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1. General comments - overview

Stakeholder no. General comment (if any) Outcome (if amplicable)

We think that there should be only one implementation guide both
for UPD and PMS. This would increase readability of the documents, gnificant differences between the human
and better understanding that this is the same register. £ ¥e. g. in the relevant data fields).

1 What will happen to the data in EUVETMED, will they be mi available in EUVETMDB is sourced from

UPD by EMA? rm and is therefore neither complete nor of
fficient quality to fulfil the UPD requirements, the data
| not be migrated.

3 Please be consistent in the use of the docume Change applied.

to the Implementation Guide:

“"Chapter 4 of this document”,

“"Chapter 2 of the EU Implementatioz
medicines product data in the Uni
“Veterinary EU Implementation G = for the Union
Product Database”
We suggest that the s all four identifying

VMP-Reg rel
3 Chapter 6 Chapter 6 will be published at the end of June 2021.
6 In a fo apter 2 there was a chapter on volume of Details on the formats for the submission of certain data by

mation be found now? MAHSs are still under discussion and a new independent
chapter on Volume of Sales will be created in due course.
6 , sometimes from the human domain, which Change applied throughout.
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Stakeholder no.

General comment (if any)

We are missing a definition of a medicinal product which is a
combination of name, strength and pharmaceutical form. i g nt countries. Yes the permanent ID
We strongly recommend that the permanent identifier and the
product identifier are stable as long as the product exists. In th
document it is not so clear that this will be guaranteed. Any

FHIR resource id, yes the permanent identifier is
or the medicinal product.

Do we correctly understand that the FHIR resource id pro
the UPD is the same as the permanent identifier for the me
product?
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2. Specific comments on text

Stakeholder
no.

Section, Line no.

Comment and rationale; proposed changes

Introduction

Section 1 2 Can the MVP be defined here?
Section 2; Lines 3 Although it may not be clearly stated in the Regulation
105-107 2019/6, data in UPD on products authorised by the C

must be entered by someone.
Section 2; Line 128 2 Submit 3™ country product names by Janua
achievable? MAH are very concerned that th
enough time between decisions on key issues

upload of legacy data & provision ofgtest environ

Section 2; Line 130 2 It is not clear what is
Does it mean data to

uploaded at initi

all mandatory data for products

where a he deadline for uploading Legacy
da

Section 2; Lines 3

134-140

e sentence starting “Such prioritisation should be defined...”
es not specify by whom nor through which decision
rocedure.
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e concern is noted, the MVP will consider a
simple solution for the provision of third country
product names. It is understood that these can
only be provided for products that have been
submitted into the UPD.

Commission Implementing Regulation (EU)
2021/16 states that the NCAs should provide all
information they have available. As some data
might not be available for historical reasons, the
requirements have been set as less prescriptive
for legacy data.

The governance for future improvements of the
UPD will be established in Q3/4 of 2021 as per
Article 2(2) of Commission Implementing
Regulation (EU) 2021/16.



Section, Line no.

Stakeholder
no.

Comment and rationale; proposed changes

Chapter 1
Section 2.1; Line
44

Section 2.1; Line
59

Section 2.2; Line
80

Section 3; Lines
82-84

Section 3; Lines
83-84

Section 3; Line 90

Chapter 2

Table of Contents;
Line 12

Table of Contents;
Line 12

5 Industry: marketing authorisation holders, registration hold
product owners and applicants (further referred to as MA
including relevant external service providers (e.g. con
and medicines developers;

4 Link to a page that no longer exists.

5 For the initial submission of veterinary authori
medicinal products in UPD

2 Process to be able to submit in UP,
registration guidance, to be publish
aware of ongoing discussio )

process and the associ
will not be.

le of contents has not been refreshed and so humbering
es not match the main body of the document.
Please perform spellcheck.

cted.

Change applied.

Concern noted; the registration guide will be
published by summer 2021 and should clarify the
situation.

