Housekeeping notes — Personal data protection notice

EUROPEAN MEDICINES AGENCY

' Please note that this session is being recorded and will be made available through EMA
°® Corporate Website and YouTube channel.

Throughout the session, participants will be able to ask questions or give their input via the audience
interaction tool Slido.

Interaction via Slido is voluntary, and you may opt to remain anonymous. If you chose to use
Slido, you consent to the processing of your personal data as explained in the EMA Data Privacy
Statement for Slido.
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Housekeeping notes — Q&A 'riiﬁﬁ_ﬁ:___i_f_fj:;.

EUROPEAN MEDICINES AGENCY

« Join via QR code or slido.com - please provide your questions and
comments in Slido only

« Send or upvote the questions you want to hear answered - before raising
a question check whether its has been raised already and vote for it

. £ Q&A Management . Unanswered questions

« This can be due to high volume of questions or assistance
of a specific colleague not available today is required.

« Unanswered questions will be reviewed, and the most
relevant ones may be addressed in other webinars or
in @ FAQ document.

« We may request that you ask Questions on specific
issues/cases in Service Desk to be tracked,
investigated and adequately assigned.

« Questions will be shown on the screen
and managed live in the Q&A session

« EMA colleagues will attempt to address
questions in writing throughout the session

« EMA colleagues will verbally address

(unanswered) top voted questions at the end
in the live Q&A session.

1 For Questions: www.slido.com code: #SWOCT724



Webinar materials sharing

EUROPEAN MEDICINES AGENCY

== Is E
Fia
Presentations will be* available at: Recordings will be available at:
« SPOR Portal Documents section « EMA YouTube Channel
- EMA Events Web Page - EMA Events Web Page

*1st version of presentation already published,
to be updated with final version (if necessary)
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SPOR Webinars

&)

EUROPEAN MED

During SPOR webinars, EMA's Regulatory Data Management Service team
talks about all aspects of regulatory data management and how it works today.

CINES AGENCY

Webinar title @ oae | @rme

SPOR Data Governance

4 QOctober 2024

10:00-12:00 CEST

) Referentials Management Service (RMS)

7 October 2024

10:00-12:00 CEST

Substance Management Service (SMS)

Organisation Management Service (OMS)

Product Management Service (XEVMPD)
for MAH

Product Management Service (XEVMPD)
for Sponsors

Substance, product, organisation and
referential (SPOR) application
programming interface (API) - SPOR API
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. EUROPEAN
Goals of the session @]%%gws

» I Increase Awareness of RMS activities

/': Share status update of RMS service

Provide insights on XEVMPD-RMS data mapping

r
-
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1 Welcome 6 RMS Statistics
| |
2 Introduction to RMS 7 RMS Documentation & Help
| |
3 RMS processes 8 RMS status update
| |
4 RMS Change request process 9 Key takeaways & Conclusions
| |
RMS Data mappings ﬁ 10 Q&A Session

5
Ifb Break
!
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Introduction to RMS
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What is RMS -
EUROPEAN MEDICINES AGENCY

A RMS implements ISO IDMP 11239 and 11240 standards and provides Lists and Terms
P of Referentials — Dictionary of controlled vocabularies or lists

RMS contains approximately 215 lists (and growing) from different maintenance
. organisations such as EDQM standard terms (dosage forms, routes of administration);
Contains WHO (ATC Human, ATC Vet); MSSO (MedDRA) as well as some internally managed lists
(e.g. Age Range, Variation classification list, EU Territorial Authority, etc.)

RMS replaces EUTCT and provides a centralised and single source of referential
Provides data to be used across the EU Regulatory Network and Pharmaceutical industry to
support regulatory processes

-~ 3)) RMS

RMS went live in June 2017 and provides a backward compatible API that mimics
Available EUTCT
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Lists and owners
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As of October 2024, RMS contains 215 lists (and growing) from different maintenance organisations:

« Pharmaceutical dose form + Lists migrated from EUTCT (e.qg.
Age Range, Application Legal basis,
Target Species, Breeds, VedDRA

* Routes and Methods of Admin. etc.)

« Combined Term

« Patient friendly + Lists required for OMS, PMS, EV

. Administration method Vet, Clinical Trials, Scientific Advice

. Etc + Etc.

9 For Questions: www.slido.com code: #SWOCT724

ISO (Language)

MSSO (MedDRA)

WHO (INN)

WHO CC (ATC H & ATC V)




RMS Functionalities

EUROPEAN MEDICINES AGENCY

+ Simple Search

« Advanced Search

+ Saved Searches

Tags

* Groupings of terms .
within a list or across
lists for quick
reference

s

RMS Functionalities

Browse/View Change Requests

List of lists

Full lists/ selected .
terms/ translations.

Search CR / View CR /

Terms within lists el ER 7/ PEE= ER

CSV or XML .

Submit CR: New/
update/ delete Term
or New/ Update list

Term details

List Information
Document

.Li 7.
Subscription Translation
E-mail notifications of + Search/View - General
(major/ minor) « Online .« Technical
changes within lists
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RMS Business Particulars -

EUROPEAN MEDICINES AGENCY

- + EMA can process/validate all Change Requests (CRs), i.e. create provisional terms
B What EMA can do:

+ EMA can finalise/approve CRs for EMA-owned lists and will liaise with relevant List Owner to finalise CRs for externally
managed lists

e List Information « Contains details on List Owner, this can also be seen in the List of Lists view (see below)
e Document: « Where EMA is identified as List Owner the list information will specify the Subject Matter experts that will be consulted
EUROPEAN MEDICINES AGENCY
SPOR - Referentials Management System
Substances | Products | Organisations | Referentials | Help LiSt owner
SPOR Home Lists Change Requests Translations Preferences Documents

Home / Lists

44 44 Page 1 of 11 M Showing | 20 | of 212 results
List Identifier List Name A List Owner List Version Modified Date Actions
» 200000010680 Accuracy of Number of Animals EMA 2021-11-22T12:31:56 Q 2
» 200000000013 Administration Method EDQM
» 200000015353 Adverse Event Report Type EMA -04 8:48: Q E]
» 100000000001 Age Range EMA 2023-03-22T10:18:47 Qk 2
» 200000028595 Alternative Available Medicinal Product Details EMA 2022-10-11T14:41:58 Q 2
» 100000093533 Anatomical Therapeutic Chemical classification system - Human WHO CC 2023 2023-07-11T12:05:44 Q2
» 100000116677 Anatomical Therapeutic Chemical classification system - Veterinary WHO CC 2023 2023-07-05T14:34:58 Q2
» 200000028943 Animal Population Categories - Denominator EMA 2023-07-17T14:13:59 Q 2
» 200000028717 Animal Population Groups - Denominator EMA 2022-10-12T17:20:07 Q2
» 100000155046 Applicants Submission Unit Type EMA 2022-05-10T14:37:26 Qs 2
» 100000075859 Application Recipient EMA 2022-05-10T14:42:50 Q2
» 100000154440 Application Reference Reason EMA 2022-05-10T14:50:17 Q2
» 100000155688 Application Submission Type EMA 2023-02-07T08:58:17 Q2
» 200000025203 Areas of Scientific Advice EMA 2021-12-10T14:05:41 Qk 2
» 200000028732 ASU Antimicrobial Classification EMA 2022-10-20T12:27:39 Q 2
P 200000027138 ASU Product Form EMA 2023-01-19T15:47:16 QE 2
» 200000027199 ASU Use Categories EMA 2023-01-10T18:14:02 Q 2
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List Information Document

12

List Information
Document:

For Questions: www.slido.com code: #SWOCT724

One List Information document per list
Located in the RMS portal

Contains important practical information on the specific RMS list:

Description Uses Domain Other names
. . Copyright &
List Owner List Object ID other List Hierarchy

(OID)

disclaimers

List-specific
extended
attributes

Type of Change
requests

Justification &
Supporting
documentation

Validation
Process

Approval
Process

&)
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List Information Document

