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1.Implementation
Isabel Lázaro Salcedo



i. Adapting GEMED database to the ISO-
IDMP Model (medicines database)
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CURRENT

❑ Current structure similar to ISO-IDMP model

❑ Model already adapted to include :

▪ Several pharmaceutical forms

▪ Combipack

❑ Unit of composition included with Pharmaceutical form, 
presentation or concentration

6

Adapting our database to the ISO-IDMP Model – 
Pharmaceutical forms

CHANGES

❑ Phar. Form fields widen to include: unit of presentation, 
description of pharmaceutical product.

▪ Manufactured dose form in relation to Unit of 
presentation

▪ Administrable dose form in relation to Unit of 
presentation

Implementation
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Adapting our data base to an ISO-IDMP model – 
Ingredients (active substances and excipients)

CHANGES

❑ New fields added to allow the expression by presentation 
and/or by concentration.

▪ Operators, numerators and denominators

❑ New relationships between ingredients (manu. dose form) 
and manufactured items (primary packaging of the 
containers).

CURRENT

❑ 3 different tables according to the ingredient type:

▪ Active substances

▪ Reference Active substances

▪ Excipients

❑ Not linked to packaging.

Implementation
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Adapting our data base to an ISO-IDMP model - Packaging

CHANGES

❑ New elements added to the container structure for:

▪ Pack size

▪ Package item and Package item reference (parent/child)(list)

▪ Manufactured items (list)

▪ Materials, components, devices. (list)

▪ Packaging Entity Manufacturers (list)

❑ Links to the manufactured item

CURRENT

❑ Container breakdown not available.

❑ The shell life and storage conditions are only at the 
package level.

❑ Devices listed at medicinal product level.

❑ Materials are a free text field.

Implementation
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Adapting our data base to an ISO-IDMP model– 
Packaging and Composition Diagram Implementation



ii. Integrating SPOR dictionaries in 
AEMPS´s
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SPOR Integration – RMS Daily Synchronization
Implementation

► Daily synchronisation with RMS API.
➢ Last version, including term 

status(current/not current).
► SQL view for dictionaries, 2 joint lists:

➢ Historical AEMPS lists with no RMS 
code.

➢ RMS dictionary
► Views are used in GEMED and others 

applications.
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SPOR Integration – RMS Daily Synchronization
Implementation



This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299 13

SPOR Integration– Organisations(OMS)/ 
Substances (SMS) Implementation

► Under development. 
► Same strategy as with RMS lists.
► Historic versions and current versions.
► OMS: currently initial download of the CSV of the SPOR API 
► SMS: API not being used yet, synchronisation is being carried out 

manually



iii. Development of the Pre-migration 
process
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Pre-Migration Process (pre-production)

► Aim for the closest aproach to ISO IDMP model with the current 
model 

► Tool used: SQL Server Integration Services (SSIS)
► Split into 3 packages/phases
➢ Pharmaceutical forms and composition
➢ Packaging 
➢Manufacturers

Implementation
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Pre-Migration Process
Implementation



iv. Standardisation/Validation for ISO 
IDMP compliant
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Validation-Standardisation: ISO IDMP compliant

► “New app” in GEMED where we carry out the ISO-IDMP 
standardization.
➢ Verify the output of the SSIS process and correct errors.(quantity 

not available in ingredients)
➢ Validate that data migration has been done correctly (current-new, 

dots-comas…)
➢ Fill in the data that is not available and that is mandatory for ISO-

IDMP compatibility (current terms, mapping…)
► Data validation:

➢ Pharmaceutical Dose Form (PDF, CDF, CMT..), ATC, Prescription conditions
➢ Qualitative/quantitative composition
➢ Package

Implementation
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Validation-Standardisation: ISO IDMP compliant

19

• Pharmaceuti
cal Dose 
Form (PDF, 
CDF, CMT..) 

• ATC
• Prescription 

conditions

PHAMACEUTI
CAL INFO

Implementation
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Validation-Standardisation: ISO IDMP compliant: substances and 
excipients

20

QUALITATIVE/QUANTI
TATIVE COMPOSITION

Implementation
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Validation-Standardisation: ISO IDMP compliant: substances and 
excipients

21

Implementation
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Validation-Standardisation: ISO IDMP compliant- PACKAGES

22

• 1ry and 2ry 
Package

• Quantity
• Manufactured 

item/ingredient
s

• Materials
• Components
• Shelf 

life/storage 
conditions

• Its relationships

PACKAGES

Implementation
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Validation-Standardisation: ISO IDMP compliant: Item content 
(Package description)

23

Implementation
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2. Cross-Border e-Prescription Pilot
Isabel Lázaro Salcedo
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Cross-border e-prescription pilot (288 medicines) for Andalucía

► Local project (Andalucía) for 
European e-Prescription (288 
medicines)

► 288 medicines to 
validate/standardise to become 
ISO IDMP compliant.