Registration guidance is consulted by a user only
once, while the implementation guide might need
to be accessed more often. In line with other
Agency systems, the registration guide will be a
standalone document.

Change applied.

Change applied.

Change applied.
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Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes

Table of Contents; Check table of content; in table of content: 2.10 = Ré Corrected.
Line 43 state, in text (line 671) 2.10= destination whole

and following sections
Glossary; Line 143 6 RUP is now SRP, please check for consisten Change applied.
document
Scope; Line 160 5 New abbreviation is agreed in CMDy (and include Change applied.
list; please change throughout d
Scope; Line 163 5 To better reflect homeopathic and p Change applied.
Scope; Line 173 7 Chapter 2 mainly focuse i parallel trade Examples will be published in the dedicated

f products should Chapter 6 at the end of June 2021.

Scope; Line 182 5
Scope; Line 190 4

Change applied.
s are not VMPs so clearly Section retained so it is clear what is not in scope.

Identification of a
VMP; Line 196
Identification of a
VMP; Line 197
Identification of a
VMP; Line 207
Identification of a
VMP; Line 212

Change applied.

Change applied.

Text amended.

Rejected. Title already contains "product" and not
considered clearer mentioning it a 2nd time.
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Stakeholder
no.

Comment and rationale; proposed changes

Section, Line no.

Identification of a How can a unique identifier be used for veterinary mec ssue under investigation.
VMP; Lines 215- products across Member States, which have under
225 harmonisation (this might be possible only for
according to Article 70 of EU Regulation 201
MAH) of their SPCs, if the initial regulatory pro

a defining character for the product identifier? Mu

which will get harmonised with ea rin the fut Il still

have differing initial regulatory proc

Please clarify
Identification of a 5 To be very clear, include Rejected, as not considered to make the sentence
VMP; Line 220 clearer.
Identification of a 8 Not only in the ca ship but also in the case Change applied.
VMP; Line 222 of a RMS tra
Identification of a 8 Please confj identifier does not change in  This is confirmed.

e number (e.g. RMS transfer or

VMP; Line 225 case of ac

e the full procedure number here, i.e.  Change applied.
r a RUP/SRP that was the first procedure,
d up in having one MRP product that will have

Identification of a 5
VMP; Line 225

Identification of a tnote 3 is not clear in this context due to mentioning the Change applied.
VMP; Line 228 manent ID.
Identification of a 5 otnote 4: Better to use the wording manufactured item in this Change applied.
VMP; Line 228 footnote, since we don’t use the pharmaceutical product concept

in UPD
Identification of a 5 Add a first bullet point to clarify that the IOD is stable as below. Change applied.
VMP; Line 231
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Stakeholder
no.

Section, Line no.

Comment and rationale; proposed changes

Identification of a 5

VMP; Lines 231- be better described, e.g. that the complete product

252 be given different versions during the lifecycle, b ID, will
still stay the same (be stable).

Identification of a 3 It seems to us that a phrase like “the same Pro s

VMP; Line 231-235

by the “Product ID” rather than to t
ID".

E.g. in the text of lines 231-
meaning of the following ig
the Product ID...".
If the identifier, the Proc
version imply?

e exact
version of

e, what does a new

cerning the intended
meaning of nd “product”.
Identification of a 8 Sometimes

VMP; Line 236

ave a separate Marketing
et species that is added in the

Identification of a 8

VMP; Line 240 e) which are not characteristics of level 1.

paragraph is confusing because it mentions attributes (e.g.
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t, we have reviewed the text on
sioning, which is in fact described in the SPOR
more general user documentation.

Change applied throughout document.

When this case will happen with a specific case in
the future, we suggest to bring for discussion to
CMDv. In general, it should be a separate MA, so
new procedure number. Ultimately this is a
business decision.

This is to clarify that the product ID is stable, it's
the versioning that is changing throughout the
lifecycle of a product data entry. This is also
addressing the concern raised in comment asking
whether the ID would be stable.



Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes

Identification of a Level 2 Permanent identifier: Is Permanent identifier the sa

VMP; Line 253 as PMS ID?

Proposed change (if any): Align with IG for human us
Identification of a 8 We propose to clearly state that this permanent id i unique identifier of the veterinary medicinal
VMP; Line 253 unique identifier to clearly identify a definite m duct in the Union product database. The

in the UPD. We also think that the naming con
confusing between level 1 and level 2.

naming convention is based on the Commission
Implementing Regulation (EU) 2021/16.

Identification of a 5 Please add text Change applied.
VMP; Line 255 Listed in Domain (RMS List ID 10000

given above to be used
Identification of a 5 Change/add text for clarifi Change applied.
VMP; Line 257 [...] authorised in severa

MRP/DCP or SRP are sep [...]
Identification of a 5 Proposed change y): or clarification in the Change applied.

VMP; Line 261 bullet point
- Product ID el
Identification of a 8 MAH cannot

VMP; Line 263

ic because it would make identifier  If there is a change of MAH, the permanent
identifier will not change, but the versioning will
(clarified in second bullet after characteristics).
Identification of a 8
VMP; Line 273

not understand what a “new version” of a Corresponding text changed in order to reflect that
ier means and how this will be technically the versioning applies to the product and not to its
oning of permanent identifiers will increase the identifier.

identifier.
ecommend that the permanent identifier will not change
ring the lifecycle of the product.
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Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes

ave reviewed the text on
is in fact also described in the

Identification of a Again, the version control is very confusion and not clearly
VMP; Line 273 described. Would propose to delete some text

Identification of a 5 . rresponding text changed in order to reflect that
VMP; Line 282 rsioning applies to the product and not to its

Identification of a 8
VMP; Line 283

Corresponding text changed in order to reflect that
the versioning applies to the product and not to its
identifier.

Identification of a 3 Clarification provided.
VMP; Lines 287-

288

Identification of a 5 Change applied.
VMP; Line 288

Identification of a 7 Confirmed.

VMP; Line 289

those authorised in the common dataset and product 1.
sizes authorised are common but the availability on the
rket could be different between member states.
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Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes Outcome

Identification of a Packages are part of a common data set in MRP/DCP and will be
VMP; Line 289 further described in the national data e.g. translated package S - represented on each of the
description. The diagram needs to be adapted.

Identification of a 2 Figure 1 on UPD Product Identifiers should depict the situ

VMP; Line 290 of Product IDs and Permanent IDs per procedure type. 4t i
AnimalhealthEurope’s understanding of the followin
- CAPs: 1 Product ID + 4 Permanent IDs (EU, I
- NAPs in an MRP/DCP/RUP: 1 Product ID + n Pe
= number of MS involved as either RMS or CMS

- NAPs authorized by NP: 1 Product ID

country
User Guide; Lines 5 Add some word in both lines: Change applied.
304-305 [...] electronic submission o duct data

and documents into the UR
User guide; Line 5 Please, add the below texl
308 The FHIR messageg andards for human

Change applied.

User guide; Line 7
310

ement “Repeatable”, an Change applied.
be useful: “A class could be

User guide; Line 7 of the requirement “Conformance”, an Change applied.
310 3 e class could be useful: “a class could be

ind data fields belonging to the class could be

tory. Once the conditions for the class are fulfilled, all

atary data fields shall be fulfilled. If the conditions are not

led, none of the data fields belonging to the class shall be

provided”.
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Stakeholder
no.

Section, Line no.

Comment and rationale; proposed changes

Tags related to ISO IDMP “ISO element name” and “ISO path”
are not relevant for the veterinary domain, as the ISO IDMP is
not applicable to VMPs. We propose to delete the 2 lines.
ISO Element Name - Any mapping to ISO IDMP standards
Note: for the implementation of the UPD it is not requir:
implement the ISO IDMP standards.