EUROPEAN MEDICINES AGENCY

EUROPEAN MEDICINES AGENCY
SPOR - Referentials Management System

Substances Products Organisations Referentials Help

SPOR Home Lists Change Requests Translations Preferences Documents

Home / Lists

M4 <44 Page 5 of 11 »»r PM Showing | 20 v | of 212 results
List Identifier List Name A List Owner List Version Modified Date Actions
P 200000000001 IT Application EMA 2023-03-15T12:20:05 Qk 2
P 100000072057 Language ISO 2023-05-30T14:24:11 Q2
P 100000072051 Legal Status for the Supply EMA 2023-06-08T10:06:53 QEl2
P 200000030156 Lifestyle Factors EMA = 26T711:31:17 Q 2t
P 100000160406 Manufacturing Activity EMA 2023-01-51. o Q2
P 100000116045 Marketing Authorisation Application Legal Basis EMA 2022-11-29T12:20:3u i PRl
b 100000072052 Marketing Status EMA 1 2023-03-15T16:41:56 B2
P 200000026028 Master File Identifier Type EMA 2022-05-04T10:26:59 Q|2
» 220000000070 Master File Type EMA 1 2022-12-12T15:13:34 QA
b 200000003199 Material EMA 2023-07-11T10:47:31 Qlk |2
P 100000075868 Maximum Dose Type EMA 2009-10-15T12:26:00 Q2
» 100000000007 Maximum Residue Limit Classification EMA 2016-02-26T15:29:00 Q2
P 100000073341 Maximum Residue Limit Provision EMA 2021-12-10T16:39:58 QE 2
P 100000107013 Maximum Residue Limit Species EMA 2023-04-20T17:30:18 Q2
P 100000126393 Maximum Residue Limit Therapeutic Classification EMA 2019-06-08T22:15:49 Q2
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List Information Document

EUROPEAN MEDICINES AGENCY

N O

EMA/T2T42/2017
Manufacturing Activity

1. List Information

This section gives a general overview of the List and its uses.

1.1. Description

This list contains the terms ralated to manufacturing activities as defined on Manufacturer's/Importer’s

Authorisation [MIA) and Good Manufacturing Practice (GMP) certificates issued by Competant
Authorities in the EEA,

Examples: "Biclogical testing”: “Primary packaging”: "Sterilisation”.

1.2. Uses

Using a code rather than the name of a language has many benefits as some languages are referred to
by different groups in different ways, and two unrelated languages may share the same or similar
name.

1.3. Domain

This list is for Human and Veterinary use.

1.4. Other names

This List is also known as manufacturing roles.

1.5. Type of List

This is an Internally Managed List.

1.6. List Owner

This List is owned by European Medicines Agency in consultation with Inspections SMEs,

1.7. List Object ID (OID)
14 For Questions: www.slido.com code: #SWOCT72IINMPPEG,3|E,




List Information Document

EUROPEAN MEDICINES AGENCY

j..'..B. Copyright and other disclaimers

The content of this list and associated intellectual property rights were developed under projects
funded by the EMA tharefore becoming the property of the EMA.

Reproduction is authorised provided the source is acknowledged.

2. List Data Structure

The RMS documentation under the "Documents” tab describes the data structure and common
attributes of the List and the Terms within the list. The saction describas any attributes that are
specific to the list.

2.1. List Hierarchy

This List is Hierarchical.

2.2, List-Specific Extended Attributes

The Terms in this List have the following Extended Attributes:

1) Form section: This attribute allows filkering out in which section of the eAF the terms should be
used.

3. Change Requests

This section describes the type of Change Requests for this List and how to apply them. System
specific instructions are available within the Help.

32.1. Type of Change Requests

You can make the following types of Change Requests on this List:
w Nawy,

» Update (not recommended for Mational Specific Terms),

s Femove (make "Non-Current™.

15 For Questions: www.slido.com code: #SWOCT724




List Information Document

EUROPEAN MEblClNES AGENCY

32.2. Justification & Supporting Documentation

Fleaze supply a justification for the request: 4. Document H lStﬂw

- [Add Term) List a few similar existing Terms and explain why none of them accurataly apply Version Who When What
1.0 EMA 31/04/2017

- (Add Term) Describe the requirad Term, its proposed name and definition (highlighting the difference
to existing terms)

- [#dd Term) Describe whether the new term is to be usad prospectively or to cover legacy data

- [#dd Term) Describe whether the new term is to be usad across EU or to cover 2 national/ragional
nead

- [Updats Term) The term detsils are incomplets {e.g. short names, other names, description, domain.
atc. )

- [Update Term) The term details require miner correction (e.g. typo, inconsistent info)

- [Updats Term) ¥You don't agree with the Term dstails. Describe the required change (highlighting the
difference to existing Term datails)

- (Delete Term) Why the Term shauld no langer be used In section 4, Document History is reported:

- [Delsts term) Which Termi(s) should be used instead

Flease attach any Supporting information te suppert the request/term/definition such as: b Any initial Ve rSion aIWays Sta rt With Ve rSion
leomlreference i spplcatie number 1.0 followed by date of approval/approver

- Business reguirement

- Sclentific reguirement. « Any subsequent update of the List Information
E;'fmff“”"l':'f’;ﬁlﬁhwhmﬁ Document followed by the relevant updated
 includes the ralevant justification and supporting docurmentation version number and the date of

- is complete and clearly instructed a pp rova I/a pp rover

- is adequate to this List

Validation eccurs within two working days of receipt of the change request. For Add term change
requests a provisional term will be issued upon validation of the change request..

32.4. Approval Process

The standard RMS approval process applies for this List.

The final approval of the change request is expected to occur within one month.
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RMS processes

17 For Questions: www.slido.com code: #SWOCT724
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RMS Data Management Processes

SPOR User

18

EMA Data Steward

(&)

EUROPEAN MEDICINES AGENCY

Bus lead/ Product Owner

Data Stewardship

Data services

Change requests — Mappings
_ — New/update — Enrichments
: Term — Simple cleansing
I — Delete Term — Deltas (EDQM, ATCH, ATCV,
! — New/update List MedDRA, VedDRA...)
|
I

|
|
|
|
! Customer Service
: Requests .
—-——> . Requests Incidents
Information .
Services (Issues)

(Questions)

Data Quality Service
Management Management
. Service
Quality Control ] .
. . Coordination
Sampling & checking _
. With
performed activities
Data governance
&
Data profiling IT delivery
Monitoring
& investigation
across entire data Performance
management
Quality Assurance - Invoicing
Root causes & - KPIreporting
process - Customer
improvements satiSfaCtion

Data management processes are defined, operational and are monitored/reported on

Details for each SPOR domain are elaborated in individual webinars this week.
For Questions: www.slido.com code: #SWOCT724
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RMS Change Request process
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SPOR Change Request process at a glance

&

Requestor

Submit RMS CR:
- Add Term*

- Update Term!

- Delete Term!

- Add List

- Update List!

Also include supporting
documentation.

Validation

" 2 YINT

R

EMA Data Guidance/
Stewards references & tools

Data Stewards validate all RMS CRs using guidance/ references
& tools

2 - 5 Working days SLA (terms)
5 - 20 Working days SLA (lists)

RMS returned = questions asked to requestor
RMS CR valid = provisional Term published/
created(*) For list CRs, list preparation will start.
RMS CR invalid= reasons in notification

If disagreement, raise ticket in ServiceNow.

20 For Questions: www.slido.com code: #SWOCT724
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EMA Data Stewards
in consultation with
List Owner

1 - 2 months SLA (terms)
2 - 6 months SLA (lists)

+ RMS CR approved = term updated(*!)
in the RMS dictionary
List created/updated(!) in the RMS dictionary
+ RMS CR rejected = reasons in notification
If disagreement, raise ticket in ServiceNow.