► eHDSI (eHealth Digital Service 
Infrastructure) data elements

25

e-Prescription Pilot
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3. Deployment in GEMED
Isabel Lázaro Salcedo
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Overview GEMED

27

Deployment

Desktop app 
developed in 
WPF 
(Windows 
Presentation 
Foundation)

Hamburger 
menu with all 
sections of the 
app
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Overview GEMED

28

Deployment

Filter to look up 
medicines in process 
to ISO-IDMP 
Standardization 

Section for ISO-
IDMP 
Standardization
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ISO-IDMP Standardization - Filter

29

Deployment

After 
searching, 3 
results were 
found that 
match the filter 
parameters
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ISO-IDMP Standardization - Filter

30

Deployment

With double 
click, we can see 
the detail 
window of the 
medicine 
selected
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Overview Detail Window

31

Deployment

Detail window of 
the medicine 
selected
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Detail Window – Information sections

32

Deployment

Hamburger menu with 
different sections 
related with the 
medicine selected:

▪ Summary of information 
of the medicine

▪ Awaiting requests

▪ Texts and reports

▪ Information related to 
ISO-IDMP 
Standardization

All of these are Read Only
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Detail Window – ISO-IDMP Standardization Info
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Deployment

Information related to 
ISO-IDMP 
Standardization:

▪ EMA ISO-IDMP 
Documentation

▪ Useful links

▪ Expression patterns of 
ingredient dosage

▪ Examples: how to 
record package size, 
quantity of manufactured 
items and presentation 
unit according to product 
types
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Detail Window – ISO-IDMP Standardization Info

34

Deployment

Information related to 
ISO-IDMP 
Standardization:

▪ EMA ISO-IDMP 
Documentation

▪ Useful links

▪ Expression patterns of 
ingredient dosage

▪ Examples: how to 
record package size, 
quantity of manufactured 
items and presentation 
unit according to product 
types
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Detail Window – ISO-IDMP Standardization Info

35

Deployment

Information related to 
ISO-IDMP 
Standardization:

▪ EMA ISO-IDMP 
Documentation

▪ Useful links

▪ Expression patterns of 
ingredient dosage

▪ Examples: how to 
record package size, 
quantity of manufactured 
items and presentation 
unit according to product 
types
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Detail Window – ISO-IDMP Standardization Info
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Deployment

Information related to 
ISO-IDMP 
Standardization:

▪ EMA ISO-IDMP 
Documentation

▪ Useful links

▪ Expression patterns of 
ingredient dosage

▪ Examples: how to 
record package size, 
quantity of manufactured 
items and presentation 
unit according to product 
types
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Detail Window – Editable sections

37

Deployment

Hamburger menu with 
different sections 
related with the 
medicine selected:

▪ Pharmaceutical product 
information

▪ Ingredients

▪ Packaged Medicinal 
Products

▪ Manufacturing/Business 
Operation (not implemented yet)
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Detail Window – Action buttons

38

Deployment
Action buttons to 
save changes and 
complete the process 
to ISO-IDMP 
Standardization.
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Detail Window – Splitted documents

39

Deployment

Buttons extremely 
useful:

▪ Split documents: 
access to any 
section of the 
SmPC or leaflet 
without to open 
the entire 
document. Includes 
information of last 
revision date in 
each section.
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Detail Window – ISO-IDMP Data Validation
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Deployment

Buttons extremely 
useful: 

▪ Data validation: 
validate mandatory 
information Red sections: 

problems detected, 
need to be fixed

Green sections: all 
requirements are 
fulfilled
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Detail Window - Pharmaceutical Product Information

41

Deployment

Information about 
Pharmaceutical 
Product and state of 
migration data to ISO-
IDMP Standardization.

Two tabs:

▪ Current situation 
(read only)

▪ Pre-migrated

Press in each tab to see 
information for each 
state, or…
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Detail Window - Pharmaceutical Product Information
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Deployment

This button shows 
current situation in 
another window, so 
you can see both at 
once.
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Detail Window – SmPC section

43

Deployment

This switch 
shows/hides 
information about 
Pharmaceutical 
Product directly 
from SmPC (section 
3) of the medicine 
selected.
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Detail Window – Authorized Pharmaceutical Form
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Deployment

Dropdown menu you can 
select a group of terms from 
a SPOR list and filter the 
pharmaceutical forms on the 
right menu.