ISO Path- The mapping of the ISO IDMP technica
The links to "FHIR resource" list are to R5 Preview 3.

User guide; Line
310

User guide; Line 9

310 expecting this to be linked to R5 Preview
User guide; Line 5 Clarify in the introduction FHIR/IDMP a
310 and then delete here.

Proposed change (if any): Pleasg
And mapping to ISO IDMP stg
Note: for the implementatio
implement the ISO ID

not required to

User Guide; Lines 2 status, unless

316-317 specified otherwj
orted, since the go live of the
regulatory processes.
User guide; Line 7 epted under CURRENT status for
317

about new RMS terms as needed.
terms can be requested via the SPOR portal.
clection from OMS mandatory in the future?

User guide; Line 5
317
User guide; Line 8
318
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Outcome

irement to align with ISO
n the documentation the
path which is now in line with
n use.

for hum

ange applied.

Change applied.

We are referring to creation of VMP, so status of
terms should be current, unless specified
otherwise.

Change applied.

Change applied.

This is confirmed.



Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes

User guide; Line Add info about how to request.

325 [...] is not yet available in OMS, the details must first be
registered in OMS via the SPOR portal [...]

User guide; Line 9 A UPD user will be able, when creating or updating a

326 select 'active' and 'inactive' organisations from O

should reflect that.

User Guide; Lines 6 Why will the data elements be suppressed sile In the IT solution implementation, because they

331-333 not get any warning message? are not applicable, they will not be taken into
account.

User guide; Line 9 Link is to R5 Preview 3 and expecte Change applied.

337 Preview 2.

User guide; Line 1 Figure 2 on page 12: The missing in Change applied.

338 the conceptual data mod roduct and

Ingredient.

Add the cla
The UPD co del should be updated to reflect the The conceptual data model does not model all the
physical resources and is just illustrative.

User guide; Line 7

338

User guide; Line 9 ligns to R5 Preview 3 when actual Change applied.

343

User Guide; Lines 5 We will modify the version of the FHIR

343-347 it relevant part of the FHIR standard, but rather to  specifications that the next implementation of UPD
IR release 5 page. It should link specifically to the will support. The SPOR API v2 specification makes

of the FHIR standard that the UPD will use. explicit reference to the individual FHIR resources.

o the text in line 347 needs to be updated in the next

rsion.)

Overview of comments received on the EU Implementation Guide (IG) on veterinary
medicines product data in the Union Product Database
EMA/358889/2021 Page 13/91



Section, Line no.

Stakeholder
no.

Comment and rationale; proposed changes

User guide; Line
348

Section 1; Line 350

Section 1.2; Line
359
Section 1.2; Line
359
Section 1.2; Line
362

Please add the text in brackets:
http://build.fhir.org/resourcelist.html Add: (section Medicatj
Definition)

Add a data field “Product category” from the RMS list
category to identify chemical, immunological and
products to be able to deal with conditional co
some data fields.

his will be done based on legal basis for
eopathics, for chemicals and immunologicals,
e is no specific requirement to identify them in
the MVP.

Product Status has been renamed to "Product
Record Status" in the Vet EU IG.

Change applied.

The section 1.2. Product Status is more about t
database record in UPD than about the product.
Listed in Record Status (RMS List
terms listed above to be used
Product status: describe th Change applied.
authorisation status on
- Provisional: initial pro
approved under ¢ e, but not yet

owed to be used in a member State in
Article 5(6) of Regulation (EU) 2019/6 and

on-current : status applicable to any product with an
horisation status changed to “revoked” or “withdrawn”
ullified: status applicable to any product that is deleted by a
user
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Section, Line no.

362-363
Section 1.2;
362

Section 1.2;
364

Section 1.3;
365

Section 1.3;
365

Section 1.2; Lines

Line

Line

Line

Line

Stakeholder

Comment and rationale; proposed changes

Please specify ‘non-current’ in the user guidance box

6 Provisional status:
Does this mean that DCP/MRP/RUP products will sta
provisional status, as long as an authorization pr
single countries is still ongoing?

