause of the shortage

Primary reason(s) for the shortage.

Description
If applicable, multiple values may be entered.
200000028689,200000028690
Example or
ManufProdRel;ManufPeople
Conformance Conditional
Data type String
Conditions:
o If the Shortage status is reported as “No Shortage”:

o Must not be filled in (to be left empty)

o If the Shortage status is reported as “Actual”, “Potential” or "Resolved”:
Validation rule o Must be filled in (mandatory)

o  Must be the numerical or readable RMS term ID of a term in the RMS
list “Shortage root cause” with list ID "200000028648". Consult
possible values in the Annex 1 — RMS ID list Shortage root cause

o Multiple values must be separated by a “;”

o Must not contain duplicate values

Destination MAH Routine shortage reporting template / column P
reference

Tag Explanation

ID S1.6.1

Name Countries in which manufacturing issues occur
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Tag Explanation

Countries where the production problems are happening. If the shortage is due
to manufacturing issues, you should indicate the specific countries affected,
such as the country of the production line experiencing the issue.

Description
: If applicable, multiple values may be entered.
Please note that this data element requires the insertion of the standard ISO
3166 Alpha-2 code for the country (e.g. "CN").

Example CN,CO

Conformance Conditional

Data type String

Conditions:
o If the reported Root cause of shortage does not refer to Manufacturing
issues (numerical RMS IDs “200000028689"”, *200000028690",
"200000028691", or, “200000028692", corresponding to readable RMS IDs
“ManufProdRel”, “ManufPeople”, “ManufGMPNonComp”, or
“ManufCapacity”):
o o Must not be filled in (to be left empty)
Validation rule o If the reported Root cause of shortage refers to Manufacturing issues
(numerical RMS IDs “200000028689”, "200000028690", “200000028691",
or, “200000028692”, corresponding to readable RMS IDs “ManufProdRel”,
“ManufPeople”, *"ManufGMPNonComp”, or “ManufCapacity”):
o Must be filled in (mandatory)
o  Must comply with the standard ISO 3166 Alpha-2 code
o Multiple values must be separated by a ;"
o Must not contain duplicate values
Destination MAH Routine shortage reporting template / column Q
reference
Tag Explanation
ID S1.6.2
Name Countries in which increased demand occurs
Countries where there is an unexpected rise in the need for the product. If the
shortage is due to unexpected increased demand, you should indicate the
specific countries experiencing this surge, such as those affected by changes in
epidemiology.
Description > e
If applicable, multiple values may be entered.
Please note that this data element requires the insertion of the standard ISO
3166 Alpha-2 code for the country (e.g. "CN").

Example CN;CO

Conformance Conditional
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Tag

Data type

Validation rule

Destination
reference

Tag
(D)

Name

Description

Example
Conformance

Data type
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Explanation

String

Conditions:

If the reported Root cause of shortage does not refer to Unexpected
increased demand (numerical RMS IDs “200000028700”, *200000028701",
“200000028702", *200000028703", or, “200000028704", corresponding to
readable RMS IDs “UnexIncDemCoStock”, “UnexIncDemMsStock”,
“UnexIncDemChangePresBeh”, “UnexIncDemChangelnUse” or
“UnexIncDemUnavailOtherMah”):

o Must not be filled in (to be left empty)

If the reported Root cause of shortage refers to Unexpected increased
demand (numerical RMS IDs “200000028700", *200000028701",
“200000028702", *200000028703", or, “200000028704", corresponding to
readable RMS IDs “UnexIncDemCoStock”, “UnexIncDemMsStock”,
“UnexIncDemChangePresBeh”, “UnexIncDemChangelnUse” or
“UnexIncDemUnavailOtherMah”):

Must be filled in (mandatory)

Must comply with the standard ISO 3166 Alpha-2 code

Multiple values must be separated by a ;"

Must not contain duplicate values

O O O O

MAH Routine shortage reporting template / column R

Explanation

S1.6.3

Countries in which distribution issues occur

Countries where there are problems in distributing the product. If the shortage
is due to distribution issues, you should indicate the specific countries
experiencing these problems.

If applicable, multiple values may be entered.

Please note that this data element requires the insertion of the standard ISO
3166 Alpha-2 code for the country (e.g. "CN").

CN;CO

Conditional

String
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Tag Explanation

Conditions:

o If the reported Root cause of shortage does not refer to Distribution issues
(numerical RMS IDs “200000028706"”, “200000028707", *200000028708",
"200000028709", or “"200000028710" “, corresponding to readable RMS
IDs “DistrAir”, “DistrSea”, “DistrLand”, “DistrExport”, or “DistrImport”):

o  Must not be filled in (to be left empty)

. If the reported Root cause of shortage refers to Distribution issues
(numerical RMS IDs “200000028706", "200000028707", “200000028708",
"200000028709”, or “200000028710" “, corresponding to readable RMS
IDs “DistrAir”, “DistrSea”, “DistrLand”, “DistrExport”, or “DistrImport”):

o Must be filled in (mandatory)

Validation rule

o Must comply with the standard ISO 3166 Alpha-2 code
o Multiple values must be separated by a ;"
o Must not contain duplicate values
Destination MAH Routine shortage reporting template / column S
reference
Tag Explanation
ID S1.7
Name Root cause of the shortage - additional information
Description Further information and details on the root cause of the shortage that are not
2 already covered by the “Root cause of shortage” data field.
Example Reprioritisation of product portfolio
Conformance Conditional
Data type String, free text
Conditions:
Validation rule o If the Shortage status is reported as “Actual”, “Potential” or “"Resolved”:
o Must be filled in (mandatory)
o Must not exceed the maximum length of 2000 characters
Destination MAH Routine shortage reporting template / column T
reference
2.4, Shortage prevention and mitigation

The “shortage prevention and mitigation” section collects information about possible measures that
could potentially overcome the shortages of medicinal products in scope of reporting.

Data elements for Prevention and mitigation

Shortage prevention and mitigation plans - ongoing and
planned steps

Shortage prevention and mitigation plans

S2.1 S2.2
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Please consult the tables below for further details about each data element and relative conformance.

Tag Explanation

ID S2.1

Name Shortage prevention and mitigation plans

Strategies implemented to prevent or address supply shortages to mitigate their
impact on patients. One or more actual or intended mitigation measures for the
shortage should be reported.

If applicable, multiple values may be entered.
o If “potential alternative active substance manufacturer/production site” or

D .
escription “potential alternative finished product manufacturer/production site” are
selected as mitigating measures, please identify the site in the free text
field ID S2.2.
° If any other value is selected, please elaborate in detail in the free text
field ID S2.2.
200000028633,;200000028640
Example or
AltActSubMan;IncProdCurrentSite
Conformance Conditional
Data type String
Conditions:

o If the Shortage status is reported as “"No Shortage”:
o  Must not be filled in (to be left empty)
o If the Shortage status is reported as “Actual”, “Potential” or “Resolved”:
o Must be filled in (mandatory)
Validation rule o  Must be the numerical or readable RMS term ID of a term in the RMS
list “"Mitigation plan prevention plan” with list ID *200000028617".
Consult possible values in the Annex 1 — RMS 1D list Mitigation plan
prevention plan
o Multiple values must be separated by a ;"
o  Must not contain duplicate values

Destination MAH Routine shortage reporting template / column U

reference

Tag Explanation

ID S2.2

Name Shortage prevention and mitigation plans - ongoing and planned steps

Complementary description of the mitigation and prevention plans, in addition
to the tag “Shortage prevention and mitigation plans”. Any relevant additional
information on the proposed shortage prevention and mitigation measures must
be reported.

Description . . . . ; I
o If “potential alternative active substance manufacturer/production site” or

“potential alternative finished product manufacturer/production site” are
selected as mitigating measures, please identify the site here.

o If any other value is selected, please elaborate in detail here.
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Tag Explanation

Manufacturing of finished product/active substance commissioned to alternative

Example , . , . .
manufacturer; Batch testing taking place at alternative testing site

Conformance Conditional

Data type String, free text

Conditions:

o If the Shortage status is reported as “Actual”, “Potential” or “"Resolved”:
o Must be filled in (mandatory)
o Must not exceed the maximum length of 2000 characters

Validation rule

Destination MAH Routine shortage reporting template / column V
reference
2.5. Impact assessment

The “impact assessment” section gathers information about the effects the shortage of a particular
medicine in scope of reporting requirements on patients.

Data elements for Impact assessment

Affected population Shortage impact risk Shortage impact risk assessment -
- Market share " - ;
estimate assessment additional information

S3.1 S3.2 S3.4 S3.5

Please consult the tables below for further details about each data element and relative conformance.

Tag Explanation

ID S3.1

Name Affected population estimate

DT Estimated number of patients or population affected in the relevant EU/EEA
country.

Example 15590

Conformance Optional

Data type Integer

Validation rule Must be a whole nhumber between 0 and 99999999

Destination MAH Routine shortage reporting template / column W

reference

ID S3.2
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Tag Explanation

Name Market share

Latest available data on the market share from the beginning of year to the
latest period (year to date), in percentage, at pack level for the relevant
medicinal product in a specific EU/EEA member state in relation to other

Description authorised medicinal products on this particular market. Market share data
should address both hospital and non-hospital markets.

This data must be provided if available.

Example 15
Conformance Optional
Data type Integer

° Must be a whole number between 0 and 100

Validation rule ° Must not include the “%" sign

Destination MAH Routine shortage reporting template / column X
reference

Tag Explanation

ID S3.4

Name Shortage impact risk assessment

Company assessment of the risk level of the shortage situation and its impact
on patients. Indicate as: low, medium, or high.

For guidance on criteria for the shortage impact risk assessment, you may wish
to consult the current Guidance on detection and notification of shortages of
medicinal products for MAHs in the Union (EEA) and further criterion 2:
availability of appropriate alternatives in section 3.1. Assessment and risk
assignment of medicinal product criticality of the Methodology to identify critical
medicines for the “Union List of critical medicines”. You may also wish to take
the duration of the shortage into account.

Description

200000033600
or

High
Conformance Conditional

Example

Data type String
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Tag Explanation

Conditions:

o If the Shortage status is reported as “"No Shortage”:
o Must not be filled in (to be left empty)

. If the Shortage status is reported as “Actual”, “Potential” or “Resolved”:
o  Must be filled in (mandatory)

o  Must be the numerical or readable RMS term ID of a term in the RMS
list "Shortage impact risk assessment” with list ID “200000033599".
Consult possible values in the Annex 1 — RMS ID list Shortage impact
risk assessment

Validation rule

Destination MAH Routine shortage reporting template / column Y
reference
Tag Explanation
ID S3.5
Name Shortage impact risk assessment - additional information
Description Further information on the reason and criteria taken into account for the rating
2 in the data element “Shortage impact risk assessment”.
Examble Risk level high due to high market share and few or no suitable alternative
X
3 products
Conformance Conditional
Data type String, free text
Conditions:

o If the Shortage status is reported as “Actual”, “Potential” or “Resolved”:
o  Must be filled in (mandatory)
o  Must not exceed the maximum length of 2000 characters

Validation rule

Destination MAH Routine shortage reporting template / column Z
reference
2.6. Alternative therapies

The “alternative therapies” section collects information about alternative therapies or substances
available which could be used to mitigate the lack of the product in shortage.

Data elements for Alternative therapies

Alternatives therapies available? Alternative therapies

S4.1 S4.2

Please consult the tables below for further details about each data element and relative conformance.
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Tag Explanation

ID S4.1
Name Alternative therapies available?

Indicate if there are treatments available on the market that can be used
instead of the primary medication for the respective condition.

An alternative is appropriate if it fulfils the following criteria:

e The alternative medicine is authorised for the same therapeutic indication in
the respective Member State (i.e. no off-label use);

Description
e The alternative medicine is available on the market of the respective Member
State;
e Alternative treatment is clinically possible;
e The use of alternative treatment does not have a negative impact on the
patient’s health and provides the same quality of care standard.
Example No
Conformance Conditional
Data type String
Conditions:
o If the Shortage status is reported as “No Shortage”:
Validation rule o Must not be filled in (to be left empty)
o If the Shortage status is reported as “Actual”, “Potential” or "Resolved”:
o Must be filled in (mandatory)
o Values must be only “Yes” or "No” (not case sensitive)
Destination MAH Routine shortage reporting template / column AA
reference
Tag Explanation
ID S4.2
Name Alternative therapies
Substitute medicinal products or active substances that can be used when the
Description primary medication is unavailable. Details on these therapeutic alternatives,
2 according to the company’s best knowledge, including products from the same
MAH and other MAHSs, should be provided if available.
Example Products with same API from other MAH available and also marketed in this
X
3 member state. Ibuprofen can also be used as an alternative.
Conformance Conditional
Data type String, free text
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Tag Explanation

Conditions:
o If the Alternative therapies available? is reported as “No”:
Validation rule o  Must not be filled in (to be left empty)

o If the Alternative therapies available? is reported as “Yes":
o  Must be filled in (mandatory)
o  Must not exceed the maximum length of 2000 characters

Destination MAH Routine shortage reporting template / column AB
reference
2.7. Additional information

The “additional information” section refers to other regulatory processes initiated for the situation in
question, as well as information on the assistance required from relevant national competent authorities
(NCAs).