Green options: terms 
with RMS code

Red options: non current terms 
(SPOR/AEMPS Dictionaries)

In this dropdown 
menu you can 
select an item.
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Detail Window – Authorized Pharmaceutical Form

45

Deployment

Advanced search: allows 
search terms filtering the list, 
indicating a SPOR list and/or 
description of the 
pharmaceutical form.

If double click on the value: it 
loads in Authorized 
Pharmaceutical Form. Green rows: 

terms with 
RMS code

Red options: 
non current 
terms 
(SPOR/AEMPS 
Dictionaries)
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Detail Window – Pharmaceutical Products

46

Deployment

Old data: column will be 
hidden when the all 
records in the table are 
ISO-IDMP compliant

New columns:
1. ISO-IDMP Compatibility: two markers

2. Unit of presentation

3. Description: text field, can be used for 
distinguishing tablets by colour, for example

1 2 3

Not ISO-IDMP compliant

ISO-IDMP compliant
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Detail Window – Pharmaceutical Products

47

Deployment

Add a new record: the 
first three fields are 
mandatory.

Can use advanced 
search for fields with

Color legend for dropdown fields (sometimes just used red and green)
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Detail Window – Pharmaceutical Products

48

Deployment

Select a record marked as 
Not ISO-IDMP Compliant: 
shows fields with data in edit 
mode.

Show old information (read 
only). It will be hidden when 

all the information necessary 
for ISO-IDMP compatibility 

is indicated.
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Detail Window – Pharmaceutical Products

49

Deployment

Select a record marked 
as ISO-IDMP 
Compliant: shows fields 
with data in edit mode.
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Detail Window - Ingredients

50

Deployment

Information about 
Routes of 
administration, 
Ingredients and state 
of migration data to 
ISO-IDMP 
Standardization.

Two tabs:

▪ Current situation 
(read only)

▪ Pre-migrated

Press in each tab to 
see information for 
each state, or…
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Detail Window - Ingredients

51

Deployment

This button shows 
current situation in 
another window, so 
you can see both at 
once.
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Detail Window – Overview Ingredients 

52

Deployment
When changing 
the selected 
pharmaceutical 
form, load all the 
information from 
the other sections

Route of 
administration

Two tabs:
▪ Active ingredients
▪ Excipients

Ingredients

Tree view 
summary of the 
entire 
composition of 
the medicine
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Detail Window – SmPC sections

53

Deployment

Switches show/hide information about Active ingredients and 
Excipients directly from SmPC (sections 2 and 6.1) of the medicine 
selected.
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Detail Window – Active Ingredients 

54

Deployment

Old data: column will be 
hidden when the all 
records in the table are 
ISO-IDMP compliant

New columns:

1. ISO-IDMP Compatibility: two markers

2. Presentation and Concentration strength of 
Pharmaceutical Form

1 2 3 4

New columns:

3. Presentation and Concentration strength of 
Reference Active Ingredient of 
Pharmaceutical Form

4. Manufactured items linked to active 
ingredient (counter)

Not ISO-IDMP compliant

ISO-IDMP compliant
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Detail Window – Active Ingredients 

55

Deployment

Add a new record: select the active 
ingredient and fill in the fields of 
presentation and/or concentration strength

Can use advanced 
search for fields 

with

Color legend for 
dropdown menu 
(sometimes just 

used red and green)
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Detail Window – Reference Active Ingredients 

56

Deployment

To complete the Reference Active 
Ingredient information, switch on to see 
the related fields
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Detail Window – Active Ingredients 

57

Deployment

Select a record 
marked as Not 
ISO-IDMP 
Compliant: shows 
fields with data in 
edit mode.