Referential
data owners

(List Owners as per List Information)
EDQM, ISO, MSSO, WHO, EMA, etc



Creating a Change Request

EUROPEAN MEDICINES AGENCY

Change Request

——
SPOR Home Lists I Change Requests Translations Preferences Documents

Home / Manage Change Requests

¥ Hide search

CR ID: CR Name:
CR Status: Al ~ CR Type: Al ~
List v

Term name in CR:

CR Date: Requestor:

To @® My CR's O Al CR's

From

New List CR || New Term CR

21 For Questions: www.slido.com code: #SWOCT724




Creating a Change Request

EUROPEAN MEDICINES AGENCY

-

Change Request Information

SPOR Home Lists  Change Requests  Translations  Preferences  Documents

Home / Lists/ Term Change Request

¥ CR Information Attachments
CR Name:* irsogladine 1) WHO CC New ATC 5th levels 2024.docx @ T 4
CR Type:# Add Term v % Audit trail
ification:* Date i Status to Comment
Justification: New ATC code required for initial MAA P No daia avallable In table
Requestor: gonzalezn

-
Contact Email: Jaume.Gonzalez@ema.europa.eu

. (1)
Contact Phone: +31 88781 8574

—_
Select List: |Anat0m|'ca| Therapeutic Chemical classification system - Human v

P Term Information
o Tick this box to submit the change request. Please be aware that the requestor’s email and Save Cancel

telephone number (if provided) included in this request can be accessed by EEA National
Competent Authority SPOR users.

If you have any questions about the way your personal data are being processed please contact
EMA Service Desk at https://servicedesk.ema.europa.eu
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Creating a Change Request

EUROPEAN MEDICINES AGENCY

Term Information
¥ Term Inforl“nation
Show all/Hide all
¥ Term Name *

¥ Short Name

¥ Other Names

¥ Term description
¥ Domain *

¥ Parents

¥ Mappings

Proposed Change

irsogladine

Human and Veterinary use hd

other drugs for peptic ulcer and gastro-cesoph W T+

Source

Anatomical Therapeutic Chemical Classific W
Source term ID

AD2BX16

Source term name

Source version
ATC2024
Main source

Yes v i o
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Creating a Change Request

EUROPEAN MEDICINES AGENCY

Term Information

¥ Applicability
Country applicability 0 Selacted -

IT application applicability 0 Selected ~

¥ Term Symbels
+
¥ Data Classification

Public v
¥ Extended Attributes
Antimicrobial Product as per Article 5 of the Commission Delegated Regulation 2021/578

~

Mandatory to Report Use

Mandatory to Report Sales

| Tick this box to submit the change request. Please be aware that the requestor’s email and Save Cancel
telephone number (if provided) included in this request can be accessed by EEA National
Competent Authority SPOR users.
If you have any questions about the way your personal data are being processed please contact
EMA Service Desk at https://servicedesk.ema.europa.eu
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Creating a Change Request ()

EUROPEAN MEDICINES AGENCY

Duplicate Warning!

Attention!

The new term you are requesting matches or is a close match to the following:
« 100000104727 - irsogladine - International Nonproprietary Name

Are you sure you want to proceed?

Yes | No

25 For Questions: www.slido.com code: #SWOCT724




Creating a Change Request ()

EUROPEAN MEDICINES AGENCY

CR confirmation

SPOR Home Lists Change Requests  Translations Preferences Documents

Home / Manage Change Requests

Change Request The add term CR (RRQ-100004922) has been submitted successfully.

¥ Hide search

CRID: CR Name:
CR Status: Al » CR Type: All +
List v
Term name in CR: i
CR Date: Requestor:

From = To E=| ® My CR's O All CR's

Mew List CR | New Term CR
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Creating a Change Request -
EUROPEAN MEDICINES AGENCY

RMS CR-RRQ-100004922 Step 1 Change Request - Submitted
@ MDM-noreply@emea.europa.eu () | €5 Reply | & ReplyAll | — Forward | | i | | ==*

To @ Gonzalez Jaume Thu 200072023 14:37

Dear §ir/Madam,

RMS System has received a new Change Request "irsogladine” with the identifier RRQ-100004522.
Type of Change Request: ADD _TERM

Reason for request: New ATC code required for initial MAA

You can click here to see this Change Request in RMS.

Regards,
SPOR Data Management
(This is an automated e-mail, please do not reply as e-mails to this address will not be monitored)
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Creating a Change Request

EUROPEAN MEDICINES AGENCY

Step 2. Validation message

RMS CR-RRQ-100004922 Step 2 Change Request - Valid

MDM-noreply@emea.europa.eu © | © Reply | € ReplyAll | = Forward | | i | | =

To @ Gonzaler Jaume Thu 2000772023 14:42

Dear Sir/Madam,

The Change Request "irsogladine” with the identifier RRQ-100004922has been validated and found to be Valid.
Type of Change Request: [ADD_TERM]
Reason for request: [New ATC code required for initial MAA]

The Controlled Term that was the subject of this Change Request is now available in RMS with th F_‘IE'EEI'IIUS of "Provisional” and an identifier of 200000032415.
The following comments apply:Dear Requestor, As per WHO CC recommendation, we are hereby publishing the term requested as final. Best regards.

You can click here to see this Change Request in RMS.

You will receive a further notification when this Change Request has been reviewed.

Regards,

5POR Data Management
(This is an automated e-mail, please do not reply as e-mails to this address will not be monitored)
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Creating a Change Request

EUROPEAN MEDICINES AGENCY

Step 3. Approval message

RMS CR-RRQ-100004922 Step 3 Change Request - Approved
@ MDM-noreply@emea.europa.eu @ | € Reply | & ReplyAll | —> Forward | | Wi | | =**

AT 022

Te @ Gonzaler Jaume Thu 20/07,/2023 14:45

Dear Sir/Madam,

The Change Request "irsogladine" with the identifier RRQ-100004922has been Approved.These changes are now published on 200000032419
Type of Change Request: ADD_TERM

Reason for request: New ATC code required for initial MAA

The following comments apply;Dear Requestor, As per WHO CC recommendation, we are hereby publif.hit]:g the term requested as final. Best regards.
You can click here to see this Change Request in RMS.

Regards,

5POR Data Management
(This is an automated e-mail, please do not reply as e-mails to this address will not be monitored)
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Creating a Change Request

EUROPEAN MEDICINES AGENCY

Term published in RMS

30

For Questions: www.slido.com code: #SWOCT724

“ ¢ page| 1 of1 M MM St
Identifier 4 Term Name Short Name Source Id Status

¥ 100000093554 ALIMENTARY TRACT AND METABOLISM A CURRENT
¥ 100000093541 DRUGS FOR ACID RELATED DISORDERS AD2Z CURRENT
» 100000093542 ANTACIDS ADZA CURRENT
~ 100000093615 ?{?CL)JEDS] FOR PEPTIC ULCER AND GASTRO-OESOPHAGEAL REFLUX DISEASE AD2B CURRENT
» 100000[}93&16 H2-receptor antagonists ADZBA CURRENT
» 100000093627 Prostaglandins ADZEB CURRENT
» 100000093630 Proton pump inhibitors ADZBC CURRENT
} 100000093636 Combinations for eradication of Helicobacter pylori AOZBD CURRENT
¥ 100000093643 Other drugs for peptic ulcer and gastro-oesophageal reflux disease (GORD) ADZBX CURRENT
100000093644 carbenoxclone ADZBX01 CURRENT
100000093645  sucralfate ADZBX02 CURRENT
100000093646 pirenzeping ADZBX03 CURRENT
100000093647 methiosulfonium chloride AOD2BX04 CURRENT
100000093648 bismuth subcitrate ADZBX05 CURRENT
100000093649 proglumide ADZBX06 CURRENT
100000093650 gefarnate AD2BX07 CURRENT
100000093651  sulglicotide AD2BX08 CURRENT
100000093652 acetoxclone ADZBX09 CURRENT
100000093653  zolimidine ADZBX10 CURRENT
100000093654 troxipide ADZBX11 CURRENT
100000093655  bismuth subnitrate ADZBX12 CURRENT
100000093656  alginic acid ADZBX13 CURRENT
100000093657 carbenoxclone, combinations excl. psycholeptics AD2ZBX51 CURRENT
100000093658 carbenoxclone, combinations with psycholeptics AD2BX71 CURRENT
100000093659 gefarnate, combinaticns with psycholeptics AD2BX77 CURRENT
200000003448 rebamipide ADZBX14 CURRENT
200000030528 teprenone ADZBX15 CURRENT
200000032419 irscgladine ADZBX16 CURRENT