Please consult the tables below for further details about each data element and relative conformance.

Data elements for Additional information

Rapid Alert reference Other authorities notified (e.g., other NCAs, EMA), Reference to related Required NCA
number including reference to Quality Defect report pending regulatory action actions, if any
S5.1 S5.2 S5.3 S5.4

Please consult the tables below for further details about each data element and relative conformance.

Tag Explanation

ID S5.1

Name Rapid Alert reference humber

Description Reference nurr.lbe.r of th.e rapid talert for a quality defect/recall aFtion of the
product to be indicated in case it was reported through the Rapid Alert System.

Example ES/II/2019/05/02

Conformance Optional

Data type String, free text

Validation rule Must not exceed the maximum length of 2000 characters

Destination MAH Routine shortage reporting template / column AC

reference

ID S5.2

Name Other authorities notified (e.g., other NCAs, EMA), including reference to

Quality Defect report.
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Tag Explanation

List of all notified authorities that were notified of the quality defect including

Description ) ]

the reference numbers to the respective quality defect report.
Example EMA,; BfArM/All EU National Authorities; Reference: QDYYYY-123
Conformance Conditional
Data type String, free text

Conditions:
Validation rule o If the Shortage status is reported as “Actual”, “Potential” or “Resolved”:

o Must be filled in (mandatory)
o Must not exceed the maximum length of 2000 characters
Destination MAH Routine shortage reporting template / column AD
reference
Tag Explanation
ID S5.3
Name Reference to related pending regulatory action
Description Indicate the reference to related pending regulatory action, if applicable.
Example EMEA/H/B/919
Conformance Optional
Data type String, free text
Validation rule Must not exceed the maximum length of 2000 characters
Destination MAH Routine shortage reporting template / column AE
reference
Tag Explanation
ID S5.4
Name Required NCA actions, if any
. Actions required from any national competent authority to prevent or mitigate

Description . . .

the shortage. Indicate if applicable.
Example Explore potential regulatory flexibilities to address the shortage, (e.g. possible

5 labelling exemption).

Conformance Optional
Data type String, free text
Validation rule Must not exceed the maximum length of 2000 characters
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Tag Explanation
Destination MAH Routine shortage reporting template / column AF

reference
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3. Crisis and MSSG-led preparedness submissions

In times of crisis (i.e., during a public health emergency or major event) or an Executive Steering
Group on Shortages and Safety of Medicinal Products (MSSG) announcement of a specific
preparedness action, you are required to report information on centrally and nationally authorised
products. In the first case, reporting requirements refer to products included in the list of critical
medicines for a specific public health emergency or major event; in the second, you are required to
report information on products included in a list of medicines to be monitored for MSSG-led
preparedness. In both cases, you will have to submit the following information for medicinal products
in scope of reporting requirements:!

e Marketing status for CAPs;
e Marketing status for NAPs;
e Availability information;

e Manufacturing information;
e Alternative therapies.

The following chapters describe in depth the different data elements and related details, that MAHs will
need to submit to fulfil the reporting requirements.

3.1. Preliminary requirements

The ESMP is integrated with the EMA data management services to ensure a reliable exchange of
information. By providing master data and a common language across the EU/EEA, this integration
facilitates data management and regulatory compliance. The ESMP will retrieve the following data from
EMA systems to pre-populate reporting templates:

e Product information at pack size medicinal product level from the Product Management Service
(PMS);

e Organisation details from the Organisation Management Services (OMS);
e Marketing status for centrally authorised products (CAPs) from IRIS.

Data retrieved from PMS and IRIS cannot be modified through the ESMP.

Ensure that accurate and complete product master data, including structured package information and
manufacturing site information for and NAPs, is entered in PMS. When a specific crisis or MSSG-led
preparedness action is triggered, MAHs will be required to insert and ensure the correctness of this
information in PMS within 2 weeks of launching the monitoring action in question.

Ensure that marketing status information of all your CAPs is inserted correctly and is up to date within
the IRIS platform. When generating the Availability information template, data will be retrieved only
for products in scope of reporting requirements which have been indicated as “Marketed” or
“Temporarily unavailable” in specific EU/EEA countries. Products for which marketing status
information has not been reported in IRIS, and products for which marketing status has been indicated
as “Not marketed” or "Never marketed”, will not be retrieved; hence, entries for such product and
country combinations will not be pre-populated in the Availability information data submission
templates in the ESMP.
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The Manufacturing information template and Alternative therapies webform are generated
independently of the marketing status information.

If marketing status information for CAPs in IRIS are out of date or incorrect changes need to be
implemented directly in the IRIS platform which then will be automatically reflected in the ESMP. For
more information regarding how to modify marketing status information in IRIS, please refer to the
IRIS guide for applicants!!, section 6, and to the relevant sections of the EMA website!2.

On the other hand, marketing status information for nationally authorised products (NAPs) in
scope of crisis or MSSG-led preparedness reporting will be requested in the ESMP and submitted
through a standalone reporting data flow. Please consult chapter 3.3 Marketing status for NAPs, for

further information about the submission details.

3.2. Marketing status for CAPs

Information on marketing status for CAPs, which constitutes a preliminary requirement for data
submissions in the ESMP, is maintained in IRIS. To review or modify marketing status information for
products in scope of reporting requirements to ESMP you will be re-directed to IRIS.

3.3. Marketing status for NAPs

Data on the marketing status of nationally authorised products (NAPs; including products authorised
through the national procedure (NP), decentralised procedure (DCP) or the mutual recognition
procedure (MRP)) in scope of crisis or MSSG-led preparedness reporting will be requested directly in
the ESMP and submitted through this reporting data flow. You will be required to keep this data up to
date when changes to the marketing status of your products occur. Once the data is submitted,
products which are indicated as “Marketed” or "“Temporarily unavailable” will be reflected in the
“Availability information” reporting template in the ESMP.

3.3.1. Product information

To collect marketing status information on NAPs in scope of reporting requirements in the ESMP the
platform will generate templates which you can download, compile, and upload, which will be tailored
to the user’s affiliation and include the specific products in scope of reporting requirements for a
particular crisis or MSSG-led preparedness action. The templates will be pre-populated with
information previously submitted to EMA through different systems.

Please do not change the fields which have been retrieved from other EMA systems while
completing the submission procedure. Any changes to product information in the pre-filled template
will not be processed by the system, hence will not generate any changes in the PMS database.

1 https://www.ema.europa.eu/en/documents/other/iris-quide-applicants-how-create-and-submit-scientific-applications-
industry-and-individual-applicants en.pdf

12 https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/notifying-change-marketing-status
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Data elements for Product information
Full Short . . Package
Package . — Active Pharmaceutical Pack . Country of
PMS ID product product substance Strength form size descriptio PCID authorisation
— name name = - n
P1.7.
P1.1.2 P1.2.1 P1.2.2 P1.3.2 P1.4 P1.6.2 P1.7.2 P1.7.3 P1.8

Please consult the box and tables below for further details about each data element and relative
conformance.

Tag Explanation

ID P1.1.2

Name Package PMS ID
Unique identifier assigned to a packaged medicinal product throughout its
lifecycle.
It is an essential identifier that will ensure that the information inserted in the

template is associated with the correct product.

Description This data element is pre-populated in the data submission template if the file is
downloaded from the ESMP.

This data element corresponds to the entity “Package PMS ID” in PMS - ISO
IDMP, Chapter 2. Please note that the PMS guide is linked only for reference
and it is not a mandatory resource to consult.

Example 96781
Conformance Mandatory
Data type String

o Must exist in the list of critical medicinal product records to which the user has
Validation rule S

an affiliation.

Destination Marketing status for NAPs template / column A
reference
Tag Explanation
ID P1.2.1
Name Full product name
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Tag Explanation

Full product name as specified in Section 1: Name of the Medicinal Product of
the corresponding Summary of Product Characteristics (SmPC) or other
regulatory documents, in line with the local language of the country where the
product is authorised.

Description This data element is pre-populated in the data submission template if the file is
downloaded from the ESMP.

This data element corresponds to the entity “Full name” in PMS - ISO IDMP,
Chapter 2. Please note that the PMS guide is linked only for reference and it is
not a mandatory resource to consult.

Example Esempin 500 mg - film-coated tablet
Conformance Optional, will not be processed!3

Data type String

Validation rule Not applicable

Destination Marketing status for NAPs template / column B
reference

ID P1.2.2

Name Short product name

Invented name as specified within the full product name. If the product has no
invented name, the data element will instead combine the International Non-
proprietary Name (INN) and the company name from the full product name.

This data element is pre-populated in the data submission template if the file is

Description
2 downloaded from the ESMP.

This data element corresponds to the entity “Invented name part” in PMS - ISO
IDMP, Chapter 2. Please note that the PMS guide is linked only for reference
and it is not a mandatory resource to consult.

Example Esempin

Conformance Optional, will not be processed?!?

Data type String

Validation rule Not applicable

13 This data field is included in the dataset only to support users to refer to the correct product while inserting the relevant
information requested in the template. Any change or addition to this data element will not be processed by the ESMP. If
changes need to be applied to this data element, they must be done in directly in PMS.
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Tag Explanation

Destination Marketing status for NAPs template / column C

reference

Tag Explanation

ID P1.3.2

Name Active substance
Active substance(s) contained in the medicinal product.
This data element is pre-populated in the data submission template if the file is

L downloaded from the ESMP.

Description
This data element corresponds to the entity “Ingredient” in PMS - ISO IDMP,
Chapter 2. Please note that the PMS guide is linked only for reference and it is
not a mandatory resource to consult.

Example paracetamol

Conformance Optional, will not be processed!*

Data type String

Validation rule Not applicable

Destination Marketing status for NAPs template / column D

reference

Tag Explanation

ID P1.4

Name Strength
Quantity of the active substance contained in a pharmaceutical product
including the unit of measurement.
This data element is pre-populated in the data submission template if the file is

Description downloaded from the ESMP.
This data element corresponds to the entity “Ingredient” in PMS - ISO IDMP,
Chapter 2. Please note that the PMS guide is linked only for reference and it is
not a mandatory resource to consult.

Example 500 mg

Conformance Optional, will not be processed!4

14 This data field is included in the dataset only to support users to refer to the correct product while inserting the relevant
information requested in the template. Any change or addition to this data element will not be processed by the ESMP. If
changes need to be applied to this data element, they must be done in directly in PMS.
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Tag Explanation
Data type String
Validation rule Not applicable
Destination Marketing status for NAPs template / column E
reference
Tag Explanation
ID P1.6.2
Name Pharmaceutical form

Pharmaceutical form as authorised by regulatory authorities and as reflected in
regulatory documents.

This data element is pre-populated in the data submission template if the file is
Description downloaded from the ESMP.

This data element corresponds to the entity “(Authorised) pharmaceutical form”
in PMS - ISO IDMP, Chapter 2. Please note that the PMS guide is linked only for
reference and it is not a mandatory resource to consult.

Example Film-coated tablet

Conformance Optional, will not be processed!>

Data type String

Validation rule Not applicable

Destination Marketing status for NAPs template / column F
reference

ID P1.7.2

Name Pack size

15 This data field is included in the dataset only to support users to refer to the correct product while inserting the relevant
information requested in the template. Any change or addition to this data element will not be processed by the ESMP. If
changes need to be applied to this data element, they must be done in directly in PMS.
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Tag Explanation

Total number of units of the manufactured item or package item and
represented per unit of presentation.

This data element is pre-populated in the data submission template if the file is
Description downloaded from the ESMP.

This data element corresponds to the entity “"Packaged medicinal product” in
PMS - ISO IDMP, Chapter 2. Please note that the PMS guide is linked only for
reference and it is not a mandatory resource to consult.