Show old information 
(read only). It will be 
hidden when all the 

information necessary 
for ISO-IDMP 

compatibility is 
indicated.
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Detail Window – Active Ingredients 

58

Deployment

Select a record marked 
as ISO-IDMP 
Compliant: shows fields 
with data in edit mode.
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Detail Window – Excipients

59

Deployment

Old data: column will be hidden when the all 
records in the table are ISO-IDMP compliant

New columns:

1. ISO-IDMP Compatibility: two markers

2. Presentation and Concentration strength of 
Pharmaceutical Form

3. Manufactured items linked to excipient
(counter)

1 2 3

Not ISO-IDMP compliant

ISO-IDMP compliant
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Detail Window – Excipients 

60

Deployment

Add a new record: select the excipient and 
fill in the fields of presentation and/or 
concentration strength

Can use advanced 
search for fields 
with

Color legend for 
dropdown menu 

(sometimes just used red 
and green)
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Detail Window – Excipients 

61

Deployment

Select a record 
marked as Not 
ISO-IDMP 
Compliant: 
shows fields 
with data in 
edit mode.

Show old 
information (read 

only). It will be 
hidden when all the 

information 
necessary for ISO-

IDMP compatibility 
is indicated.
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Detail Window – Excipients 
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Deployment

Select a record 
marked as ISO-
IDMP Compliant: 
shows fields with 
data in edit 
mode.
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Detail Window – Ingredients Tree view Summary  

63

Deployment

Tree view 
shows a 
summary of 
medicine, with 
all 
pharmaceutical 
forms, and for 
each one, their 
route of 
administration, 
active 
ingredients and 
exicipients. Also 
include linked 
manufactured 
items. 
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Detail Window – Packaged Medicinal Products

64

Deployment

Information about 
Packaged Medicinal 
Products and state of 
migration data to 
ISO-IDMP 
Standardization.

Two tabs:

▪ Current situation 
(read only)

▪ Pre-migrated

Press in each tab to 
see information for 
each state, or…



This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299

Detail Window – Packaged Medicinal Products

65

Deployment

This button 
shows current 
situation in 
another window, 
so you can see 
both at once.
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Detail Window – SmPC Section

66

Deployment

This switch 
show/hide 
information 
about Packaged 
Medicinal 
Products 
directly from 
SmPC (section 
6.5) of the 
medicine 
selected.
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Detail Window – Packaged Medicinal Products 

67

Deployment

Old data: columns will be hidden when the all records in the 
table are ISO-IDMP compliant

New columns:

1. ISO-IDMP Compatibility: two markers

2. Items

3. Package Size

1 32

Not ISO-IDMP compliant

ISO-IDMP compliant
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Detail Window – Packaged Medicinal Products 

68

Deployment

Select a record 
marked as Not 
ISO-IDMP 
Compliant: 
shows fields 
with data in 
edit mode.

Show old 
information (read 

only). It will be 
hidden when all the 

information 
necessary for ISO-

IDMP compatibility 
is indicated.

Items

Package 
Medicinal Product 
Manufacturers

Tree view 
summary of 

Packaged 
Medicinal Product
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Detail Window – Items

69

Deployment

Summary table of all items in the package (materials, components, medical devices, manufactured items, etc.).

Different actions:

1. Add items: add button

2. Edit items: double click on a row

3. Delete items: delete button on column “Action”

1
3

2
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Detail Window – Items

70

Deployment

When adding a new item, the 
type of packaging must be 
indicated. Depending on the type, 
the following screen will show 
more or less sections to complete. 
For example, Manufactured Items 
only appears for the primary 
packaging type.
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Detail Window – Items

71

Deployment

To add or to modify an item, a new dialog is displayed where you can edit all the information of the item.

This switch 
show/hide 
information about 
Packaged Medicinal 
Products directly 
from SmPC (section 
6.5) of the medicine 
selected.
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Detail Window – Items

72

Deployment

In this 
window, 
you can 
edit all 
information 
of the item, 
navigating 
between 
tabs:

▪ Item Info
▪ Manufactured items/Ingredients
▪ Materials

▪ Components
▪ Shelf life/Storage conditions
▪ Medical Devices
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Detail Window – Items – Item Info

73

Deployment

Item information:

▪ Type 

▪ Units (operator and 
quantity)

▪ Recursion between items 
(parent/child relationship)

▪ Manufacturers

Can use advanced search

Color legend for dropdown 
menu (sometimes just used 
red and green)
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Detail Window – Items – Manufactured items

74

Deployment

Tool for bind pharmaceutical form 
ingredients to manufactured items 
ingredientsAdd new record: press 

add button and 
complete sections:
▪ Manufactured item 
information
▪ Active ingredients
▪ Excipients
▪ Manufactured item 
Manufacturers

Can use advanced search for 
fields with

Color legend for 
dropdown fields 
(sometimes just 
used red and 
green)
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Detail Window – Items – Manufactured items – Active ingredients

75

Deployment

Add button at active 
ingredients shows a 
tool to choose them 
from the 
pharmaceutical form.