Browsing your Change Requests

EUROPEAN MEDICINES AGENCY

SPOR Home Lists ange Requests  Translations  Preferences  Documents

Home / Manage Change Requests

¥ Hide search

CR ID: CR Name:
N~ ) CR Status: All ~ CR Type: Al =
>Carcn
\ L - List -
Cnange

Term name in CR:

D ~ ~cF
CR Date: Requestor:
From =] To = ® My CR's O Al CR's
Home / Manage Change Requests
b show search
44 M Page 4 of 11 W M Showing 20 + | of 220 results
CRID: CR Name: CRUVRE Requestor: CR Date: Status Status Date ¥ Actions
;o N RRQ-100001938 VedDRA 2015 update UPD_LIST  gonzalezn 2020-08-26T18:16:55 APPROVED  2020-08-277T09:15:38 Q
fi BW Chan gJ < RRQ-100001928 VedDRA 2014 update UPD_LIST  gonzalezn 2020-08-13720:21:27 APPROVED  2020-08-13722:11:49 Q
. ) e . Generic, hybrid or similar biological application (Article 13 of Directive No 2 e Aq- e Ap
Re: EJ uests RRQ-100001919 001/82/£0) DELTERM  gonzalezn 2020-08-04T15:41:08 APPROVED  2020-08-04T15:46:03 Q
: —— . .
RRQ-100001916 S?t;g{g?sd\ homeopathic medicinal products (Article 85(2) of Regulation (E  »ppy tEpM  gonzalezn 2020-07-30723:18:21 APPROVED  2020-07-30T23:23:33 Q
! 1]
RRQ-100001915 g$t°r'sa"°”5 due to Health Situation (article 116 of Regulation (EU) 2019/ unp 1epM gonzalezn 2020-07-30T23:17:16 APPROVED  2020-07-30T23:22:59 Q
: — : —
RRQ-100001914 Ef]g',SEtSf.edequE’e)Cpath'“ veterinary medicinal products (Article 86 of Regulat  »ppy ey gonzalezn 2020-07-30T23:16:22 APPROVED  2020-07-30T23:22:23 Q
v 4 !
RRQ-100001913 Applications in exceptional circumstances (Article 25 of Regulation (EU) 201 ph repm ganzalezn 2020-07-30722:55:04 APPROVED  2020-07-30T23:12:35 Q

9/6)
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Creating a Change Request

EUROPEAN MEDICINES AGENCY

Term published in RMS

SPOR Home Lists  Change Requests  Translations  Preferences  Documents

Home / Lists / Anatomical Therapeutic Chemical classification system - Human / irsogladine

Show aII_."L\\gide all
Identifier 200000032419
» Operational Attributes
» Term Name en v irsogladine
v Status CURRENT
Modified on: 2023-07-20T14:44:33 by ema
Domain Human and Veterinary use - H&V
» Parents
Hierarchy irsogladine (level=5) / Other drugs for peptic ulcer and gastro-cesophageal reflux disease (GORD) (level=4) / DRUGS FOR PEPTIC ULCER AND GASTRO-OESOPHAGEAL REFLUX DISEASE (GORD) (level=3) /
DRUGS FOR ACID RELATED DISORDERS (level=2) / ALIMENTARY TRACT AND METABOLISM (level=1)
- Mappings Source Of Information: Anatomical Therapeutic Chemical Classification System - Human
Source Term ID: ADZBX16
Source Version: ATCZ2024
Main Source?: yes
Data Classification PUBLIC
» User preferences
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Change Request Phases & Term Statuses

Validation Approval/Rejection
When a term is
requested (CR), it is not When a term passes When a provisional
yet published validation, it is published term is approved

Dlﬂg}““c/j Pfu L“‘j;j DJJEJJ m j J r“;i

.-~ Recommended use of RMS terms statuses in regulatory procedures:
« Industry should submit applications using or terms

« In certain regulatory procedures Industry can submit applications using

EUROPEAN MEDICINES AGENCY

terms e.g. in variations

« Before finalising the assessment NCAs should check the Term status and should only approve applications using

Terms which are
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RMS CR tips — XEVMPD lists!

EUROPEAN M_EE INES AGENCY

Submit Change Request in RMS Portal

XEVMPD lists

As of January 2024, users can no longer create terms in XEVMPD.

‘| h

“ Upon request EMA creates new terms, in both RMS and XEVMPD to ensure data
mapping across controlled vocabularies is in place.

Impacted XEVMPD / RMS lists:

XEVMPD list RMS list
Administrable Pharmaceutical Forms Pharmaceutical Dose form
ATC Codes A Ll

National Classification List

Combined Pharmaceutical Dose form:;
Pharmaceutical Dose form;
Combination Package;

Combined Term;

Route of Administration Routes and Methods of Administration

Authorised Pharmaceutical Forms

Please specify in the RMS CR that the term is also required for XEVMPD!
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RMS CR tips - EV & PMS lists

EUROPEAN MEDICINES AGENCY

Submit Change Request in RMS Portal

« When a new EDQM term is required for the electronic submission of medicinal products

#N . When the approved SmPC contains legacy terms not yet available/mapped in
‘ RMS/XEVMPD

» Note: Supporting documentation shall be provided when requesting new terms

ATC Code (Human) list
« Only ATC codes officially assighed by WHO are created in Anatomical Therapeutic Chemical
classification system — Human. The requested term must either exist on ATC website or users should
submit the letter from WHO confirming the term request as supporting documentation.

« Other National "ATC like codes" (non-WHO ATC) are created in National Classification list.

« Should an ATC like code be requested in WHO list it will be rejected!

« An SMPC of the relevant product should be attached as supporting documentation.

« Note: If the product is not authorised with an ATC code then for XEVMPD "Not applicable"” or “"Not
assigned"” from National Classification list should be used
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RMS CR tips - other PMS related & most requested lists

EUROPEAN Ad_Ei)]C].NES AGENCY

Submit Change Request in RMS Portal

Manufacturing Activity list

+ List reviewed in Q1 2024 by multidisciplinary group of experts (QWP/BWP/IWG/CMDv/CMDv) - minutes
are available in SPOR Portal

* Next review isin Q1 2025
» Industry should map/use available RMS terms to enrich required PMS Manufacturer’'s elements

« User should check the minutes to avoid submission of duplicate CRs already evaluated.

Shelf-Life Type & Special Precautions for Storage list

Not required
for PMS

Revision by multidisciplinary group of experts is planned in Q1 2025
Data elements are NOT required as PMS data enrichment in 2024
CRs submitted in the context of PMS will be put on hold/rejected
CRs should be submitted if related to eAF

Not required
for PMS

Material list

« Data elements are NOT required as PMS data enrichment in 2024
« Add/Update term CR for single material are acceptable and reviewed by SMS Team
« Add/Update term CR for combination of materials CR should not be submitted as they will be rejected.
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Break (10 minutes) @)

EUROPEAN MEDICINES AGENCY

Let’s have a short break!