Example 100 tablets

Conformance Optional, will not be processed!>13

Data type String

Validation rule Not applicable

Destination Marketing status for NAPs template / column G
reference

ID P1.7.3

Name Package description

The packaging/container(s) information of a medicinal product and any
associated device(s) which are an integral part or provided in combination with
a medicinal product, as supplied for sale or distribution/supply.

This data element is pre-populated in the data submission template if the file is

Description
2 downloaded from the ESMP.

This data element corresponds to the entity “Packaged medicinal product” in
PMS - ISO IDMP, Chapter 2. Please note that the PMS guide is linked only for
reference and it is not a mandatory resource to consult.

Example 100 tablets in an amber glass bottle

Conformance Optional, will not be processed®

Data type String

Validation rule Not applicable

Destination Marketing status for NAPs template / column H

reference

16 This data field is included in the dataset only to support users to refer to the correct product while inserting the relevant
information requested in the template. Any change or addition to this data element will not be processed by the ESMP. If
changes need to be applied to this data element, they must be done in directly in PMS.
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Tag Explanation

ID P1.7.1
Name PCID

Unique Packaged Medicinal Product Identifier (PCID) assigned to each packaged
medicinal product by PMS based on the data submitted.

This data element is pre-populated in the data submission template if the file is
downloaded from the ESMP.

Description
This data element corresponds to the entity “Packaged Medicinal Product
Identifier (PCID)” in PMS - ISO IDMP, Chapter 2. This data element may not be
populated in PMS. Please note that the PMS guide is linked only for reference
and it is not a mandatory resource to consult.

Example EU-100000396-00020080-0001

Conformance Optional, will not be processed613

Data type String

Validation rule Not applicable

Destination Marketing status for NAPs template / column I

reference

Tag Explanation

ID P1.8

Name Country of authorisation

Country where the medicinal product has been authorised, as approved by the
regulatory authority, and indicated in the corresponding regulatory
Description document(s).

This data element is pre-populated in the data submission template if the file is
downloaded from the ESMP.

Example BE

Conformance Optional, will not be processed?!?

Data type String

Validation rule Not applicable

Destination Marketing status for NAPs template / column J
reference
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3.3.2. Marketing status details

The “marketing status details” section is intended to gather information about whether a particular
product is placed on the market, and if applicable, the date of planned permanent withdrawal and any
related information.

Data elements for Marketing status details

Marketing status Date of planned permanent withdrawal Planned withdrawal comment
P1.9 Wi1.1 W1.2

Please consult the box and tables below for further details about each data element and relative
conformance.

Tag Explanation

1D P1.9

Name Marketing status

Description Marketing status indicating whether a product is placed on the market.
100000072083

Example or
Marketed

Conformance Mandatory

Data type String

Must be the numerical or readable RMS term ID of a term in the RMS list
Validation rule “Marketing status” with list ID "100000072052". Consult possible values in the
Annex 1 — RMS list Marketing status

Destination Marketing status for NAPs template / column K

reference

ID Wi1.1

Name Date of planned permanent withdrawal

eEE e Date irT th('a future when the MAH plt':ms to permanently withdraw the marketing
authorisation of the product, if applicable.

Example 15/05/2028

Conformance Conditional

Data type Date
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Tag Explanation

Conditions:

o If the Marketing status is reported as “Not marketed” or “Never Marketed”:
o  Must not be filled in (to be left empty)
Validation rule o If the Marketing status is reported as “Marketed” or “Temporarily
Unavailable”:
o Can be filled in (optional)
o Must be format dd/mm/yyyy
o  Must be after the current date (i.e. in the future)

Destination Marketing status for NAPs template / column L
reference

Tag Explanation

ID Wi1.2

Name Planned withdrawal comment

Reason for the permanent withdrawal of the marketing authorisation of the

Description
. product, or any other information deemed relevant.
Example Withdrawal due to commercial reasons
Conformance Conditional
Data type String, free text
Conditions:
o If the Date of planned permanent withdrawal is not reported and
- the Marketing status is reported as "Marketed" or "Temporarily
Unavailable:
o Must not be filled in (to be left empty)
Validation rule o If the Date of planned permanent withdrawal is reported and
- the Marketing status is reported as "Marketed" or "Temporarily
Unavailable":
o Must be filled in (mandatory)
o Must not exceed the maximum length of 2000 characters
o If the Marketing status is reported as "Never Marketed" or "Not marketed":
o Must not be filled in (to be left empty)
Destination Marketing status for NAPs template / column M
reference
3.4. Availability information

3.4.1. Product information

To collect availability information on medicinal products in scope of reporting requirements in the
ESMP, the platform will generate templates which you can download, compile, and upload, which will
be tailored to the user’s affiliation and include the specific products in scope of reporting requirements
for a particular crisis or MSSG-led preparedness action. The templates will be pre-populated with
information previously submitted to EMA through different systems.
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Please do not change the fields which have been retrieved from other EMA systems while
completing the submission procedure. Any changes to product information in the pre-filled template
will not be processed by the system, hence will not generate any changes in the PMS or IRIS database.

Data elements for Product information

Country Marketin

Full Short Active Pharmac Package
Package - - Pack . of g status
PMS 1D product product substanc  Strength eutical size descripti PCID authoris
— name name e form I on :
ation
P1.1.2 P1.2.1 P1.2.2 P1.3.2 P1.4 P1.6.2 P1.7.2 P1.7.3 P1.7.1 P1.8 P1.9

Please consult the box and tables below for further details about each data element and relative
conformance.

Tag Explanation

ID P1.1.2

Name Package PMS ID
Unique identifier assigned to a packaged medicinal product throughout its
lifecycle.

It is an essential identifier that will ensure that the information inserted in the
template is associated with the correct product.

Description This data element is pre-populated in the data submission template if the file is
downloaded from the ESMP.

This data element corresponds to the entity “Package PMS ID” in PMS - ISO
IDMP, Chapter 2. Please note that the PMS guide is linked only for reference
and it is not a mandatory resource to consult.

Example 96781
Conformance Mandatory
Data type String

Must exist in the list of critical medicinal product records to which the user has

Validation rule s
an affiliation.

Destination MAH Availability information template / column A

reference

ID P1.2.1

Name Full product name

Description Full medicinal product name as indicated in Section 1: Name of the Medicinal

Product of the corresponding Summary of Product Characteristics (SmPC) or
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Tag Explanation

other regulatory documents, in line with the local language of the country
where the product is authorised.

This data element is pre-populated in the data submission template if the file is
downloaded from the ESMP.

This data element corresponds to the entity “Full name” in PMS - ISO IDMP,
Chapter 2. Please note that the PMS guide is linked only for reference and it is
not a mandatory resource to consult.

Example Esempin 500 mg - film-coated tablet
Conformance Optional, will not be processed?!’

Data type String

Validation rule Not applicable

Destination MAH Availability information template / column B
reference

ID P1.2.2

Name Short product name

Invented name as specified within the full product name. If the product has no
invented name, the data element will instead combine the International Non-
proprietary Name (INN) and the company name from the full product name.

This data element is pre-populated in the data submission template if the file is

Description
2 downloaded from the ESMP.

This data element corresponds to the entity “Invented name part” in PMS - ISO
IDMP, Chapter 2. Please note that the PMS guide is linked only for reference
and it is not a mandatory resource to consult.

Example Esempin

Conformance Optional, will not be processed!”

Data type String

Validation rule Not applicable

Destination MAH Availability information template / column C

reference

17 This data field is included in the dataset only to support users to refer to the correct product while inserting the relevant
information requested in the template. Any change or addition to this data element will not be processed by the ESMP. If
changes need to be applied to this data element, they must be done in directly in PMS.
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Tag Explanation

ID P1.3.2
Name Active substance
Active substance(s) contained in the medicinal product.

This data element is pre-populated in the data submission template if the file is
downloaded from the ESMP.

Description
This data element corresponds to the entity “Ingredient” in PMS - ISO IDMP,
Chapter 2. Please note that the PMS guide is linked only for reference and it is
not a mandatory resource to consult.

Example paracetamol

Conformance Optional, will not be processed!8”

Data type String

Validation rule Not applicable

Destination MAH Availability information template / column D

reference

Tag Explanation

(D) P1.4

Name Strength
Quantity of the active substance contained in a pharmaceutical product
including the unit of measurement.
This data element is pre-populated in the data submission template if the file is

Description downloaded from the ESMP.
This data element corresponds to the entity “Ingredient” in PMS - ISO IDMP,
Chapter 2. Please note that the PMS guide is linked only for reference and it is
not a mandatory resource to consult.

Example 500 mg

Conformance Optional, will not be processed?!®

Data type String

Validation rule Not applicable

18 This data field is included in the dataset only to support users to refer to the correct product while inserting the relevant
information requested in the template. Any change or addition to this data element will not be processed by the ESMP. If
changes need to be applied to this data element, they must be done in directly in PMS.
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Tag Explanation

Destination MAH Availability information template / column E
reference

Tag Explanation

ID P1.6.2

Name Pharmaceutical form

Pharmaceutical form as authorised by regulatory authorities and as reflected in
regulatory documents.

This data element is pre-populated in the data submission template if the file is
Description downloaded from the ESMP.

This data element corresponds to the entity “(Authorised) pharmaceutical form”
in PMS - ISO IDMP, Chapter 2. Please note that the PMS guide is linked only for
reference and it is not a mandatory resource to consult.

Example Film-coated tablet

Conformance Optional, will not be processed?!8

Data type String

Validation rule Not applicable

Destination MAH Availability information template / column F
reference

ID P1.7.2

Name Pack size

Total humber of units of the manufactured item or package item and
represented per unit of presentation.

This data element is pre-populated in the data submission template if the file is
Description downloaded from the ESMP.

This data element corresponds to the entity “Packaged medicinal product” in
PMS - ISO IDMP, Chapter 2. Please note that the PMS guide is linked only for
reference and it is not a mandatory resource to consult.

Example 100 tablets
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Conformance Optional, will not be processed91”

Data type String

Validation rule Not applicable

Destination MAH Availability information template / column G

reference

ID P1.7.3

Name Package description

The packaging/container(s) information of a medicinal product and any
associated device(s) which are an integral part or provided in combination with
a medicinal product, as supplied for sale or distribution/supply.

This data element is pre-populated in the data submission template if the file is

Description
downloaded from the ESMP.
This data element corresponds to the entity “Packaged medicinal product” in
PMS - ISO IDMP, Chapter 2. Please note that the PMS guide is linked only for
reference and it is not a mandatory resource to consult.

Example 100 tablets in an amber glass bottle

Conformance Optional, will not be processed91”

Data type String

Validation rule Not applicable

Destination MAH Availability information template / column H

reference

Tag Explanation

ID P1.7.1

Name PCID
Unique Packaged Medicinal Product Identifier (PCID) assigned to each packaged
medicinal product by PMS based on the data submitted.

Description

This data element is pre-populated in the data submission template if the file is
downloaded from the ESMP.

19 This data field is included in the dataset only to support users to refer to the correct product while inserting the relevant
information requested in the template. Any change or addition to this data element will not be processed by the ESMP. If
changes need to be applied to this data element, they must be done in directly in PMS.
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Tag Explanation

This data element corresponds to the entity “Packaged Medicinal Product
Identifier (PCID)"” in PMS - ISO IDMP, Chapter 2. This data element may not be
populated in PMS. Please note that the PMS guide is linked only for reference
and it is not a mandatory resource to consult.

Example EU-100000396-00020080-0001

Conformance Optional, will not be processed201717

Data type String

Validation rule Not applicable

Destination MAH Availability information template / column I
reference

ID P1.8

Name Country of authorisation

Country where the medicinal product has been authorised, as approved by the
regulatory authority, and indicated in the corresponding regulatory
document(s).

Note: In the ESMP, all centrally authorised products will be listed once per each

Description EU/EEA country, so availability and supply information can be inserted
separately for each country.
This data element is pre-populated in the data submission template if the file is
downloaded from the ESMP.

Example BE

Conformance Mandatory?!

Data type String

o Must comply with the standard ISO 3166 Alpha-2 code
o Must be an EU/EEA member state.

Validation rule

Destination MAH Availability information template / column ]
reference

Tag Explanation

(D) P1.9

Name Marketing status

20 This data field is included in the dataset only to support users to refer to the correct product while inserting the relevant
information requested in the template. Any change or addition to this data element will not be processed by the ESMP. If
changes need to be applied to this data element, they must be done in directly in PMS.