You can also copy 
the strength 
information, 
although it can still 
be modified at this 
level.

This button shows the active 
ingredient info linked to the 
pharmaceutical form.
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Detail Window – Items – Manufactured items - Excipients

76

Deployment

Add button at 
excipients shows a 
tool to choose them 
from the 
pharmaceutical form.

You can also copy 
the strength 
information, 
although it can still 
be modified at this 
level.

This button shows the 
excipient info linked to the 
pharmaceutical form.
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Detail Window – Items – Manufactured items

77

Deployment

Tool to bind ingredients of the pharmaceutical form with the ingredients of the manufactured item. Once 
linked, strength can be modified at the manufactured item level. The tool allows select multiple ingredients at 
same time.

▪ Select the 
pharmaceutical form. 
Their active 
ingredients and 
excipients are shown 
below.

▪ Select ingredients 
to bind.
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Detail Window – Items - Materials

78

Deployment

Add new record: press add button and select 
the material in the dropdown menu.

Can use advanced search for 
fields with

Color legend for dropdown 
menu (sometimes just used 
red and green)

Edit record: select the row and change the 
value in the dropdown menu.
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Detail Window – Items - Components

79

Deployment

Add new record: press add button and select 
the material in the dropdown menu.

Can use advanced search for 
fields with

Color legend for dropdown 
menu (sometimes just used 
red and green)

Edit record: select the row and change the 
value in the dropdown menu.
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Detail Window – Items – Shelf life/Storage conditions

80

Deployment

This switch 
shows/hides 
information about 
Pharmaceutical 
Product directly 
from SmPC (sections 
6.3 and 6.4) of the 
medicine selected.
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Detail Window – Items – Shelf life/Storage conditions

81

Deployment

Add new record: 
press add button 
and complete the 
fields.
To add new 
storage conditions, 
press add button 
also and select the 
value in the 
dropdown menu.

Can use advanced search for 
fields with

Color legend for 
dropdown menu 
(sometimes just used 
red and green)
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Detail Window – Items – Shelf life/Storage conditions

82

Deployment

Edit record: select the 
row and change the 
values.

To edit the Storage 
conditions, you must first 
select a Shelf life.

Can use advanced search for 
fields with

Color legend for 
dropdown menu 
(sometimes just used 
red and green)
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Detail Window – Items – Medical Devices
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Deployment

Add new record: press add button and select 
the material in the dropdown menu.

Can use advanced search for 
fields with

Color legend for dropdown 
menu (sometimes just used 
red and green)

Edit record: select the row and change the 
value in the dropdown menu.
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Detail Window – Packaged Medicinal Products Tree View 
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Deployment

Tree view shows 
a summary of 
Packaged 
Medicinal 
Products, with all 
items, and for 
each one, all their 
information 
(materials, 
components, 
manufactured 
items, active 
ingredients, 
excipients, etc.)
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Detail Window – Manufacturing/Business Operation
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Deployment

New fields Loc-ID 
and Org-ID
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Detail Window – Manufacturing/Business Operation

86

Deployment

Advanced 
search: allows 
filtering the list 
indicating a 
name of the lab 
or the country.

Double click on 
a row load 
values in 
previous fields 
(Loc-ID, Org-ID, 
name, address, 
etc.)
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4. FHIR Load Variations
Gianluca Risi
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Background

►At AEMPS we are importing MAA and variation eAFs data (hum and vet) since 

April 2016

►DES schema XML files

►Approach used:

►Treat it as an ETL problem

►=> Use an ETL tool ☺

► The system handles XML documents (In a DES and FHIR agnostic way)

►System upgrade codenamed VNext

88

FHIR LOAD VAR
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FHIR variation message ingestion 

Destination
dB

FHIR

data
STAGING

dB

SSIS 
Packages 
Layer 1

SSIS 
Packages 
Layer 2

High level architecture

► Based on Microsoft SQL Server Integration Services (SSIS) ETL technology

► The well tested backbone of the architecture remains the same

► Massive use of XSLT transformations to reduce schema complexity of the input document

► Use of an intermediate storage area (staging) where all data from eAF are loaded

► “Everything o nothing” loading strategy in destination dB (Transactional behaviour)

GEMED dB

(h + v)