&)

EUROPEAN MEDICINES AGENCY

RMS Data mapping
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RMS-EV data mapping

EUROPEAN MEDICINES AGENCY

« To support XEVMPD to PMS migration EMA has mapped all not nullified EV Codes against the RMS
ID/terms of the relevant RMS lists

« For transparency, EMA has published the following XEVMPD-RMS data mapping files in the RMS portal
(Documents section):

« XEVMPD-RMS/EDQM Route of Administration terms mapping_V2

« XEVMPD-RMS/EDQM Pharmaceutical Dose Form terms mapping_V2
« XEVMPD-RMS/WHO-National ATC codes mapping_V2

« These files should support XEVMPD users in identifying the actions to take with regards to

terms/reference data as well as any correction needed to the product data submitted in
XEVMPD

« Users are recommended to check if the EV Code reported in their XEVMPD products have any
identified action/correction
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XEVMPD
XEVMPD EV Proposed

Code

XEVMPD Administration

XEVMPD Type XEVMPD Status RMS Term ID RMS Term Name
Route Name

RMS Status

n EV Code

XEVMPD Proposed
Replacement

Replacement Administration Route

n Name

XEVMPD Action for
Users

ADROOOOIMIG AURICULAR USE Standard Not nullified 100000073564  |Auricular use CURRENT Not applicable Not applicable Exact match No action regquired
ADROODOZMIG BUCCAL USE Standard Not nullified 100000075275 Buccal use CURRENT Not applicable Mot applicable Exact match Mo action required
ADRODOOSMIG ~ |CUTANEOUS USE Standard Not nullified 100000073566 |Cutaneous use CURRENT Not applicable [Nt applicable Exact match Mo action required
ADRO0D04MIG DENTAL USE Standard Not nullified 100000073567 Dental use CURRENT Not applicable Not applicable Exact match Nao action required
ADRODDOSMIG [ENDOCERVICAL USE Standard Not nullified 100000073569 Endocervical use CURRENT Not applicable Mot applicable Exact match No action reauired

» Operational Attributes

» Term Name en v | Cutaneous use

v Status CURRENT
There is no need to update the product in XEVMPD since the EV Modiid on: 2006-12-03T11:19:27 by ema

» Term Description en ~ | Administration of a medicinal preduct to the skin and/or cutaneous wo
code matches a CURRENT RMS term.

Domain Human and Veterinary use - H&V
- Mappmgs Source Of Information: Extended EudraVigilange Medicinal Product Dictionary - xEVM
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Source Term ID: ADROODO3IMIG

Main Source?: no

Source Of Information: Veterinary International Conference on Harmonization - VICH

Source Term ID: C38875
Source Term Name: Cutaneous

Main Source?: no

Source Of Information: Standard Terms for dosage forms, routes of administration ar

Source Term ID: 20003000
Source Version: 1

Main Source?: yes




RMS-EV data mapping service: EDQM CR process pt2

EUROPEAN MEDICINES AGENCY

XEVMPD XEVMPD Proposed
XEVMPD Administration Proposed Replacement .
XEVMPD Type XEVMPD Status RMS Term ID RMS Term Name RMS Status po > o - - XEVMPD Action for Users
Route Name Replacement Administration Route
= = = = = [ £V Code g Name =

ADR77S INTRATYMPANIC Proposed Not nullified 100000073564 Auricular use CURRENT ADRODODIMIG  |Auricular use Matched but review Review mapping. Term not to be used /|
ADR776 INTUBATION SURFACTANT EXT(Froposed Not nullified 100000073571 |Endotrachespulmonary Y CURRENT ADRODDO7MIG _ |Endotracheopulmonary use Matched but review  |Review mapping. Term not to be used /1
ADR777 LESS INVASIVE SURFACTANT A|Proposed Not nullified 100000073571 |Endotrachespulmonary  CURRENT ADRODDO7MIG _ |Endotracheopulmonary use Matched but review  |Review mapping. Term not to be used /|
ADR771 ENTERAL FEEDING TUBE Proposed Not nullified 100000073576 Gastroenteral use CURRENT ADRODOFOMIG Gastroenteral use Matched but review Review mapping. Term not to be used /1
ADR785 INHALATION GAS Proposed Not nullified 100000073584  |Inhalation use CURRENT ADRODO78MIG _ |Inhalation use Matched but review  |Review mapping. Term not to be used /|
ADREE3 INTRADERMAL Proposed Not nullified 100000073595 |Intradermal use CURRENT ADROOOZ23MIG  |Intradermal use Matched but review  |Review mapping. Term not to be used /1
ADR326 INTRAMUSCULAR Standard Not nullified 100000073600 Intramuscular use CURRENT ADRODO3SOMIG  |Intramuscular use Matched but review |Review mapping. Term not to be used /1

« The XEVMPD EV code (e.g. ADR326 - INTRAMUSCULAR) matches with a CURRENT RMS ID tdentifier 100000073600

Operational Attributes

(e.g. 100000073600 - Intramuscular use), however the product record(s) referencing the

Term Name e ) intamuscaler use
concerned EV code need to be reviewed to ensure that the identified XEVMPD proposed s ———
replacement EV code (e.g. ADRO0O030MIG - INTRAMUSCULAR USE) and identified RMS term st e ons 2005-12-93T11115:3 by e
(e.g. 100000073600 - Intramuscular use) correctly apply to the concerned products. Term Description e v|Injection of 2 medicinal product into muscular issue.
« MAH should replace the currently referenced XEVMPD EV code (e.g. ADR326) with the XEVMPD ... S E—————————
proposed replacement EV code (e.g. ADROO030MIG) in their concerned product record(s). mm
- MAH should not use in any current product records, nor in upcoming future submissions the e soween re
referenced XEVMPD EV code (e.g. ADR326) so it can be nullified by the EMA.
 EMA to further replace with the standard term (e.g. ADROO030MIG) in any outstanding product e O nformatin: L) U nce sk ot tcrsn 10
records, validate product records and nullify the duplicate XEVMPD EV code (e.g. ADR326) in m'"
XEVMPD. Haln Soupeet o
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XEVMPD EV
Code

XEVMPD Administration

Route Name

XEVMPD Type XEVMPD Status RMS Term ID RMS Term Name

RMS Status

n EV Code

XEVMPD
Proposed

Replacement

n Name

XEVMPD Proposed
Replacement
Admi

istration Route

XEVMPD Action for Users

EVMPD Action for EMA

ADR129 CONJUNCTIVAL USE Standard Not nullified 100000075251 Conjunctival use CURRENT |Mapping is not po|Mapping is not possible without Us|Legac Select the correct route of administratior{Pznding users action
ADR135 [NTRA-ABDOMINAL USE Standard Not nullified 100000075246 Intraabdominal use NOMN_CURRENT |Mapping is not po|Mapping is not possible without Js{Legacy term Select the correct route of administration| Pending users action
ADRS3 INTRADUODENAL USE Standard Not nullified 100000075241 Intraducdenal use NOMN_CURRENT |Mapping is not po|Mapping is not possible without Js{Legacy term Select the correct route of administration| Pending users action
ADRODO25MIG INTRAHEPATIC USE Standard Not nullified 100000075273 Intrahepatic use NOMN_CURRENT |Mapping is not po|Mapping is not possible without Js{Legacy term Select the correct route of administration| Pending users action
ADR288 INTRANASAL USE Standard Not nullified 100000075242 Intranasal use NOMN_CURRENT |Mapping is not po|Mapping is not possible without Js{Legacy term Select the correct route of administration| Pending users action
ADRODO3SMIG INTRATRACHEAL USE Standard Not nullified 100000075272 Intratracheal use NOMN_CURRENT |Mapping is not po|Mapping is not possible without Js{Legacy term Select the correct route of administration| Pending users action
ADR107 INTRAVASCULAR USE Standard Not nullified 100000075257 Intravascular use NOMN_CURRENT |Mapping is not po|Mapping is not possible without Js{Legacy term Select the correct route of administration| Pending users action
ADROD0D40MIG INTRAVENOUS BOLUS USE Standard Not nullified 100000075271 Intravenous bolus use  |NOMN_CURRENT |Mapping is not po|Mapping is not possible without Us|Legacy term Select the correct route of administration| Pending users action
ADRB35 INTRAVENOUS DRIP |Proposed Not nullified 100000075270 Intravenous drip use NOMN_CURRENT |Mapping is not po|Mapping is not possible without Js{Legacy term Select the correct route of administration| Pending users action
ADRO0041MIG INTRAVENOUS DRIP USE |Standard Not nullified 100000075270  |Intravenous drio use NCON CURRENT |Mapping is not polMapping is not possible without JslLeaacy term Select the correct route of administratiod Pending users action

« If the case is "Legacy term”, the terms are mapped to
should update their product data by using the most appropriate CURRENT term, as applicable.
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RMS IDs due to