At which state data will be published?

7 Add the example NON-CURRENT:
Provisional (200000005005), Curre

1
named AuthorisedPhar
of a Medicinal Pr,
Proposed ch
Align with
the VMP should be aligned to one of

7 The pharm
thedi all lists for the mapping of already

has to be updated in the Chapter 4 for

excel table provided to the change liaison listing data fields,
ot up to date for this point (all lists are mandatory) and
eeds an update.
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plicable to a product approved under
DCP/SRP procedure but not yet authorised in
levant member state.

Change applied.

Since we have no requirement to align with ISO
we have just retained in the documentation the
mapping to the FHIR path which is now in line with
the IG for human use.

Change applied.

The document provided to vet change liaisons
what a draft snapshot of the situation at the time,
please refer only to the overview provided in
Chapter 4 as published.



Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes

Section 1.3; Line MedicinalProductDefinition.combinedPharmaceuticalDoseFg

365 Not repeatable although there is a business need to ha
attribute repeatable. In the H domain they have a di
mapping for it.

Section 1.3; Line 9 Proposal to use FHIR extension which allows

365

Section 1.3; Line 8 : The term could be created as non-current in RMS

371 We have a product with 2 pharma : Mi and will not have EDQM ID.

Change applied.

the UPD in such a case?
Section 1.4; Line 6 In User Guidance secon
373 please change to “Secti

Change applied.

Section 1.4; Line
373

The legal status of supply is a national dataset, so
will be specified per country. No need to have it
repeatable as a field, because each of the MS will
provide its own legal status of supply.

Section 1.4; Line
373

Section 1.4; Line
373

Change applied.

Change applied.
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Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes

Section 1.4; Line Please add text

373 The legal status of supply is usually defined at UPD prod
2 and should be specified as Veterinary Medicinal prod
subject to veterinary prescription or Veterinary m
product subject to veterinary prescription.
And also add text at the end for clarification:
The term Veterinary medicinal product subject
prescription except for some pack sizes will then
the product level.
Further detailed status of supply co
versions of the UPD.

Section 1.4; Line 9 Legal status of supply' tg atus for the Change applied.

373 supply' based on UPD
Section 1.4; Line 9 MedicinalProductDefini Change applied.
373 Can it be diff

Section 1.5; Line 5 Probably it O report on “a group of Change applied.
377 countries”,

Section 1.5; Line 5
377

ovided” should always be set when the Change applied.
2d in the UPD, since this information is at that
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Stakeholder

Section, Line no. Comment and rationale; proposed changes

Section 1.5; Line Change the term given:

377 date for “nRet-marketed No data provided”)
Section 1.5; Line 9 I understand that it has been decided that Availability stat
377 be at Package level and not product level. Therefore, thi

section will be moved to be within section 6 Packag
product

How is it controlled that the MAH fills in data in
mandatory but is there a red flag if not changed b
"No Data Provided" to "marketed"?
Similar information is given in the T

Section 1.5; Line 6
384

Section 1.5; Lines 5
384-386

introduction.
Proposed change (if any)
Since this informatiga i

Section 1.5; Lines 2
386 and 390 before Jan 22. Such products may be,

arketed. As the case refers to the creation of a
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Outcom

Not relevant for drafting of the EU IG - process

will be in place for completion of the data by MAH.

Change applied.

The sentence "It is also the default term when a
new product is created." has been added in the

description of the term "not marketed" and the

"no data provided" has been removed.



Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes dtcome

Section 1.5.1; Line 7 The Availability status class is repeatable, but the data fi

387 Country should not be repeatable.
All the class is repeatable, at each time country, 3
status and availability state date together. - r
Country No

Section 1.5.1; Line 9 Repeatable should be No. Only 1 count

387

Change applied.