21 This data element is retrieved from PMS and pre-populated within the template, it is essential to ensure that the inserted
shortage details are associated with the correct country of authorisation.
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Tag Explanation

Marketing status indicating whether a product is placed on the market.

Note: marketing status for CAPs will be retrieved from IRIS, whereas marketing
status for NAPs will be retrieved from previous submissions to the ESMP.

For more information on marketing status, including how to update data, please

Description
consult section 3.1 Preliminary Requirements.
For more information on marketing status for CAPs, please refer to section 3.2
Marketing status for CAPs. For more information on marketing status for NAPs,
please refer to section 3.3 Marketing status for NAPs.

Example Marketed

Conformance Optional??

Data type String
Must reflect the existing marketing status as inserted in IRIS for CAPs or

Validation rule through the dedicated data submission flow in the ESMP for marketing status
for NAPs.

Destination MAH Availability information template / column K

reference

3.4.2. Shortage information

The “shortage information” section aims to gather insight on shortages in the supply chain, capturing
aspects related to timelines, disruptions, and the underlying causes of shortages of a particular product.

Data elements for Shortage information

Point in . . .
Countries Countries Countries Root cause
Shortage Shortage supply - ] - ; - ;
; Root cause in which in which in which of the
Shortage start date end date or chain at . .
B of the manufactur increased distribution shortage -
status or expected expected which S - .
: - shortage ing issues demand issues additional
start date end date disruption . B
occur occurs occur information
occurs
S1.1 S1.2 S1.3 S1.4 S1.5 S1.6.1 51.6.2 51.6.3 S1.7

Please consult the tables below for further details about each data element and relative conformance.

Tag Explanation

ID S1.1

Name Shortage status

22 This data element is pre-populated within the template, it reflects the marketing status for the specific medicinal product
in the country of authorisation. Changes or addition to this data field will not be processed by the ESMP through this reporting
flow.

European Shortages Monitoring Platform (ESMP) - MAH Implementation guide Page 46/92



O

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

Tag Explanation

Current state of a shortage situation of a medicinal product in a specific EU/EEA
member state, which can be categorised as “Potential”, “Actual”, “Resolved”, or
“No Shortage”. It is based on the most reliable information at the time of

Description . . ;
reporting. Any change in the status, such as from potential to actual or from
actual to resolved, must be reported immediately by submitting the updated
information.
Example Potential
Conformance Mandatory
Data type String
Must be one of the following options:
o Potential
Validation rule e Actual
o Resolved
o No shortage
Destination MAH Availability information template / column L
reference
Tag Explanation
ID S1.2
Name Shortage start date or expected start date
Date or expected start date when a shortage begins or is anticipated to begin.
Descrition For a shortage with an “Actual” or “"Resolved” status, it indicates the shortage
ripti
. start date. For a “Potential” shortage status, it indicates the expected shortage
start date.
Example 20/05/2024
Conformance Conditional
Data type Date
Conditions:

o If the Shortage status is reported as “No Shortage”:
o Must not be filled in (to be left empty)
o If the Shortage status is reported as “Actual”, “Potential” or “Resolved”:
o  Must be filled in (mandatory)
o  Must be format dd/mm/yyyy
o Must be on or after 01/01/2019
o Must be within up to 10 years after the current date

Validation rule

Destination MAH Availability information template / column M
reference
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ID

Name

Description

Example
Conformance

Data type

Validation rule

Destination
reference

Tag
ID

Name

Description

Example

Conformance

Data type
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Explanation

S1.3

Shortage end date or expected end date

Date or expected end date when a shortage is expected to or actually ends. For
“Actual® and “Potential” shortages, it indicates an estimated end date. For
“Resolved” shortages, it indicates the actual shortage end date.

13/09/2029

Conditional

Date

Conditions:

If the Shortage status is reported as “"No Shortage”:

o  Must not be filled in (to be left empty)

If the Shortage status is reported as “Actual”, “Potential”:

o Must be filled in (mandatory)

o  Must be format dd/mm/yyyy

o Must be up to 10 years after the current date

o Must not be earlier than the Shortage start date or expected start date
If the Shortage status is reported as “Resolved”:

o  Must be filled in (mandatory)

Must be format dd/mm/yyyy

Must be no more than 2 years prior to the current date

Must be up to 10 years after the current date

Must not be earlier than the Shortage start date or expected start date

O O O O

MAH Availability information template / column N

Explanation

S1.4

Point in supply chain at which disruption occurs

Specific stages of the medicine manufacturing and distribution where issues are
occurring.

If applicable, multiple values may be entered.

200000028583,200000028585

or

ActSublint;SupplyRawExcPack
Conditional

String
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Tag Explanation

Conditions:

o If the Shortage status is reported as “"No Shortage”:
o Must not be filled in (to be left empty)

o If the Shortage status is reported as “Actual”, “Potential” or “Resolved”:
o  Must be filled in (mandatory)

o Must be the numerical or readable RMS term ID of a term in the RMS
list “Point in supply chain at which disruption occurs” with list ID
"200000028549". Consult possible values in the Annex 1 — RMS ID list
Point in supply chain at which disruption occurs

w,

o Multiple values must be separated by a %;
o Must not contain duplicate values

Validation rule

Destination MAH Availability information template / column O
reference

Tag Explanation

ID S1.5

Name Root cause of the shortage

Primary reason(s) for the shortage.

Description
If applicable, multiple values may be entered.
200000028689,;200000028690

Examples or
ManufProdRel;ManufPeople

Conformance Conditional

Data type String

Conditions:
o If the Shortage status is reported as “"No Shortage”:

o Must not be filled in (to be left empty)

o If the Shortage status is reported as “Actual”, “Potential” or "Resolved”:
Validation rule o  Must be filled in (mandatory)

o Must be the numerical or readable RMS term ID of a term in the RMS
list “Shortage root cause” with list ID "200000028648". Consult
possible values in the Annex 1 — RMS 1D list, Shortage root cause.

o Must not contain duplicate values

Destination MAH Availability information template / column P
reference

Tag Explanation

ID S1.6.1

Name Countries in which manufacturing issues occur
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Description

Example
Conformance

Data type

Validation rule

Destination
reference

Tag
ID

Name

Description

Example
Conformance

Data type
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Explanation

Countries where the production problems are happening. If the shortage is due

to manufacturing issues, you should indicate the specific countries affected,
such as the country of the production line experiencing the issue.

If applicable, multiple values may be entered.

Please note that this data element requires the insertion of the standard ISO
3166 Alpha-2 code for the country (e.g. "CN").

CN;CO

Conditional

String

Conditions:

If the reported Root cause of shortage does not refer to Manufacturing
issues (numerical RMS IDs “200000028689", *200000028690",
"200000028691", or "200000028692", corresponding to readable RMS IDs
“ManufProdRel”, “ManufPeople”, “ManufGMPNonComp”, or
“ManufCapacity”):

o Must not be filled in (to be left empty)

If the reported Root cause of shortage refers to Manufacturing issues
(numerical RMS IDs “200000028689”, "200000028690"”, “200000028691",
or *200000028692", corresponding to readable RMS IDs “ManufProdRel”,
“ManufPeople”, “ManufGMPNonComp”, or “ManufCapacity”):

Must be filled in (mandatory)

Must comply with the standard ISO 3166 Alpha-2 code

Multiple values must be separated by a ;"

Must not contain duplicate values

O O O O

MAH Availability information template / column Q

Explanation

S1.6.2

Countries in which increased demand occurs

Countries where there is a sudden rise in the need for the product. If the
shortage is due to unexpected increased demand, you should indicate the
specific countries experiencing this surge, such as those affected by changes in

epidemiology.

If applicable, multiple values may be entered.

Please note that this data element requires the insertion of the standard ISO
3166 Alpha-2 code for the country (e.g. "CN").

CN;CO

Conditional

String
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Validation rule

Destination
reference

Tag
ID

Name

Description

Example
Conformance

Data type
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Explanation

Conditions:

If the reported Root cause of shortage does not refer to Unexpected
increased demand (numerical RMS IDs “200000028700", *200000028701",
"200000028702", *200000028703", or “200000028704", corresponding to
readable RMS IDs “UnexIncDemCoStock”, *UnexIncDemMsStock”,
“UnexIncDemChangePresBeh”, “UnexIncDemChangelnUse” or
“UnexIncDemUnavailOtherMah"):

o  Must not be filled in (to be left empty)

If the reported Root cause of shortage refers to Unexpected increased
demand (numerical RMS IDs “200000028700"”, *200000028701",
"200000028702", *200000028703", or “200000028704", corresponding to
readable RMS IDs “UnexIncDemCoStock”, *UnexIncDemMsStock”,
“UnexIncDemChangePresBeh”, “UnexIncDemChangelnUse” or
“UnexIncDemUnavailOtherMah”):

Must be filled in (mandatory)

Must comply with the standard ISO 3166 Alpha-2 code

Multiple values must be separated by a ;"

Must not contain duplicate values

O O O O

MAH Availability information template / column R

Explanation

S1.6.3

Countries in which distribution issues occur

Countries where there are problems in delivering the product. If the shortage is
due to distribution issues, you should indicate the specific countries
experiencing these problems.

If applicable, multiple values may be entered.

Please note that this data element requires the insertion of the standard ISO
3166 Alpha-2 code for the country (e.g. "CN").

CN;CO

Conditional

String
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Tag Explanation

Conditions:

e If the reported Root cause of shortage does not refer to Distribution issues
(numerical RMS IDs “200000028706", "200000028707", *200000028708",
*200000028709", or “"200000028710"” ”, corresponding to readable RMS IDs
“DistrAir”, "DistrSea”, “DistrLand”, “DistrExport”, or “DistrImport”):
o Must not be filled in (to be left empty)
Validation rule e If the reported Root cause of shortage refers to Distribution issues
(numerical RMS IDs “200000028706", "200000028707", *200000028708",
*200000028709", or “200000028710"” ”, corresponding to readable RMS IDs
“DistrAir”, “"DistrSea”, “DistrLand”, “DistrExport”, or “DistrImport”):

o Must be filled in (mandatory)
o  Must comply with the standard ISO 3166 Alpha-2 code
o Multiple values must be separated by a ;"
o  Must not contain duplicate values
Destination MAH Availability information template / column S
reference
Tag Explanation
ID S1.7
Name Root cause of the shortage - additional information
Description Further information on the root cause of the shortage that are not already
s covered by the “Root cause of shortage” data field.
Example Reprioritisation of product portfolio
Conformance Optional
Data type String
Validation rule Must not exceed the maximum length of 2000 characters
Destination MAH Availability information template / column T
reference

3.4.3. Shortage prevention and mitigation plans

The “shortage prevention and mitigation plans” section collects information about measures planned to
be put in place to overcome the shortages of medicinal products in scope of reporting.

Data elements for Shortage prevention and mitigation plans

Shortage prevention and mitigation plans - ongoing and
planned steps

Shortage prevention and mitigation plans

S2.1 S2.2

Please consult the tables below for further details about each data element and relative conformance.
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Tag Explanation

ID S2.1
Name Shortage prevention and mitigation plans

Strategies implemented to address or prevent supply shortages to mitigate their
impact on patients. One or more actual or intended mitigation measures for the
shortage should be reported.

If applicable, multiple values may be entered.

Description o If “potential alternative active substance manufacturer/production site” or
“potential alternative finished product manufacturer/production site” are
selected as mitigating measures, please identify the site in the free text field
ID S2.2.

e If “resolve manufacturing or quality issue(s)” is selected, please elaborate in
detail in the free text field ID S2.2.