; if/when possible MAHs



XEVMPD XEVMPD Proposed

18
XEVMED EV XEVMPD Administration Route Name XEVMPD XEVMPD Status RMS Term ID RMS Term Name RMS Status Proposed Repli.xc.emer!
Code Type Replacemen Administration Route

t EV Code Name

Case XEVMPD Action for Users

ADR188 SOLUTION FOR INJECTION OR INFUSION Proposed Nullified 200000017724; 2(Solution for injection; [NON_CURRENT Mot a RoA Not a RoA Incorrect RoA term used  |Select the correct route of administration. Term not to be used / not fio be requeste
ADRGE0D CONCENTRATE FOR SOLUTION FOR INFUSIOM|Proposed Not nullified 200000017723 Concentrate for solutifNON_CURRENT [MNot a RoA Not a RoA Incorrect RoA term used  [Select the correct route of administration. Term not to be used / not fo be requeste
ADR309 INFUSION Standard Not nullified 200000016449 Infusicn NON_CURRENT Mot a RoA Mot a RoA Incorrect RoA term used  |Select the correct route of administration. Term not to be used / not fio be requeste
ADR231 INJECTION Proposed Mot nullified 200000016447 Injection NOMN CURRENT |Not a RoA Mot a RoA Incorrect RoA term used  [Select the correct route of administration. Term not to be used / not fo be requeste
ADR335 INJECTION Standard Not nullified 200000016447 Injection NON_CURRENT |Not a RoA Not a RoA Incorrect RoA term used  [Select the correct route of administration. Term not to be used / not fo be requeste
ADR328 LOCAL INJECTION Proposed Nullified 100000075243  |Local use NON_CURRENT Mot a RoA Not a RoA Incorrect RoA term used [Select the correct route of administration, Term notto be used / not fo be requeste

« If the case is "Incorrect RoA terms used”, the mapping:
Although, to facilitate PMS migration, the terms used in EV were mapped to RMS RoAdm non-current/legacy terms, these
o are non-RoA terms! Users shall correct their products to the most appropriate and relevant CURRENT RoOA instead
of these referenced EV codes.
« As of October, the 3rd version of the excel file RoOA RMS-XEVMPD mapping is available!
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RMS-EV data mapping

What is't

'—i

R

-

Impact to Industry?

EAN MEDICINES

Scenario of mapped XEVMPD-RMS terms Impact to MAHs - RMS Impact to MAHs - XEVMPD

term

1. Exact match to current/standard term or new “valid” standard

XEVMPD

RMS

Tablet (PDF)

Tablet

Prolonged-release pessary (PDF)

Prolonged-release pessary (new ST)

Mapping to the standard term was done in RMS
No action is required

No action is required

2. Match but review

XEVMPD

RMS

Scored Film-coated Tablet (PDF)

Film-coated tablet

Tablets (PDF)

Tablet

Please review XEVMPD to RMS mapping

- If mapping correct/applies to all products: no
action

- If mapping is missing or incorrect, update RMS
CR to update the EV-RMS mapping

Product could be updated
in XEVMPD by
selecting correct term

3. Legacy term

XEVMPD

RMS

Intranasal use (RoA)

Intranalas use (non-current)

Oromucosal spray (PDF)

Oromucosal spray (non-current)

Mapping and creation of legacy term was done in
RMS, current term is indicated where possible
No action is required

If/when possible, product
should be updated in XEVMPD to
use current standard term
(variation)

4. Incorrect RoA term used

XEVMPD

RMS

Solution for injection (not RoA)

Solution for injection (non-current/
not RoA)

Mapping to non-current terms was done in
RMS, however these are not an RoA terms!
No action in required.

Product shall be updated in
XEVMPD to use the most
appropriate and correct current
standard term to ensure data
quality and load in PMS.

a4

Any question in relation to the mappings performed can be raised in Service Now — RMS. If additional/new terms are needed - raise a change request in RMS




RMS-EV data mapping

EUROPEAN M Et)](_.]. NES AGENCY

How can MAHs liaise with EMA?

o
\ J
Ask a Question in RMS Service Desk [ oo o e PR e et e i
. |SUPPORT NOT clear to user, please submit a
/ Eﬁqutesftforlnforln at'to "llft S Customer ‘Request for Information’ (Service:
Services SPOR + Service Offering: RMS)
| ﬂ. _ e e ometon  RMS team will provide the relevant
N ‘?’ clarification.
Requestor
N\ b« If XEVMPD-RMS data mapping is
Submit Change Request in RMS Portal —> : clear to user, it is deemed incorrect
and has been incorrectly applied
Z:"eAW ::;: across all products, please submit
- y an CR to Update RMS Term.
” ,, « RMS team will assess the CRs using
ot s guidance/references & tools in
o . consultation with List owner(s)
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EUROPEAN MEDICINES AGENCY

RMS Statistics
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RMS Statistics - RMS Activities &)
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e The number of change requests (248) for the first half of O Compliance with Service Desk tickets in H1 2024 was
2023 follows the 2023 trend. lower than average and this is mainly due to some
(2/43) IT incidents which required in-depth

0 o) ety i Iniere egiEnnel i 2028 investigation and took longer than expected.

« The number of Service Desk tickets in H1 2024 (78)

j * Note that these incidents only involved 2/43 tickets.
already reached the overall numbers for previous years.

Therefore, the impact of this broken SLAs was deemed

P 4 This is due to blocking MAHs to create terms in XEVMPD in y minimal
Jan as well as the preparatory activities of data mapping to '
support PMS + In Q2 2024, a total of 8303 terms have been mapped with

the EV terms to support the quality of PMS data loaded

. 0, H H i
100% of CRs were resolved within SLA in 2024. from XEVMPD

RMS Activities Total Term Updates

900 (including updates outside CRs) Overall Comp liance
800 25000 22314 Change requests
700 2021 2022 2023 2024
- 20000
600
14807
500 15000 -
400 ' 97,9% ' 99,7% ' 100,0% ' 100,0%
10000
300 5991 =] ——— — R—
200 5000 I
100
0 101 Service Desk
O .
2021 2022 2023 2024 2021 2022 2023 2024 2021 2022 2023 2024

-5000
B Change Request Data Services M Service Desk / /
*up to Q2 2024 cumulative ' 75% ' 75% ' 44% ' 49%

Data services represent CRs for new lists in RMS
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RMS Documentation & Help
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SPOR Documents & Help (I) ©

EUROPEAN MEDICINES AGENCY

Reference documents accessible from the SPOR portal
Main documentation required to successfully use RMS services:

* RMS web user manual - guidance on SPOR * RMS New List Template & Quick Reference
services, e.g. searching, exporting data, requesting CRs, Card for RMS Term Change Requests
translations, etc. * SPOR SLAs (SLA are indicative and may be

+ SPOR user registration manual (how to register for SPOR) reviewed in future)

« SPOR affiliation template (to register the first industry super user) <+ PPTs from RMS webinars

EMA Account Management Portal

» To create a new EMA account in order to obtain
access to EMA systems (including SPOR).

+ To request SPOR user role.

Account Management Portal.

*Dedicated webinar scheduled for

18 Apiril, recording will be made available in
due course.

Training videos

+ RMS & OMS training videos available to view on
the @emainfo channel.

» Videos of RMS webinars with tips/tricks and

questions raised from users (RMS Training modules)

ServiceNow Portal
Service requests, issues, requests for technical support

EMA corporate website
» SPOR vision and general introduction to SPOR

projects shall be submitted through the ServiceNow Portal.
+ SPOR related information and documents For any help needed and not found in docs.
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SPOR Documents & Help (II) - SPOR Portal

)
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Substances

| Products | Organisations Referentials

Help

PPTs of RMS Webinars

Recordings are on YouTube

Home / View Documents

General Technical NCA

Document Name 4

SPOR Home  Lists  Change Requests  Translations  Preferences

| "
View

Manage

Document Description

Published Date

Process Guidance
Operating Model; Quick
reference cards for CRs,
SLAs; list template

SPOR Info + Q&A

Performance

Statistics & customer
satisfaction surveys

A - About RMS General - Legal disclaimer, copyright and other policies of using referential data. 2016-06-19
Al - RMS Introduction - Webinar 21 : - ) —

October 2021 Webinar - RMS Key principles, services and activities - 21 October 2021 2021-11-11
A2 - RIS Tnfroduction - Webinar 10 e nar ~ qus services, activities and Statistics - 10 March 2022 2022-03-15
March 2022

A3 - RMS Introduction - Webinar 21 : . - .