89

FHIR LOAD VAR



This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299

Design rules – Loading to staging dB

90

1

2

3

4

►Handling of data scoped by resource type

►New specific tables, in staging dB, to host FHIR data

▪ Several tables per resource type

►One ETL process (SSIS package) per resource type

►All the packages share the same sequence of steps

►Packages can be run concurrently

►Depending on the resource type:

▪ XSLT used to transform varies (in step 3  )

▪ Destination tables vary (in step 4   and     )

►All the staging processes are built in an automated way

▪ Using BIML (https://varigence.com/biml)

▪ Based on XML metadata:

o Automatic staging tables generation

o Automatic load-to-staging ETL processes generation

3

1 4

FHIR LOAD VAR
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Load to staging overview – Handling the ‘Task’ resource

91

►Data for the Task resource is stored in nine different tables

►Package step 4  for Task resource:4

FHIR LOAD VAR

TASK
resource

• Application data
• Type of application (single/grouping)
• Type of authorization (NAP, CAP,…)
• Domain
• …

• List of affected products (Ids)
• List of variation changes (scopes)
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Resilience to changes

92

View/UDF

XML
eAF
V1

XSLT
STAGING 

tables

SSIS
(layer 1)

SSIS
(layer 2)

GEMED 
tables

XML
eAF
V2 • Three different point of action to address the 

changes
• Changes are managed in the earliest possible phase
• If needed, the action is escalated to the next level
• Effort to handle DES->FHIR change is at “level 3”

XSLT
STAGING 

tables

SSIS
(layer 2)

SSIS
(layer 1)

FHIR LOAD VAR

GEMED 
tables
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► Some numbers (situation on June 14th, 2023)
➢ 158.762 processed eAFs, since April 4th, 2016
➢ 60 eAFs processed per day (average) – (504 at peak – ≈ 1 each 3 mins))

eAF type Processed eAFs
Human MAA  18.475
Vet maa 3.877
Human variation 123.217 
Vet variation 9.354 

eAF processing stats

Load result Processed eAFs
Ok 125.914

Error 32.849

93

79%

21%

Processed eAFs

OK

Error

Human maa  
12%

Vet maa 
2%

Human variation 
80%

Vet variation 
6%

eAF by type

 Human maa

 Vet maa

 Human variation

 Vet variation

FHIR LOAD VAR
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5. Challenges
José Manuel Simarro Escribano/Isabel Lázaro Salcedo



I. Standardisation/Validation of data



This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299

Standardisation/Validation of data

► Not standardised DATA: 
➢ Old terms not in SPOR:

✓ Excipients, active substances (old terms not updated in the dossier)
➢ Not available data (old dossier with no quantitative composition) when it is mandatory

✓ Printing inks not complete, 
✓ Old dossiers info not easy to find
✓ Traces, quantity sufficient for (opadry components/quantities)

► Differences in handling with other countries
➢ Unidose/format 
➢ Complex excipients (Methacrylic acid - ethyl acrylate copolymer (1:1) dispersion 30 per cent, 

Sugar spheres, printing INKS…)
► Updating info when terms are not linked (i.e. change ingredient amount+change

in manu. Item also)
► Almost 20,000 drugs to standardise

96

Challenges



ii. Development calendar adaptation to 
ISO-IDMP
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ISO-IDMP Adaptation Development Schedule
Challenges
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Other applications to adapt ISO-IDMP
Challenges



iii. AEMPS Strategy to get ISO-IDMP 
Compatibility 
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AEMPS Strategy ISO-IDMP to get Compatibility 

► Different strategies to achieve ISO-IDMP compatibility:

➢ Medicines in process
✓ Before authorizing: ISO-IDMP premigration and standardization

➢ Historical Register of Medicines (authorised and suspended) 
✓ Batch
▪ ISO-IDMP pre-migration and standardization

✓ Through the authorization of a variation
▪ If it meets the ratio (pending definition): ISO-IDMP pre-migration and standardization

► While the medicines are in the standardization process, editing of the 
medicine history data is not allowed, until the medicine is ISO-IDMP 
compatible.

Challenges
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AEMPS Strategy ISO-IDMP to get Compatibility 
Challenges
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AEMPS Strategy – Current Data Volume
Challenges
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6. What do we expect from EMA?
José Manuel Simarro Escribano
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What do we expect from EMA?

► AEMPS-PMS interaction

➢ Allow us the use of the Application Programming Interface (API) for reading 
➢ Have in place the MAA eAF using ISO IDMP
➢ Establishing minimum data requirements and data quality in order to be aligned with 

authorised information and boosting reliability. 

105

Expect from EMA



THANK YOU!
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