200000028633,200000028640

Example or
AltActSubMan,;IncProdCurrentSite
Conformance Conditional
Data type String
Conditions:

e If the Shortage status is reported as “"No Shortage”:
o Must not be filled in (to be left empty)
e If the Shortage status is reported as “Actual”, “"Potential” or "Resolved”:
o Must be filled in (mandatory)
Validation rule o  Must be the numerical or readable RMS term ID of a term in the RMS
list “"Mitigation plan prevention plan” with list ID *200000028617".
Consult possible values in the Annex 1 — RMS ID list Mitigation plan
prevention plan
o Multiple values must be separated by a ;"
o  Must not contain duplicate values

Destination MAH Availability information template / column U

reference

Tag Explanation

ID S2.2

Name Shortage prevention and mitigation plans - ongoing and planned steps

European Shortages Monitoring Platform (ESMP) - MAH Implementation guide Page 53/92



O

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

Tag Explanation

Complementary description of the mitigation and prevention plans, in addition
to the tag “Shortage prevention and mitigation plans”. Any relevant additional
information on the proposed shortage prevention and mitigation measures must

be reported.
Description . . . . .
o If “potential alternative active substance manufacturer/production site” or
“potential alternative finished product manufacturer/production site” are
selected as mitigating measures, please identify the site here.
e If “resolve manufacturing or quality issue(s)” is selected, please elaborate in
detail here.
Manufacturing of finished product/active substance commissioned to alternative
Example manufacturer in India; Batch testing taking place at alternative testing site in
Belgium
Conformance Optional
Data type String, free text
Validation rule Must not exceed the maximum length of 2000 characters
Destination MAH Availability information template / column V
reference

3.4.4. Market share

The “market share” section aims to collect information of a product’s market presence.

Data elements for Market share

Market Share Market share - additional information

S3.2 S3.3

Please consult the tables below for further details about each data element and relative conformance.
ID S3.2
Name Market share

Latest available data on the market share from the beginning of year to the
latest period (year to date), in percentage, at pack level for the relevant
medicinal product in a specific EU/EEA member state in relation to other

Description authorised medicinal products on this particular market. Market share data
should address both hospital and non-hospital markets.

This data must be provided if available.
Example 15

Conformance Optional
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Tag Explanation

Data type Integer

e Must be a whole number between 0 and 100
Validation Rule
e Must not include the “%" sign

Destination MAH Availability information template / column W
reference

ID S3.3

Name Market share — additional information

Description Further information on the market share.
Example Data with delay of 2 months

Conformance Optional

Data type String, free text

Validation Rule Must not exceed the maximum length of 2000 characters
Destination MAH Availability information template / column X
reference

3.4.5. Sales volume and forecast

The “sales volume and forecast” section aims to collect the information on the units of a product sold in
regular circumstances, the current state and the projected estimates for the forecasting period.

The forecasting period will be defined and communicated by MSSG with the announcement of reporting
obligations in a crisis or MSSG-led preparedness action. The forecasting period covers the interval of 6
months. For example, if a crisis is recognised in May 2026 and reporting obligation starts from 1 June,
month 1 of the forecasting period will be June 2026. In this case, the forecasting period will be from
June 2026 (month 1) - November 2026 (month 6).

Data elements for Sales volume and forecast

Sales volume pre-PHE/ME Sales volume current
S6.1 S6.2
Sales volume Sales volume Sales volume Sales volume Sales volume Sales volume Sales volume -
forecast - forecast - forecast - forecast - forecast - forecast - additional
month 1 month 2 month 3 month 4 month 5 month 6 information
S7.1.1 S7.1.2 S7.1.3 S7.1.4 S7.1.5 S7.1.6 S7.2

Please consult the tables below for further details about each data element and relative conformance.
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Tag Explanation
1D S6.1
Name Sales volume pre-PHE/ME

Full year average of monthly packs of the relevant medicinal product sold in a
Description specific EU/EEA member state for the period before the PHE/ME in scope (e.g.
2019 for COVID-19).

Example 25000

Conformance Mandatory

Data type Integer

Validation rule Must be a whole number between 0 and 99999999
Destination MAH Availability information template / column Y
reference

ID S6.2

Name Sales volume current

Amount of packs of the relevant medicinal product sold in the last 4 weeks in a

Description specific EU/EEA member state.

Example 128900

Conformance Mandatory

Data type Integer

Validation rule Must be a whole number between 0 and 99999999

Destination MAH Availability information template / column Z

reference

ID S7.1.1

Name Sales volume forecast - month 1

DT Amor,l.nt of packs of the reIevan't medic':inal product expected to 'be sold. ina
specific EU/EEA member state in the first month of the forecasting period.

Example 29000

Conformance Mandatory

Data type Integer
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Validation rule Must be a whole number between 0 and 99999999

Destination MAH Availability information template / column AA

reference

ID S7.1.2

Name Sales volume forecast - month 2

ST Amog_nt of packs of the relevan_t medicinal product expected to be _sold in_a
specific EU/EEA member state in the second month of the forecasting period.

Example 30000

Conformance Mandatory

Data type Integer

Validation rule Must be a whole number between 0 and 99999999

Destination MAH Availability information template / column AB

reference

ID S7.1.3

Name Sales volume forecast - month 3

P Amoy_nt of packs of the relevan_t medici_nal product expected to tfe sold _in a
specific EU/EEA member state in the third month of the forecasting period.

Example 32000

Conformance Mandatory

Data type Integer

Validation rule Must be a whole number between 0 and 99999999

Destination MAH Availability information template / column AC

reference

ID S7.1.4

Name Sales volume forecast - month 4

e Amo_u.nt of packs of the relevan_t medicinal product expected to be_ sold ir? a
specific EU/EEA member state in the fourth month of the forecasting period.

Example 31000

Conformance Mandatory
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Data type Integer

Validation rule Must be a whole number between 0 and 99999999

Destination MAH Availability information template / column AD

reference

ID S7.1.5

Name Sales volume forecast - month 5

ST Amoy.nt of packs of the relevan.t medi;inal product expected to pe sold. in a
specific EU/EEA member state in the fifth month of the forecasting period.

Example 30000

Conformance Mandatory

Data type Integer

Validation rule Must be a whole number between 0 and 99999999

Destination MAH Availability information template / column AE

reference

Tag

ID S7.1.6

Name Sales volume forecast - month 6

BT Amog_nt of packs of the relevan_t medic_inal product expected to b_e sold _in a
specific EU/EEA member state in the sixth month of the forecasting period.

Example 28000

Conformance Mandatory

Data type Integer

Validation rule Must be a whole number between 0 and 99999999

Destination MAH Availability information template / column AF

reference

Tag

ID S7.2

Name Sales volume - additional information

Description Further information about the sales volume.

Sales forecast reflecting moderate spikes of respiratory diseases in the

Example . .
P upcoming autumn/winter months
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Tag Explanation

Conformance Optional

Data type String, free text

Validation Rule Must not exceed the maximum length of 2000 characters
Destination MAH Availability information template / column AG
reference

3.4.6. Supply forecast and stock information

The “supply forecast and stock information” section displays insights into a product’s projected supply
for the duration of the forecasting period, as well as its stock levels.

The forecasting period will be defined and communicated by MSSG with the announcement of reporting
obligations in a crisis or MSSG-led preparedness action. The forecasting period covers the interval of 6
months. For example, if a crisis is recognised in May 2026 and reporting obligation starts from 1 June,
month 1 of the forecasting period will be June 2026. In this case, the forecasting period will be from
June 2026 (month 1) - November 2026 (month 6).

Data elements for Supply forecast

Supply forecast
Supply forecast = Supply forecast = Supply forecast = Supply forecast = Supply forecast = Supply forecast Supply forecast

- month 1 - month 2 - month 3 - month 4 - month 5 - month 6 M
information
S8.1.1 S8.1.2 S8.1.3 S8.1.4 S8.1.5 S8.1.6 S8.2
Data elements for Stock information
Available stocks Desired safety stock Stocks - additional information

S9.1 59.2 S9.3

Please consult the tables below for further details about each data element and relative conformance.
ID S8.1.1
Name Supply forecast - month 1

Amount of packs of the relevant medicinal product expected to become
Description available on the market in a specific EU/EEA member state in the first month of
the forecasting period.

Example 3500000

Conformance Mandatory

Data type Integer

Validation rule Must be a whole number between 0 and 99999999
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Destination MAH Availability information template / column AH
reference

ID S8.1.2

Name Supply forecast - month 2

Amount of packs of the relevant medicinal product expected to become
Description available on the market in a specific EU/EEA member state in the second month
of the forecasting period.

Example 3500000

Conformance Mandatory

Data type Integer

Validation rule Must be a whole number between 0 and 99999999
Destination MAH Availability information template / column Al
reference

ID S8.1.3

Name Supply forecast - month 3

Amount of packs of the relevant medicinal product expected to become
Description available on the market in a specific EU/EEA member state in the third month of
the forecasting period.

Example 2000000

Conformance Mandatory

Data type Integer

Validation rule Must be a whole humber between 0 and 99999999
Destination MAH Availability information template / column Al
reference

ID S8.1.4

Name Supply forecast - month 4
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Tag Explanation

Amount of packs of the relevant medicinal product expected to become
Description available on the market in a specific EU/EEA member state in the fourth month
of the forecasting period.

Example 3500000

Conformance Mandatory

Data type Integer

Validation rule Must be a whole number between 0 and 99999999
Destination MAH Availability information template / column AK
reference

ID S8.1.5

Name Supply forecast - month 5

Amount of packs of the relevant medicinal product expected to become
Description available on the market in a specific EU/EEA member state in the fifth month of
the forecasting period.

Example 3500000

Conformance Mandatory

Data type Integer

Validation rule Must be a whole number between 0 and 99999999
Destination MAH Availability information template / column AL
reference

ID S8.1.6

Name Supply forecast - month 6

Amount of packs of the relevant medicinal product expected to become
Description available on the market in a specific EU/EEA member state in the sixth month of
the forecasting period.

Example 4000000

Conformance Mandatory

Data type Integer

Validation rule Must be a whole number between 0 and 99999999
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Destination MAH Availability information template / column AM
reference

ID S8.2

Name Supply forecast - additional information

Description Any further information on the supply forecast.

Example Supply forecast currently not certain due to manufacturing incident.
Conformance Optional

Data type String, free text

Validation Rule Must not exceed the maximum length of 2000 characters
Destination MAH Availability information template / column AN
reference

ID S9.1

Name Available stocks

The amount of packs of the relevant medicinal product in stock at the level of
the marketing authorisation holder (physically available and in the MAH'’s

Description ownership) at the time of submission, intended to be distributed to a specific
EU/EEA member state.

Insert the whole number of the available number of packs.

Example 1073

Conformance Mandatory

Data type Integer

Validation rule Must be a whole humber between 0 and 99999999
Destination MAH Availability information template / column AO
reference

ID S9.2

Name Desired safety stock
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Tag Explanation

The amount of packs of the relevant medicinal product that the MAH always
strives to have available as a buffer for a specific EU/EEA member state to

Description account for unexpected fluctuations in demand and assure continuity of supply
to patients.

Example 1000

Conformance Mandatory

Data type Integer

Validation rule Must be a whole number between 0 and 99999999

Destination MAH Availability information template / column AP

reference

ID S9.3

Name Stocks - additional information

Description Further information on stocks (e.g. on projected resupply).

S Low stock. exp?cted in second. half of the year due to possible spikes in demand;
10000 units will be made available at the expected end date of the shortage.

Conformance Optional

Data type String, free text

Validation rule Must not exceed the maximum length of 2000 characters

Destination MAH Availability information template / column AQ

reference

3.5. Manufacturing information

3.5.1. Product information

To collect manufacturing information on medicinal products in scope of reporting requirements in the
ESMP, the platform will generate templates which you can download, compile, and upload, which will
be tailored to the user’s affiliation and include the specific products in scope of reporting requirements
for a particular crisis or MSSG-led preparedness action. The templates will be pre-populated with
information previously submitted to EMA through different systems.

Please do not change the fields which have been retrieved from other EMA systems while
completing the submission procedure. Any changes to product or organisation information in the pre-
filled template will not be processed by the system, hence will not generate any changes in the PMS or
OMS database.
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PMS ID Full product name Active substance SMS ID Active substance
P1.1.1 P1.2.1 P1.3.1 P1.3.2

Please consult the box and tables below for further details about each data element and relative
conformance.

Tag Explanation
ID P1.1.1
Name PMS ID

Unique identifier assigned to a medicinal product throughout its lifecycle.23
It is an essential identifier that will ensure that the information inserted in the
template is associated with the correct product.

This data element is pre-populated in the data submission template if the file is

Description
2 downloaded from the ESMP.

This data element corresponds to the entity “Product Management Service
Identifier (PMS ID)” in PMS - ISO IDMP, Chapter 2. Please note that the PMS
guide is linked only for reference and it is not a mandatory resource to consult.