September 2022 Webinar - RMS services, activities and statistics - 21 September 2022 2022-09-22
A5 - SPOR API Access and Usage - : -

Webinar 18 March 2022 API Registration process and OMS/RMS API usage demo and tips 2022-04-04
B - RMS Operating Model Policy - Range of services available for stakeholders to use and/or request new/updated data, including stakeholder interactions and roles. 2018-05-25
C - RMS New List Template Template for requesting one or several new lists. 2022-06-08
F - RMS Web User Manual Manual - How to search, view, export data and request a new/updated data in RMS web portal. 2020-09-17
G - Quick Reference Card for RMS L ) )

Term Chanae Requests Manual - Quick instructions for RMS users on how to submit term change requests 2021-08-05
U - About SPOR General - Legal disclaimer, copyright and other policies of using SPOR data. 2016-04-06
V - SPOR Questions & Answers General - Compiled questicns on a variety of topics, including user registration, Industry on-boarding, and eAF integration. 2018-02-12
V1 - RDM Customer Satisfaction ) )

Survey 2021 SPOR Customer Satisfaction Survey November 2021 2022-01-31
V2 - RDM Customer Satisfaction ) .

Survey 2022 SPOR Customer Satisfaction Survey October 2022 2023-02-13
X - SPOR SLAs General - Service Level Agreement (SLAs) for the SPOR data services. 2021-02-17
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SPOR Documents & Help (II) - SPOR Portal
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E EUROPEAN MEDICINES AGENCY

SPOR - Referentials Management System

L
Substances | Products | Organisations Referentials Help
SPOR Home  Lists  Change Requests  Translations  Preferences
"‘ m
Home / View Documents W
XEVMPD-RMS Manage
Data Mapping General Technical NCA
HOW EV COdeS are ma pped Document Name 4 Document Description Published Date
in RMS and a pplicabi Iity D1 - XEVHPD-RMS_EDQM Data mapping - Quick instructions and overview explaining how the EV codes of the Pharmaceutical Dose Form and other lists haven been mapped against the applicable RMS
Pharmaceutical Dose Form terms [D/Terms 2024-04-15
mapping v2
. N §§m|§|Es\tfr!§Enthl|S|:ﬁ§?nQaD;pﬁ?gt\TZOf Data mapping - Quick instructions and overview explaining how the EV codes of the Route of Administration list haven been mapped against the applicable RMS ID/Terms 2024-04-15
RMS Data Protection ‘
. D3 - XEVMPD-RMS_WHO-National ) L ) ) ) ) )
Notice (DN P) ATC codes mapping v2 Data mapping - Quick instructions and overview explaining how the EV codes of the ATC lists haven been mapped against the applicable RMS ID/Terms 2024-04-15
D4 - XEVMPD-RMS Change Requests  Manual - How to identifying the correct path to submit a Change Request (CR) in RMS portal as result of the XEVMPD-RMS data mapping exercise performed by the MAHs of "
How personal data are Drocess authorised medicinal products. Dl
processed in RMS E - RMS Data Protection Notice General - Explains essential details of the processing of personal data by RMS 2024-09-13
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SPOR Documents & Help (III) - SPOR Portal ()

EUROPEAN MEDICINES AGENCY

EUROPEAN MEDICINES AGENCY
SPOR - Referentials Management System
Substances | Products | Organisations | Referentials | Help

SPOR Home  Lists  Change Requests  Translations  Preferences =~ Documents

RMS Web UI (europa.eu)

Change request

Before start ,
| / / process

N
-~
N
~
N
~
~

F - RMS Web User Manual F — RMS Web User Manual

Z - SPOR User Registration Manual A5 - SPOR API Access and Usage C -RMS New List Template

V - SPOR Questions &

Answers

F - RMS Web User Manual Z3 - SPOR API Access — Q&A

G —Quick Reference Card for

Z4 - SPOR API Access — Webinar 10 RS e

November 2021

A3 - RMS Introduction -
Webinar 21 September
2022

Z2 - SPOR User Affiliation Template
Letter

A3 - RMS Introduction -
Webinar 21 September 2022

o o —— —
N e e e e e o= o -
o o —— —
N e e e e e o= o -
o o —— —
N e e e e e o= o -

I
|
|
I
I
|
|
I
I
\
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RMS status update
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Planned RMS Activities

Customer Services

Deliver efficient and
effective regulatory
data services

| Improve customer
satisfaction and

—.-.. success

Modernise Data &
@ Information

Management

54

/Guidance on XEVMPD = RMS™~~~~~~~~ N fmmmmmmmmmmmemmmmm e
i pings

| Review and update: PDF :,

£ = RV B At oA 3353355355353 m s m e e n s e -

————————————————————————————— I T D T B e e —— e ——— = — — o == — M T o e Ao FE CVEC Fras i N CRalFITFa ™o~~~y
VedDRA v20 MedDRA v27.1 % r Consult'with SMEs for review of Manufacturing activity : Consult with SMEs for review of Shelf life & N
____________________________ Clist g Specialprec. ___________

" New/updated DQ profiles + Update on DQ reports (e.g. completion/improvement of term descriptions + assignment of current terms ™\

i_t0 MON-CUrTeNt terMS) - o ,

| Review and adding of the missing list info docs for key lists )

“RMS Data Protection
. _N_o_ti_cg _____________ y
| XEVMPD-RMS CR process Mapping files: D1,02,D3 __ __ ___________________ %
Awareness & visibility
SPOR update ‘ SPOR week
webinars
Information Management Modernisation initiatives
1 Previous versions of an RMS term via APIL :,
T_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_: ———————— ~/
| RMS Portal upgrade & improvements ,‘,
L S S S S
| RMS - MedDRA AP integration )
________________________________________________________________ /7

Prioritised Epics (tbc)
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Work completed - Highlights of what has been done in the last quarter ()
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£

Updated guidance on
XEVMPD - RMS
mappings

VedDRA V20 updates

RMS Data Protection
Notice

MedDRA V27.1
updates

Users unaware how their terms have
been mapped across EV-RMS and
what action (if any) is needed on
their products to ensure smooth
migration to PMS.

New version 20 released by CVMP.

To comply with the GDPR
requirements on processing Personal
Identifiable Information (PII).

New version 27.1 has been released
by MSSO
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*+ RMS terms & mappings of the
impacted list have been reviewed

+ XEVMPD-RMS Guidance documents
inclusive of instructions have been
released in Q3
supporting XEVMPD/RMS users.
Required actions/steps have been
communicated at the PMS Info Day.

« New versions are now available
on the RMS portal containing
additional information.

Version 20 has been adopted by CMDV
in July and published in RMS in
August.

RMS Data Protection Notice (DPN) has
been endorsed and published in
September 2024. Further

measures will be taken in relation to
the EMA data steward role to protect
PII.

Version 27.1 has been published in
RMS at the end of September 2024.

« enhance users ‘awareness,

« reduce the number of questions received on
this topic

« improve XEVMPD/PMS data quality

» Users should avoid to use non-
current/nullified RMS terms and repoint the
products where possible to use only current
terms

Users can use the most updated version and
terms from the VedDRA list in their Regulatory
Activities.

RMS DPN provides clear information to RMS
users on how their personal data will be
processed and which data will be accessible, by
whom and how

Users can use the most updated version and
terms from the MedDRA list owned by MSSO in
their Regulatory Activities.
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What's next? — Highlights of what will be done in the next quarter

(&)
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Review & Update
UoM

Review EDQM PDF

= 2
||rJ l'
= A

Review of
Manufacturing
Activity list

-

)

Units of Measurements (UoM) list
lacks specific terms details to support
generation of PHPID based on UCUM
codes.

Pharmaceutical Dose Form (PDF) list
owned by EDQM requires review to
support PMS and also PHPID

generation.