Section 1.5.1; Line 2 SPOR team informed

387
Section 1.5.1; Line 5 Change applied.
387
Proposed change
the natiop i
Section 1.5.1; Line 2 Will thg name will be used? Change applied (short name to be used).
389

Section 1.5.2; Line 6
390

r the term “temporarily unavailable” be This is not defined legally for the time being.
/here? When exactly will MAHs be required

able it says:

e term “temporarily unavailable” should be specified as a
disruption of supply from the MAH which would lead to an
extended disruption in supply to the retailers for a long period
of time (e.g. for instance more than 3 months).

In EU Regulation 2019/6 a period is not specified.
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Section, Line no. Stakeholder = Comment and rationale; proposed changes

Section 1.5.2; Line FHIR Element Name - should corrected to last element in FHI

390 Path.
Section 1.5.3; 6 Table under 1.5.3 on provided by the MAHs to the UPD
Lines 394-395 “...the availability status date is mandatory to be proyi elated to the availability status will be validated

Includes this sentence that an entry cannot be fini
entering the actual date? How will be guarant
entries by the MAH as asked for in 2019/6 A
will be up-to-date and changes will be entered i
manner?

inst the rules defined in the Vet EU IG,
efore any submission that does not contain
the corresponding dates will be automatically
rejected.

Regarding the control of whether the information
has been submitted in a timely manner, UPD
cannot control that. Having correct and up to date
information in the database is the responsibility of
the MAH (Article 18.8 of Commission
Implementing Regulation (EU) 2021/16).

Section 1.5.3; Line 6 Table under i ate "No data provided" needs to be provided as a

394 “...The first i y the system, at the time of default value.

nto the UPD (date for “not

384 to 386 is says “Since this

us, it’sounds as if the first entry will be done by NCAs or the
ency, respectively.

Overview of comments received on the EU Implementation Guide (IG) on veterinary
medicines product data in the Union Product Database
EMA/358889/2021 Page 20/91



Section, Line no. Stakeholder = Comment and rationale; proposed changes Outcome

no.

Section 1.6; Line 5 Minor update of text
396 The product classification class describes a set of classifications
(regulatory and non-regulatory) which applies to the veterina
medicinal product, defined in the UPD by legal basis and AT,

code.
Section 1.6.1; Line 6 Changes proposed: please add another common exa
398 Full application - known active substance (Article

(EU) 2019/6)
Please delete example generic with old legal basis (

2001/82/EC
Section 1.6.1; Line 7 Legal basis: as described, legal basis a Change applied.
398 authorised medicinal product, the confor i nal to

the regulatory entitlement typ
Conformance: Conditional

Section 1.6.1; Line 7 The legal basis can evolve le of specific Noted.
398 products. For insta g and exceptional
circumstances w, il ed to a complete

dossier. The b is under discussion at CMDv level
for limited ma
Section 1.6.1; Line 9 List nag isation Application Legal Basis" List and term names aligned between SPOR and

398 ents the list name is "Application IG; all terms available in all environments.

Section 1.6.1; Line 9
398

Change applied.

e not move this to the definition of the
latedAuthorization instead of the generic product
assification?
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Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes Outcome

Section 1.6.2; Please verify FHIR Element and Path

402
Section 1.6.2; Line 7 1.6.2. ATC Vet Code is not requested for homeopathic pr
402 authorised or registered. The condition shall refer to t
category “Homeopathic Medicinal Product” 100000
- ATC vet code is not applicable for Authorised an
veterinary homeopathic medicinal products.
Section 1.6.2; Line 9 If product is not "Registered veterinary Change applied.
402 product" is it mandatory to have either specified or
1.6.3 ATC Vet Code flag set?
Section 1.6.2; Line 5 Concerning the text: “The AT Change applied.
402 Registered veterinary homeqg

- Who would set
for this product

Vet EU IG: "If A available because not yet Clarification provided.