Example 96781

Conformance Mandatory

Data type String

L Must exist in the list of critical medicinal product records to which the user has
Validation rule

an affiliation.
Destination MAH Manufacturing information template / column A
reference
ID P1.2.1
Name Full product name

23 The PMS ID is a supplementary stable ID to any existing authorisation number or equivalent identifier as assigned by an
authorising body.
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Tag Explanation

Full medicinal product name as indicated in Section 1: Name of the Medicinal
Product of the corresponding Summary of Product Characteristics (SmPC) or
other regulatory documents, in line with the local language of the country
where the product is authorised.

Description This data element is pre-populated in the data submission template if the file is
downloaded from the ESMP.

This data element corresponds to the entity “Full name” in PMS - ISO IDMP,
Chapter 2. Please note that the PMS guide is linked only for reference and it is
not a mandatory resource to consult.

Example Esempin 500 mg - film-coated tablet

Conformance Optional, will not be processed?*

Data type String

Validation rule Not applicable

Destination MAH Manufacturing information template / column B
reference

ID P1.3.1

Name Active substance SMS ID

Active substance(s) ID(s) contained in the medicinal product.

They will be displayed as standalone substances IDs where the operation type
corresponds to “Manufacturing of active substance”, and, if the product has
multiple active substances, as compositions of active substances IDs for all

other steps of manufacturing.
Description
This data element is pre-populated in the data submission template if the file is

downloaded from the ESMP.

This data element corresponds to the entity “Ingredient” in PMS - ISO IDMP,
Chapter 2. Please note that the PMS guide is linked only for reference and it is
not a mandatory resource to consult.

Example 12345690,21456382
Conformance Mandatory

Data type String

24 This data field is included in the dataset only to support users to refer to the correct product while inserting the relevant
information requested in the template. Any change or addition to this data element will not be processed by the ESMP. If
changes need to be applied to this data element, they must be done in directly in PMS
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Tag Explanation

Must be an Active substance ID or multiple Active substance IDs assigned to the
Medicinal product as specified in field P1.1.2, as retrieved from PMS

Validation rule

Destination MAH Manufacturing information template / column C
reference

Tag Explanation

ID P1.3.2

Name Active substance

Active substance(s) contained in the medicinal product.

They will be displayed as standalone substances where the operation type
corresponds to “Manufacturing of active substance”, and, if the product has
multiple active substances, as compositions of active substances for all other
steps of manufacturing.

Description
This data element is pre-populated in the data submission template if the file is
downloaded from the ESMP.
This data element corresponds to the entity “Ingredient” in PMS - ISO IDMP,
Chapter 2. Please note that the PMS guide is linked only for reference and it is
not a mandatory resource to consult.

Example paracetamol

Conformance Optional, will not be processed

Data type String

Validation rule Not applicable

Destination MAH Manufacturing information template / column D

reference

3.5.2. Representative product

Information on the “representative product” can be populated to indicate that the manufacturing
details, production plan and capacity of a specific product are already included in the information and
figures provided for another entry.

Data elements for Representative product

Representative product

X1.1

Please consult the table below for further details about the data element and relative conformance.
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Tag Explanation

ID X1.1
Name Representative product

PMS ID of the representative medicinal product for which the manufacturing
information will be populated and includes the production of the relevant
medicinal product which is considered to be an equivalent manufactured item.

The PMS ID needs to be filled in if the manufacturing process of the
representative product and this medicinal product is identical up to the point of
packaging and labelling (i.e. they are both produced in the same manufacturing
sites, have the same alternative sites, are part of the same global monthly

Description . .
production plan and average and peak global monthly production output of
previous year).
Inserting this identifier allows the MAH to only complete the manufacturing
information once for the representative product while referring to it in the
entries of equivalent medicinal products. Therefore, if the Representative
product field is populated for the particular medicinal product, no other
information in this data submission template needs to be provided.

Example 96781

Conformance Optional

Data type String

Validation rule Must be a valid PMS ID (Medicinal product)

Destination MAH Manufacturing information template / column E

reference

3.5.3. Organisation information

The “organisation information” section displays information on the manufacturing countries where
specific parts of the manufacturing process are carried out. Where possible, the templates will be pre-
populated with information previously submitted to EMA through different systems.

Please do not change the fields which have been retrieved from other EMA systems while
completing the submission procedure. Any changes to product or organisation information through the
ESMP will not be processed by the system, hence will not generate any changes in the PMS or OMS
databases.

Data elements for Organisation information

Operation type . ORG-ID LOC-ID City Country
p vp M fi
ID Operation type (Manufacturer) anufacturer (Manufacturer) (Manufacturer) (Manufacturer)
01.1 01.2 01.3 01.4 01.5 01.6 01.7

Please consult the tables below for further details about each data element and relative conformance.
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Tag Explanation

ID O1.1
Name Operation type ID

Identifier for the particular stage of manufacturing of the product performed by
the specific manufacturer (field 01.2).

This data element is pre-populated in the template for centrally and nationally
authorised products with the operation type ID for each respective
manufacturing location from PMS if the file is downloaded from the ESMP.

For nationally authorised products for which the information on the products’
manufacturing sites has not been inserted in PMS, it will contain IDs for values

Description
“Manufacturing of active substance” and “Processing operations for the
medicinal product” (the operation type name for the production of the
manufactured item as bulk without packaging and labelling) if the file is
downloaded from the ESMP.
This data element corresponds to the entity “"Manufacturing business operation”
in PMS - ISO IDMP, Chapter 2. Please note that the PMS guide is linked only for
reference and it is not mandatory resource to consult.

Example 100000160408

Conformance Mandatory?®

Data type String

° For CAPs and NAPs with manufacturing sites’ information present in PMS,
must be the operation type ID of each respective manufacturing location,
with terms from the RMS list *Manufacturing activity” with list ID
"100000160406"”, assigned to the Medicinal product, as retrieved from
PMS. Consult possible values in the Annex 1 — RMS ID list, Manufacturing
activity

o For NAPs without manufacturing sites’ information present in PMS, must be
the RMS term ID of either "Manufacturing of active substance”
(100000160466) or “Processing operations for the medicinal product”

Validation rule

(100000160413)
Destination MAH Manufacturing information template / column F
reference
Tag Explanation
ID 01.2
Name Operation type

25 This data field is included in the dataset only to support users to refer to the correct product while inserting the relevant
information requested in the template. Any change or addition to this data element will not be processed by the ESMP. If
changes need to be applied to this data element, they must be done in directly in PMS.
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Tag Explanation

Term name of the operation type (RMS list) for the particular stage of
manufacturing of the product performed by the specific manufacturer (field
01.1).

This data element is pre-populated in the template for centrally and nationally
authorised products with the operation type for each respective manufacturing
location if the file is downloaded from the ESMP.

For nationally authorised products for which the information on the products’
manufacturing sites has not been inserted in PMS, it will contain values

Description “Manufacturing of active substance” and “Processing operations for the
medicinal product” (the operation type name for the production of the
manufactured item as bulk without packaging and labelling) if the file is
downloaded from the ESMP.

Consult possible terms corresponding to RMS term IDs in the Annex 1 — RMS ID
list, Manufacturing activity.

This data element corresponds to the entity “"Manufacturing business operation”
in PMS - ISO IDMP, Chapter 2. Please note that the PMS guide is linked only for
reference and it is not mandatory resource to consult.

Example Quality control testing of medicinal product
Conformance Optional, will not be processed2®

Data type String

Validation rule Not applicable

Destination MAH Manufacturing information template / column G
reference

ID 01.3

Name ORG-ID (Manufacturer)

26 This data field is included in the dataset only to support users to refer to the correct product while inserting the relevant
information requested in the template. Any change or addition to this data element will not be processed by the ESMP. If
changes need to be applied to this data element, they must be done in directly in PMS.
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Tag Explanation

Organisation ID from OMS referring to the manufacturer’s organisation as a
legal entity (e.g. organisation name).

This data element is pre-populated in the template for centrally and nationally
authorised products with the organisation ID for each respective manufacturing
location from PMS if the file is downloaded from the ESMP.

Description
This data element will be empty for NAPs for which the information on the
products’ manufacturing sites has not been inserted in PMS.
This data element corresponds to the entity "Manufacturing business operation”
in PMS - ISO IDMP, Chapter 2. Please note that the PMS guide is linked only for
reference and it is not mandatory resource to consult.

Example ORG-105011779

Conformance Conditional?”

Data type String

Conditions:

e For CAPs and NAPs with manufacturing sites’ information present in PMS,
must be a valid ORG-ID assigned to the Medicinal product as specified in
field P1.1.2, as retrieved from PMS

e For NAPs without manufacturing sites’ information present in PMS, must not
be filled in (to be left empty)

Validation rule

Destination MAH Manufacturing information template / column H
reference

Tag Explanation

ID 01.4

Name Manufacturer

Name of the holder of a manufacturing authorisation as described in Article 40
of Directive 2001/83/EC1.

This data element is pre-populated in the template for centrally and nationally
authorised products with the manufacturer for each respective stage of

manufacturing from PMS if the file is downloaded from the ESMP.
Description
This data element will be kept empty for NAPs for which the information on the

products’ manufacturing sites has not been inserted in PMS.

This data element corresponds to the entity “"Manufacturing business operation”
in PMS - ISO IDMP, Chapter 2. Please note that the PMS guide is linked only for
reference and it is not mandatory resource to consult.

27 This data field is included in the dataset only to support users to refer to the correct product while inserting the relevant
information requested in the template. Any change or addition to this data element will not be processed by the ESMP. If
changes need to be applied to this data element, they must be done in directly in PMS.
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Example ESMP Laboratories Limited IE

Conformance Optional, will not be processed?8

Data type String

Validation rule Not applicable

Destination MAH Manufacturing information template / column I

reference

ID 01.5

Name LOC-ID (Manufacturer)

ID for the physical location (address) of a manufacturer organisation.

This data element is pre-populated in the template for centrally and nationally
authorised products with the location ID for each respective manufacturing

Description
s location from PMS if the file is downloaded from the ESMP.
This data element will be kept empty for NAPs for which the information on the
products’ manufacturing sites has not been inserted in PMS.
Example LOC-105030267
Conformance Conditional®®
Data type String
Conditions:
e For CAPs and NAPs with manufacturing sites’ information present in PMS,
Validation rule must be a valid LOC-ID assigned to the ORG-ID as specified in field 01.3, as
retrieved from PMS
e For NAPs without manufacturing sites’ information present in PMS, must not
be filled in (to be left empty)
Destination MAH Manufacturing information template / column ]
reference
Tag Explanation
(D) 01.6
Name City (Manufacturer)

28 This data field is included in the dataset only to support users to refer to the correct product while inserting the relevant
information requested in the template. Any change or addition to this data element will not be processed by the ESMP. If
changes need to be applied to this data element, they must be done in directly in OMS.

29 This data field is included in the dataset only to support users to refer to the correct product while inserting the relevant
information requested in the template. Any change or addition to this data element will not be processed by the ESMP. If
changes need to be applied to this data element, they must be done in directly in PMS.
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Tag Explanation

Name of the city in which the physical location of the organisation lies.

This data element is pre-populated in the template for centrally and nationally
authorised products with the city of each respective manufacturing location
from PMS if the file is downloaded from the ESMP.

Description
2 This data element will be kept empty for NAPs for which the information on the

products’ manufacturing sites has not been inserted in PMS.This data element
corresponds to the entity “Manufacturing business operation” in PMS - ISO
IDMP, Chapter 2. Please note that the PMS guide is linked only for reference
and it is not mandatory resource to consult.

Example Parma

Conformance Optional, will not be processed3026

Data type String

Validation rule Not applicable

Destination MAH Manufacturing information template / column K

reference

Tag Explanation

ID 01.7

Name Country (Manufacturer)
Name of the country or region in which the physical location of the organisation
lies.
This data element is pre-populated in the template for centrally and nationally
authorised products with the country or region for each respective
manufacturing location from PMS if the file is downloaded from the ESMP.

Description
This data element will be kept empty for NAPs for which the information on the
products’ manufacturing sites has not been inserted in PMS.
This data element corresponds to the entity "Manufacturing business operation”
in PMS - ISO IDMP, Chapter 2. Please note that the PMS guide is linked only for
reference and it is not mandatory resource to consult.

Example Italy

Conformance Optional, will not be processed3026

Data type String

Validation rule Not applicable

30 This data field is included in the dataset only to support users to refer to the correct product while inserting the relevant
information requested in the template. Any change or addition to this data element will not be processed by the ESMP. If
changes need to be applied to this data element, they must be done in directly in OMS.
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Tag Explanation

Destination MAH Manufacturing information template / column L
reference

3.5.4. Manufacturing details

The “manufacturing details” section displays information on whether the manufacturing site is currently
in use and if the site is owned by the MAH or operated by a contract manufacturer.