The interest in submitting CR for
this type of list is high due to the
release of PMS edit functionalities.

56 For Questions: www.slido.com code: # SWOCT724

~——

* UoM list review is ongoing - term
name and code will be aligned to
UCUM standards, symbol will be
reviewed, dimension/unit type will be
reviewed/completed

» Final UoM list version expected in
RMS in Q3.

Review is ongoing to identify the
current/replacement terms to be
used instead of non-current terms
as well as complete the DF
characteristics of all legacy PDF
terms

Consultation to start at the end of Q4
2024 with SMEs multidisciplinary
group of experts (QWP/ BWP/ IWG/
CMDv) to review on the 2 CRs received
since Jan 2024 and missing term
descriptions.

Users can rely on highest quality of UoM master
data to map & structure their products

Users can access the recommended current PDF
terms reported under terms with status “non-
current” where applicable.

* MAH can further map to those terms and
those alone for PMS implementation.

* The outcome will be reported in the minutes
(RMS portal / Document section)




Highlights to you

‘l"

0 What's changed? 4 SO T [ Future changes ~ Future changes
J hatyS changed: g ol uiy G (What’s next?) ; (What'’s later?)

Q3 24 - Update VedDRA Review and update UoM RMS Portal upgrade & RMS - MedDRA API integration
Improvements

Q4 2023 - SPOR Unaffiliated users . . Previous versions of an RMS term
can submit CRs Review and update EDQM PDF list Consultation with SMEs for review via API

- of key lists (Special precautions for

Q4 2023 - Improved MedDRA ist storage & Shelf life) Publication of EMDN list

hierarchies and primary SOCs Consultation with SMEs to review
Manufacturing Activity list (2 CR
Q4 2023 - Improved list info and missing term descriptions)
documents for key lists (Units
of Measurement, Application
submission type, EU Procedural
Authority Role, VedDRA)

Q4 2023 - Consultation with SMEs
for review Manufacturing activities

Q1 2024 - Guidance on XEVMPD -
RMS mappings

Q2 2024 - MedDRA V27.0 Updates

Q3 2024 - RMS Data Protection
Notice

Acronyms
SMEs: Subject matter experts

EMDN: European Medical Device Nomenclature
xEVMPD: Extended EudraVigilance medicinal product dictionary
API: Application Programming Interface

CRs: Change Requests

MedDRA: Medical Dictionary for Drug Regulatory Activities
SOC: System Organ Class

VedDRA: Veterinary Dictionary For Drug Regulatory Activities
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Key Takeaways and Conclusions
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Takeaways & Conclusions
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Increase Awareness of RMS activities

* For information/background: intro, RMS processes (CR, Serv Desk)

« Data stewardship (CRs) and customer services in place with excellent performance
« Updates: revised statistics, integration in business processes

Share Current and planned activities

« XVEMPD-RMS data mapping exercise performed to support PMS migration and data quality

« New VedDRA and MedDRA lists available

« Ongoing review of Pharmaceutical Dose Form and Units of Measurement terms

« Planned Consultation with multidisciplinary SMEs on Manufacturing activities (terms and
descriptions)
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Quiz Time )
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Any questions on the webinar?
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SPOR Webinars
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During SPOR webinars, EMA's Regulatory Data Management Service team
talks about all aspects of regulatory data management and how it works today.

Webinar title @ oae | @ rime

SPOR Data Governance

Referentials Management Service (RMS)

4 October 2024

7 October 2024

10:00-12:00 CEST

10:00-12:00 CEST

) Substance Management Service (SMS)

8 October 2024

10:00-12:00 CEST

Organisation Management Service (OMS)

Product Management Service (XEVMPD)
for MAH

Product Management Service (XEVMPD)
for Sponsors

Substance, product, organisation and
referential (SPOR) application
programming interface (API) - SPOR API
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9 October 2024

10 October 2024

11 October 2024

14 October 2024

10:00-12:00 CEST

10:00-12:00 CEST

10:00-12:00 CEST

10:00-12:00 CEST
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Further information
Contact us through ServiceNow @ https://support.ema.europa.eu/

Official address Domenico Scarlattilaan 6 « 1083 HS Amsterdam « The Netherlands
Address for visits and deliveries Refer to www.ema.europa.eu/how-to-find-us
Send us a question Go to www.ema.europa.eu/contact Telephone +31 (0)88 781 6000

Follow us on %W @EMA_News
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Glossary
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Glossary (1/4) &
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API Application Programming Interface

Art. 57 Article 57 of Regulation (EU) 726/2004, which requires marketing authorisation holders to electronically submit to the Agency
information on all medicinal products for human use authorised in the EU

CAP Centrally Authorised Product

CR Change request

CTIS Clinical Trials Information System

DADI Digital Application Dataset Integration

DMP Development Medicinal Product

DCP De-centralised Procedure

DQ Data Quality

eAF Electronic Application Form

ePI Electronic Product Information

eCTD Common Technical Document in electronic format

EMA DB European Medicines Agency Data Board

EMRN European Medicines Regulatory Network

Epic An epic is a container with one common objective, for a development initiative large enough to require analysis, definition of a
minimal viable product (MVP) and financial approval before implementation. An epic usually takes more than one Programme
Increment to complete and is broken into multiple Features.
Business epics are large initiatives that deliver Solutions needed by the business/customers
Enabler epics are pieces of work that extend the architectural infrastructure of the solution under development or improve the

For Questions: www.slido.do@If@amang@efthe value stream




Glossary (2/4)
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ESMP European Medicines Shortages Monitoring Platform
ESMDP European Medicinal Devices Shortages Monitoring Platform
EURS European Review System for eCTDs
EU-SRS European Substance Reference System
EUTCT European Union Telematics Controlled Terms
FHIR Fast Healthcare Interoperability Resources
HMA Heads of Medicines Agencies
IAM Identity and Access Management
ICSR Individual Case Safety Report
IDMP The ISO IDMP standards specify the use of standardised definitions for the identification and description of medicinal
products for human use
INN International Nonproprietary Names
IRIS A secure online platform for handling product-related scientific and regulatory procedures with EMA (iris.ema.europa.eu)
KUG Key User Group
KPI Key Performance Indicator
MAA Marketing Authorisation Application
MAH Marketing Authorisation Holder
Mon Monitoring Value Stream
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Glossary (3/4) @)
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MRP Mutual Recognition Procedure

NAP Nationally Authorised Product

NCA National Competent Authority

NDB Network Data Board

NICTAC Network ICT Advisory Committee represents the network IT community

NPAG Network Portfolio Advisory Group represents the Management Board and HMAs
oD Orphan Designation

OMS Organisation Management Service

PB Portfolio Board

PI Programme Increment, a three month period of work

PI Planning ceremony A quarterly event to plan work for the entire Value Stream in the next quarter, ensuring that teams and stakeholders have a
shared mission and vision

PIP Paediatric Investigation Plan

PLM Product Lifecycle Management Value Stream

PMS Product (Data) Management Service

PO Product Owner (PO) is the Agile team member primarily responsible for maximizing the value delivered by the team by ensuring

that the team backlog is aligned with customer and stakeholder needs.

RMS Referential Management Service

R&D For Questions: www.slido.cBESERECH ist-Payelopment Value Stream




Glossary (4/4) &
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I

SAFe Scaled Agile Framework

SIAMED An Information System for the management of regulatory procedure for centrally authorised products

SLA Service Level Agreement

SPOR Substance, Product, Organisation and Referential

SmPC Summary of product characteristics

SMS Substance Management Service

SQI Service Quality Indicator (metric)

SVG Substance Validation Group

UNII Unique Ingredient Identifier

USAN United States Adopted Names

Value Stream Value Streams represent the series of steps that an organization uses to implement Solutions that provide a continuous flow of
value to the Business/Customer

VSM EMA Value Stream Manager (VSM) is a “Servant Leader and Coach” for the Value Stream teams

VSO EMA Value Stream Owner (VSO) has the primary responsibility for the business outcomes, including the delivery of business
outcomes, in their Value Stream

XEVMPD eXtended EudraVigilance Medicinal Product Dictionary
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