Section 1.6.2; Line 9
402

availability must be provided in the ATC

least one of ATC vet code OR the ATC Vet

d two of them are pending? In this case the user will
pending flags and 1 correct ATC Vet Code. To confirm if
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Section, Line no.

Section 1.6.3; Line
406

Section 1.6.3; Line
406

Section 1.6.3; Line
406

Section 1.6.3; Line
406

Section 1.7; Line
415

Section 1.7; Line
418
Section 1.7; Line
429

Section 1.7; Line
429

Stakeholder

Comment and rationale; proposed changes

ATCcodeFlag, is this flag part of the PMS, so it may be used for
medicinal products for human use as well?
Proposed change (if any):

Align with IG for human use

This flag should be set and maintained in RMS. Thi
not be defined by the user but automatically be retri
updated from RMS.

An average user will not understand wh
field called "ATC vet code flag" with a valu
there be an info button in the UI g
The FHIR path should be
MedicinalProductDefinition.p
nding

eant by a d

bn.extension.atcPe

[...] be set for ea
repeated as per
Add text fo

broduct name as applicable to third
is mandatory or optional.

the UPD but would only appear in the MAH and CA UI
ost important, in the Pharmacovigilance database.

ode flag only applies to

Not an RMS term, this field is Boolean, i.e. Yes or
value.

It is described in the EU Vet IG and a tooltip could
be added.

Change applied.

Change applied.

Change applied.

This is a procedural business process to be
established - cannot be mandated technically.

Rejected - visibility of the fields should be
described in the access policy document.
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Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes

Section 1.7; Lines It should be clarified in which characters and language
429-430 additional veterinary medicinal product names as applicable
third countries shall be specified. Would Cyrillic or Japaneg
characters be acceptable, or should it be Latin charac
Should it be the veterinary medicinal product na
language (and possibly Latin characters) or th
translation?
Section 1.7; Lines 2 Comment noted.

429-430

Section 1.7; Lines 2
429-430 applicable to

accessible to
In the Tag U

Confirmed, to be clarified in Access Policy.

Section 1.7.1; Line 1
432

Change applied.

Section 1.7.1; Line 6
432

=cial characters: it might need to exclude the special Change applied.
cter “trade mark” which is not allowed to use in VMP
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Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes

Section 1.7.1; Line 2 For products approved by MRP/DCP/RUP, and in case English i ‘hange app

432 an official language in none of the Member States involved j
the procedure, will the product name as expressed in th
application form and common English SPC entered b
as part of the common/European data set remain
general public once all Member States have entere
national data set? We believe this would be helpful to
general public.

Section 1.7.2; Line 6 ‘ID’ should be written in capital letters.

435 Furthermore, if only the value ‘2222220000

term ‘Full name’ shall be incl

could it be set by default?

Rejected, because other options are applicable for
e CAPs.

Type',

Section 1.7.2; Line 9 New details regarding vacci
435 populate FULL NAM

does this mean Change applied.
ientific; or just one

Section 1.7.2; Line 9
435

Change applied.

Section 1.7.3; Line 9
436

Section 1.7.3; 3
Lines 439-441

Change applied.

Change applied.

Section 1.7.3; Line 9
440

country/language class that should be repeated, but Change applied.
cntire "name" class.
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Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes

have to create their own national
and add their national translations with
e applicable country. RMS will only provide the
yduct name in English.

hange applied.

Section 1.7.3.1; Why do the CMSs have to choose the country? For MRP/&
Line 443 products the RMS creates the products at End of Pro
all CMSs, doesn't it? So the country is already th

Section 1.7.3.1; 9 Values - Is any validation to be applied if t

Line 443 selected from the RMS Country list? Is any re

other list to be accepted?
Section 1.7.3.1; 9 Clarification needed: what is exp Change applied.
Line 443 products? Are we expecting the na es? Can we

provide examples please fousl or the EN

name 'EU' or a country, language?