Data elements for Manufacturing details

Manufacturing sites status Is the site a contract manufacturer?

M1.1 M1.2
Please consult the tables below for further details about each data element and relative conformance.
ID M1.1
Name Manufacturing sites status
Status of the manufacturing site, that can be either “Active” or “Backup”.

An active site is an authorised and registered manufacturing site that is
currently involved in the manufacturing of the product.

Description . . . . . .
A backup site is an authorised and registered manufacturing site that is
currently not involved in the manufacturing of the product. For backup
manufacturing sites some time is needed before this site could re-enter the
production supply line (e.g., qualifications, validations, variations etc.).

Example Active

Conformance Conditional

Data type String

Conditions:
o If the Representative product is reported:
o Must not be filled in (to be left empty)
Validation rule o If the Representative product is not reported:
o Must be filled in (mandatory)
o Must be a valid option between “Active” or “Backup” (not case

sensitive)
Destination MAH Manufacturing information template / column M
reference
Tag Explanation
ID M1.2
Name Is the site a contract manufacturer?
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Tag Explanation

Specification of the affiliation of the manufacturer as a contract manufacturer or

Description ]
a site owned by the MAH.
Example Yes
Conformance Conditional
Data type String
Conditions:
o If the Representative product is reported:
Validation rule o Must not be filled in (to be left empty)
o If the Representative product is not reported:
o  Must be filled in (mandatory)
o Must be a valid option between “Yes” or "No” (nhot case sensitive)
Destination MAH Manufacturing information template / column N
reference

3.5.5. Alternatives sites

The “alternative sites” section aims to gather information about the existence of alternative
manufacturing sites and their details. Alternative sites are manufacturing sites that are not listed in the
currently valid marketing authorisation of the medicinal product in question, but that have the
necessary technology and could, after appropriate authorisations, be used to (partially) manufacture
the relevant active substance or finished product to address the supply issues or increase in demand
(e.g., the alternative manufacturing site has the technology to manufacture tablets but has not been in
involved in manufacturing of tablets of the product in question so far).

Data elements for Alternative sites

Alternative site LOC-ID Alternative site Country

M2.1 M2.2
Please consult the tables below for further details about each data element and relative conformance.
ID M2.1
Name Alternative site LOC-ID

Location ID of an alternative site refers to the identifier of the physical location
(address) of it as present in OMS, if the alternative site is registered in OMS. If
it is not registered in OMS and therefore does not have a Location ID, must be

Description left blank and the country of the alternative site is to be entered in the following
field.
If applicable, multiple values may be entered.

Example LOC-105030268

Conformance Optional
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Tag Explanation

Data type String

. If:
- the Representative product is not reported, and,
- the Alternative site Country is empty, and,
o Can be filled in (optional). If filled in:
= Must be a valid Location-ID
= Multiple values must be separated by a “;”
= Must not contain duplicate values
. Else, must not be filled in (to be left empty)
o Either the Alternative site LOC-ID (this field) or the Alternative site Country
must be filled in, but not both.
o Both Alternative site LOC-ID (this field) and Alternative site Country
can be left empty

Validation rule

Destination MAH Manufacturing information template / column O
reference

Tag Explanation

ID M2.2

Name Alternative site Country

Name of the country or region in which the physical location of the alternative
site lies, if the alternative location is not registered in OMS and therefore does

Description not have a Location ID.
If applicable, multiple values may be entered.
Example SK
Conformance Optional
Data type String
Conditions:
° If:

- the Representative product is not reported, and,
- the Alternative site LOC-ID is empty, and,
o Can be filled in (optional). If filled in:
= Must comply with the standard ISO 3166 Alpha-2 code
Validation rule = Multiple values_must l_)e separated by a %;”
»= Must not contain duplicate values
o Else, must not be filled in (to be left empty)

o Either the Alternative site Country (this field) or the Alternative site LOC-ID
must be filled in, but not both.
o  Both Alternative site Country (this field) and Alternative site LOC-ID
can be left empty
Destination MAH Manufacturing information template / column P
reference

3.5.6. Production plan and capacity
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The “product plan and capacity” section aims to gather information about the global production plan in
the future and the baseline and peak production outputs of the previous year for the active
pharmaceutical ingredients (APIs) and the manufactured item (as bulk without packaging and
labelling).

The forecasting period will be defined and communicated by MSSG with the announcement of reporting
obligations in a crisis or MSSG-led preparedness action. The forecasting period covers the interval of 6
months. For example, if a crisis is recognised in May 2026 and reporting obligation starts from 1 June,
month 1 of the forecasting period will be June 2026. In this case, the forecasting period will be from
June 2026 (month 1) - November 2026 (month 6).

Data elements for Production capacity

Global Ac\slﬁart?ale GFTZE;
Global Global Global Global Global Global Monthly m m
Unit of Monthly Monthly Monthly Monthly Monthly Monthly Productio Product\ilo Product\ilo
measure Productio Productio Productio Productio Productio Productio n plan -
e n output n output
ment n plan - n plan - n plan - n plan - n plan - n plan - Additional of of
month 1 month 2 month 3 month 4 month 5 month 6 informatio . -
n previous previous
- year year
M3.1 M3.2.1 M3.2.2 M3.2.3 M3.2.4 M3.2.5 M3.2.6 M3.3 M3.4 M3.5

Please consult the tables below for further details about each data element and relative conformance.
ID M3.1
Name Unit of measurement

Unit of measurement for the information submitted in tags M3.2.1 - M3.2.6 and
M3.4 and M3.5 needs to be provided and can be either kilogram or unit.

The unit of measurement for the quantity of active substances produced will be
inserted as “kg" where the operation type corresponds to “Manufacturing of

Description
active substance”, and as “unit" where the operation type corresponds to
“Processing operations for the medicinal product” (which is the operation type
name for the production of manufactured item as bulk without packaging and
labelling) if the file is downloaded from the ESMP.

Example kg

Conformance Conditional

Data type String
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Tag Explanation

Conditions:

o If the 'Operation type ID' is "Manufacturing of active substance" or
"Processing operations for the medicinal product":
o Must be filled in (mandatory)
Validation rule o Must be a valid option between “kg” or “unit” (not case sensitive);
o Must be reported as “kg” if the ‘Operation type’ is "“Manufacturing of
active substance”;
o  Must be reported as “unit” if the ‘Operation type’ is “Processing
operations for the medicinal product”
. Else, must not be filled in (to be left empty) for all other Operation types

Destination MAH Manufacturing information template / column Q
reference

Tag Explanation

ID M3.2.1

Name Global Monthly Production plan - month 1

Global monthly production plan for the API or manufactured item as bulk
Description without packaging and labelling for the respective manufacturer in the unit of
measurement as in M3.1 for the first month of the forecasting period.

Example 130

Conformance Conditional

Data type Integer
Conditions:

o If the Representative product is reported:
o Must not be filled in (to be left empty)
o If the Representative product is not reported, and,
- the Operation type is “"Manufacturing of active substance” or
“Processing operations for the medicinal product”,
- the Manufacturing sites status is "active", and,
- the Is the site a contract manufacturer? is "no":
o Must be filled in (mandatory)
o Must be a whole number between 0 and 99999999
o Else, the field is optional (can be filled in or not)
o Must be a whole number between 0 and 99999999

Validation rule

Destination MAH Manufacturing information template / column R
reference

Tag Explanation

ID M3.2.2

Name Global Monthly Production plan - month 2
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Tag Explanation

Global monthly production plan for the API or manufactured item as bulk
Description without packaging and labelling for the respective manufacturer in the unit of
measurement as in M3.1 for the second month of the forecasting period.

Example 120

Conformance Conditional

Data type Integer
Conditions:

o If the Representative product is reported:
o  Must not be filled in (to be left empty)
o If the Representative product is not reported, and,
- the Operation type is “"Manufacturing of active substance” or
Validation rule “Processing operations for the medicinal product”,
- the Manufacturing sites status is "active", and,
- the Is the site a contract manufacturer? is "no":
o  Must be filled in (mandatory)
o  Must be a whole number between 0 and 99999999
o Else, the field is optional (can be filled in or not)

Destination MAH Manufacturing sites and production plan template / column S
reference

Tag Explanation

ID M3.2.3

Name Global Monthly Production plan - month 3

Global monthly production plan for the API or manufactured item as bulk
Description without packaging and labelling for the respective manufacturer in the unit of
measurement as in M3.1 for the third month of the forecasting period.

Example 120

Conformance Conditional

Data type Integer
Conditions:

. If the Representative product is reported:
o Must not be filled in (to be left empty)
. If the Representative product is not reported, and,
- the Operation type is “Manufacturing of active substance” or
Validation rule “Processing operations for the medicinal product”,
- the Manufacturing sites status is "active", and,
- the Is the site a contract manufacturer? is "no":
o Must be filled in (mandatory)
o Must be a whole humber between 0 and 99999999
o Else, the field is optional (can be filled in or not)

Destination MAH Manufacturing information template / column T
reference
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Tag Explanation

ID M3.2.4
Name Global Monthly Production plan - month 4

Global monthly production plan for the API or manufactured item as bulk
Description without packaging and labelling for the respective manufacturer in the unit of
measurement as in M3.1 for the fourth month of the forecasting period.

Example 110

Conformance Conditional

Data type Integer
Conditions:

o If the Representative product is reported:
o Must not be filled in (to be left empty)
o If the Representative product is not reported, and,
- the Operation type is “Manufacturing of active substance” or
Validation rule “Processing operations for the medicinal product”,
- the Manufacturing sites status is "active", and,
- the Is the site a contract manufacturer? is "no":
o  Must be filled in (mandatory)
o Must be a whole number between 0 and 99999999
o Else, the field is optional (can be filled in or not)

Destination MAH Manufacturing information template / column U
reference

Tag Explanation

(D) M3.2.5

Name Global Monthly Production plan - month 5

Global monthly production plan for the API or manufactured item as bulk
Description without packaging and labelling for the respective manufacturer in the unit of
measurement as in M3.1 for the fifth month of the forecasting period.

Example 120
Conformance Conditional
Data type Integer
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Tag Explanation

Conditions:

o If the Representative product is reported:
o  Must not be filled in (to be left empty)
o If the Representative product is not reported, and,
- the Operation type is “"Manufacturing of active substance” or
Validation rule “Processing operations for the medicinal product”,
- the Manufacturing sites status is "active", and,
- the Is the site a contract manufacturer? is "no":
o  Must be filled in (mandatory)
o  Must be a whole number between 0 and 99999999
o Else, the field is optional (can be filled in or not)

Destination MAH Manufacturing information template / column V
reference

Tag Explanation

ID M3.2.6

Name Global Monthly Production plan - month 6

Global monthly production plan for the API or manufactured item as bulk
Description without packaging and labelling for the respective manufacturer in the unit of
measurement as in M3.1 for the sixth month of the forecasting period.

Example 120

Conformance Conditional

Data type Integer
Conditions:

o If the Representative product is reported:
o Must not be filled in (to be left empty)
o If the Representative product is not reported, and,
- the Operation type is "Manufacturing of active substance” or
Validation rule “Processing operations for the medicinal product”,
- the Manufacturing sites status is "active", and,
- the Is the site a contract manufacturer? is "no":
o Must be filled in (mandatory)
o  Must be a whole number between 0 and 99999999
o Else, the field is optional (can be filled in or not)

Destination MAH Manufacturing information template / column W

reference

ID M3.3

Name Global Monthly Production plan — additional information
Description Any further information on the global monthly production plans.
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Tag Explanation

Minor fluctuations in production foreseen in the first four months of the

Example ) .
forecasting period.

Conformance Optional

Data type String, free text

o If the Representative product is reported:
o  Must not be filled in (to be left empty)
o Else:

o Must not exceed the maximum length of 2000 characters

Validation rule

Destination MAH Manufacturing information template / column X
reference

Tag Explanation

ID M3.4

Name Average global monthly production output of previous year

Average global monthly production output of the year prior to the start of
reporting requirements for the API or manufactured item as bulk without

Description packaging and labelling for the respective manufacturer calculated as the
production output average for the whole previous year (Jan - Dec), divided by
12 months, entered in the unit of measurement.

Example 120

Conformance Conditional

Data type Integer
Conditions:

o If the Representative product is reported:
o Must not be filled in (to be left empty)
o If the Representative product is not reported, and,
- the Operation type is "Manufacturing of active substance” or
Validation rule “Processing operations for the medicinal product”, and,
- the Manufacturing sites status is "active", and,
- the Is the site a contract manufacturer? is "no":
o Must be filled in (mandatory)
o  Must be a whole number between 0 and 99999999
o Else, the field is optional (can be filled in or not)

Destination MAH Manufacturing information template / column Y
reference

Tag Explanation

ID M3.5

Name Peak global monthly production output of previous year
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Tag Explanation

The peak global monthly production output of the previous year describes the

month with the highest production output of the year prior to the start of
Description reporting requirements for the API or manufactured item as bulk without

packaging and labelling for the respective manufacturer, entered in the unit of

measurement.
Example 150
Conformance Conditional
Data type Integer

Conditions:

o If the Representative product is reported:
o Must not be filled in (to be left empty)
o If the Representative product is not reported, and,
- the Operation type is “Manufacturing of active substance” or
Validation rule “Processing operations for the medicinal product”, and,
- the Manufacturing sites status is "active", and,
- the Is the site a contract manufacturer? is "no":
o  Must be filled in (mandatory)
o Must be a whole number between 0 and 99999999
. Else, the field is optional (can be filled in or not)

Destination MAH Manufacturing information template / column Z
reference
3.6. Alternative therapies

3.6.1. Product information

To collect information on alternative therapies for medicinal products in scope of reporting
requirements in the ESMP, the platform will generate a webform, which will be tailored to the user’s
affiliation and include the specific products in scope of reporting requirements for a particular crisis or
MSSG-led preparedness action. The “product information” section displays details about critical
medicinal products, and groups all CAPs by their invented name, active substances and pharmaceutical
form, whereas NAPs will be grouped only by their active substances and pharmaceutical form.

The webform will be pre-populated with information previously submitted to EMA through PMS.

Data elements for Product information

Invented name Active substance(s) Pharmaceutical form
P1.2.3 P1.3.2 P1.6.2

Please consult the box and tables below for further details about each data element and relative
conformance.
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Tag Explanation
1D P1.2.3
Name Invented name

Invented name of centrally authorised medicinal products.

This data element is pre-populated in the webform in the ESMP.

Description . - "
This data element corresponds to the entity “Invented name part” in PMS - ISO
IDMP, Chapter 2. Please note that the PMS guide is linked only for reference
and it is not a mandatory resource to consult.

Example Esempin

Conformance Not applicable

Data type String

Validation rule Not applicable

Destination ESMP webform

reference

Tag Explanation

(D) P1.3.2

Name Active substance(s)
Active substance(s) contained in the medicinal product.
This data element is pre-populated in the webform in the ESMP.

Description . A, @ Aoy F
This data element corresponds to the entity “Ingredient” in PMS - ISO IDMP,
Chapter 2. Please note that the PMS guide is linked only for reference and it is
not mandatory a resource to consult.

Example paracetamol

Conformance Not applicable

Data type String

Validation rule Not applicable

Destination ESMP Webform

reference

Tag Explanation

(D) P1.6.2

Name Pharmaceutical form
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Tag Explanation

Pharmaceutical form as authorised by regulatory authorities and as reflected in
regulatory documents.

This data element is pre-populated in the webform in the ESMP.

Description
This data element corresponds to the entity “(Authorised) pharmaceutical form”
in PMS - ISO IDMP, Chapter 2. Please note that the PMS guide is linked only for
reference and it is not a mandatory resource to consult.

Example Film-coated tablet

Conformance Not applicable

Data type String

Validation rule Not applicable

Destination ESMP webform

reference

3.6.2. Alternative therapies

The “alternative therapies” section displays information about availability of alternative therapies,
whether as standalone active substances or compositions of active substances. The webform will
display all compositions of non-critical valid authorised products in the EU/EEA and allow you to choose
one or multiple standalone active substances or compositions of active substances. An option to
indicate that there are no available alternatives is also provided.

Data elements for Alternative therapies

Alternative therapies No alternatives

L1.1 L1.2
Please consult the tables below for further details about each data element and relative conformance.
ID L1.1
Name Alternative therapies

Any active substances or compositions of active substances that can be used as
alternative therapies.

Description
If applicable, multiple values may be entered.
Example ibuprofen
Conformance Conditional
Data type String

Conditions:
° If the No alternatives box is not ticked:

Validation rule

European Shortages Monitoring Platform (ESMP) - MAH Implementation guide Page 84/92


https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/product-management-services-pms-implementation-international-organization-standardization-iso-standards-identification-medicinal-products-idmp-europe-chapter-2_en.pdf

O

EUROPEAN MEDICINES AGENCY

SETEN C] MEDICINES HEALTH

Tag Explanation

o Must be filled in (mandatory)
o Must be a valid active substance/composition of a valid product
authorised in the EU/EEA
o Multiple entries can be selected
o Either the Alternative therapies (this field) or the No alternatives (L1.2)
must be filled in, but not both.

Destination ESMP webform

reference

Tag Explanation

ID L1.2

Name No alternatives

L Indicate if there are no alternative therapies for the respective product by

Description L
ticking the box.

Example Not applicable

Conformance Conditional

Data type Tick box
Conditions:

Validation rule o If the Alternative therapies is not reported, must be ticked (mandatory):
o Either the No alternatives (this field) or the Alternative therapies (L1.1)

must be filled in, but not both.
Destination ESMP webform
reference
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Annex 1 - RMS lists and terms
Marketing status

Only to be used for the insertion of data for Marketing Status for NAPs
RMS list 100000072052 | https://spor.ema.europa.eu/rmswi/#/lists/100000072052/terms

100000072074 Not marketed Not marketed
100000072083 Marketed Marketed
200000026055 Never marketed Never marketed
230000000000 Temporarily unavailable Temporarily unavailable

o Data element using this RMS list: Marketing status

Point in supply chain at which disruption occurs

RMS list 200000028549 | https://spor.ema.europa.eu/rmswi/#/lists/200000028549/terms

200000028583 ActSublInt Active substance intermediate

200000028584 ActSub Active substance

200000028585 SupplyRawExcPack Supply.of raw materials, excipients,
packaging components

200000028586 FinProdMan Finished product manufacturing

200000028587 PriPack Primary packaging

200000028588 SecPack Secondary packaging

200000028589 BatchCtriTest Batch control testing

200000028590 BatchRelease Batch release

200000028591 Importation Importation

200000028592 DistrRelProd Distribution of released products

200000028593 NotSupplyRel Not related to supply chain issues

200000028594 Other Other

o Data element using this RMS list: Point in supply chain at which disruption occurs
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Shortage root cause

HEALTH

RMS list 200000028648 | https://spor.ema.europa.eu/rmswi/#/lists/200000028648/terms

200000028689

200000028690

200000028691

200000028692

200000028694

200000028695

200000028697

200000028698

200000028700

200000028701

200000028702

200000028703

200000028704

200000028706

200000028707

200000028708

200000028709

200000028710

ManufProdRel

ManufPeople

ManufGMPNonComp

ManufCapacity

QualDefProdPreventRelease

QualDefProdRecall

RegMaRestSus

RegApprDelay

UnexIncDemCoStock

UnexIncDemMsStock

UnexIncDemChangePresBeh

UnexIncDemChangelnUse

UnexIncDemUnavailOtherMah

DistrAir
DistrSea
DistrLand
DistrExport

DistrImport

Manufacturing issues - Manufacturing
issues preventing production/release

Manufacturing issues - Restrictions on
people

Manufacturing issues - GMP non -
compliance

Manufacturing issues - Capacity issues

Quality issues - Suspected defective
product preventing release of batches to
the market

Quality issues - Suspected defective
product requiring batch recall

Regulatory issues - Marketing authorisation
restricted/suspended

Regulatory issues - Regulatory approval
delay

Unexpected increased demand - Consumer
driven stockpiling

Unexpected increased demand - Member
State driven stockpiling

Unexpected increased demand - Changes
in prescribing behaviour

Unexpected increased demand - Change in
use (off label or through changes in MA)

Unexpected increased demand - Increased
demand due to unavailability from other
MAHs

Distribution issues - Air transport
Distribution issues - Sea transport
Distribution issues - Land transport
Distribution issues - Export restrictions

Distribution issues - Import restrictions
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Commercial reasons - Pricing and

200000028712 ComPricing .

reimbursements
200000028713 ComlInsolvency Commercial reasons - Insolvency

. Commercial reasons - Prioritisation of other

200000028714 ComPrioOtherMarkets

markets

. Commercial reasons - Business strategy

200000028715 ComBusinessStrat

(other)
200000043380 Other Other

o Data element using this RMS list: Root cause of the shortage
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Shortage mitigation and prevention plan

HEALTH

RMS list 200000028617 | https://spor.ema.europa.eu/rmswi/#/lists/200000028617/terms

200000028633

200000028634

200000028635

200000028636

200000028637

200000028638

200000028639

200000028640

200000028641

200000028642

200000028643

200000028644

200000028645

200000028646

200000029652

200000028647

AltActSubMan
AltFinProdMan
AltBatchCtrlSite

AltBatchRelSite

SupForeignLang

SupUnauthProd

RelProdQualDef

IncProdCurrentSite

OtherPresSameProd

ECMP

ResManlIssues

ChangeTransport

ExpedShipment

PrioSupCritCustom

AltRawMaterial

Other

Alternative active substance manufacturer
Alternative finished product manufacturer
Alternative batch control site
Alternative batch release site

Supply of product in foreign language
labelling

Supply of alternative unauthorised product

Release of product with minor quality
defects

Increase production capacity of current
site(s)

Supply of other presentation(s) of the
same product

Use of exceptional change management
process (ECMP)

Resolve manufacturing or quality issue(s)
Change mode of transportation

Expedited shipment and shipment under
quarantine

Prioritisation of supplies to critical
customers

Alternative sources of raw/starting
materials

Other

o Data element using this RMS list: Shortage prevention and mitigation plans

Shortage impact risk assessment

RMS list 200000033599 | https://spor.ema.europa.eu/rmswi/#/lists/200000033599/terms
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200000033600 High High
200000033601 Medium Medium
200000033602 Low Low

o Data element using this RMS list: Shortage impact risk assessment
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Manufacturing activity

RMS list 100000160406 | https://spor.ema.europa.eu/rmswi/#/lists/100000160406/terms

100000160407 Manufacturer responsible for batch certification
100000160408 Quality control testing of medicinal product

100000160409 Microbiological testing: sterility

100000160410 Microbiological testing: non-sterility

100000160411 Chemical/Physical testing

100000160412 Biological testing

100000160413 Processing operations for the medicinal product
100000163618 Processing of non-sterile medicinal product

100000163709 Processing of sterile medicinal product - aseptically prepared
100000163737 Processing of sterile medicinal product - terminally sterilised
100000160414 Manufacturing of finished products intermediate
100000160415 Manufacturing of solvent / diluent

100000160448 Quality control testing of active substance

100000160449 Microbiological testing: sterility

100000160450 Microbiological testing: non-sterility

100000160451 Chemical/Physical testing

100000160452 Biological testing

100000160453 Manufacturing of active substance intermediate
100000163713 Manufacturing of active substance intermediate by chemical synthesis
100000163714 Manufacturing of active substance intermediate using biological processes
100000163715 Active substance intermediate physical processing
100000160454 Packaging of active substance

100000163716 Primary Packaging of active substance

100000163717 Secondary Packaging of active substance

100000160455 Storage and/or distribution of active substance
100000160456 Sterilisation

100000160457 Filtration
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100000160458

100000160459

100000160460

100000160461

100000160462

100000160463

100000160464

100000160465

100000160466

100000160466

100000163843

100000163844

100000163845

100000163846

100000160476

100000160477

100000160478

100000160479

100000160480

Dry heat

Moist heat

Chemical

Gamma irradiation

Electron beam

Primary packaging

Secondary packaging

Physical Importation

Storage and/or distribution of medicinal product
Manufacturing of active substance

Manufacturing of active substance by chemical synthesis
Extraction of active substance from natural sources
Manufacturing of active substance using biological processes
Active substance physical processing

Preparation of Working Cell Bank

Storage of Master Cell Bank and/or Working Cell Bank
Bioequivalence Contract Research Organisation (CRO)
Manufacturing of ancillary medicinal product

Manufacturing of medical device

Data element using this RMS list: Operation type ID
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