Section 1.7.3.2; 9 Section numbers for .2 need to be corrected as Change applied.
Line 446 parent section is now
Section 1.8; Line 7 A link betwe S will be appreciated. This is achieved with the location ID in OMS, if the

449 PSMF is kept at the premises of the MAH.
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Stakeholder
no.

Section, Line no.

Comment and rationale; proposed changes

Section 1.8; Lines

449, 457-461 462, (as assumed to be meant)
463, 464, 466, The unique pharmacovigilance master file location i

469, 472, 473 should be submitted to the database as follows:

are not important to keep strict in
Propose to Change the Headi

(PSMF) File type
(PSMF) File code
(PSMF) File locah

Section 1.8; Line 9
449

FHIR paths were reviewed in order to align
veterinary and human domains to map PSMF

cumentReference.custodian
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Section, Line no. Stakeholder = Comment and rationale; proposed changes Outcome,

no.

Section 1.8; Lines 6 PSMF location reference number

457 and 465 What is the PSMF location reference number. It is not PSMF
reference number? It should be really clarified that the PSMF
location reference number is not the PSMF reference num
coded below under 1.8.2. (PSM) File code
Another question:
It is stated in (1) At the time of the marketing a
application, the applicant should submit electronic
location reference number (...). Is this meant as an e
eAF? Or a separate entry in a field in
eAF? Or could this be stated on a docu
dossier via CESP for example? Thi
submission.
If this location is a new ong
amended/updated first beft ation reference
number can be g

Section 1.8.2; 6 Value: string.... Zy by error prone, perhaps Rejected.

Lines 463-464 a standardised better.

Section 1.8.3; Line 9 Table is co o FHIR path Change applied.

465
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Section, Line no.

Section 1.8ff.;
Lines 465ff.

Section 1.9; Line
466

Stakeholder
no.

Comment and rationale; proposed changes

Comment to 1.8 and 1.9: Additional PSMF data and QPPV
(Summary of the PSMF)

The Summary of the PSMF contains information about the
record management system and may more data (dependin
final version of respective Implementing Regulation). T
should be a possibility to include these data and in ¢
changes (VNRA) occur this must be updated in th
Proposed change (if any): Therefore, fields are n
information from PSMF Summary. E.g. for the recor
management system a field where the "
used” can be entered, e.g. as a RMS li
system at least (e.g. database, Excel, M
case of a commercial databasg
the database (as string val
1.9. Contact (QPPV) -> rel
of PSMF
Proposed chang
between QPPV
PSMF” and sh
for notifigmhio

jes in the Summary

Oad up the “statement”
skedator in the "Summary of the
able to be updated in the UPD
the summary of the PSMF

6 data here is very sparse. Will more data

(i.e. contact information, what about
=d information is necessary before we can perform this

yur understanding these will be the information that will be
ased in case of trying to contact the QPPV.

Outcome

Contact information is not in MVP (legally required
fields from Commission Implementing Regulation
(EU) 2021/16); can be considered/discussed for
prioritisation in post-MVP improvements.
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Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes

Section 1.9; Line
466

In the semantic we would also need a mapping to a Practitiones
and we only have a mapping to PractitionerRole, check wit
domain.
Section 1.9.1; Line 6 Please verify FHIR Path (brackets)

469

Section 1.9.1; Line 9
469

Similar to previous comment, style of how refe
from one Resource to another. Decide on the one
apply consistently to all attributes li is.

Section 1.9.3; Line 6 Please specify FHIR information.

473

Section 1.9.3; Line 9 Table is not complete and
473

Section 1.9.3; Line 6 Contact details, are the
473 postal address

contact data?
ones that will be used in case of

Section 1.10; Line 7
474

Section 1.10; Line 8
474
dcts (the handling of such products has to be specified
e AT law and this hasn't been done yet).
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iewed in order to align
man domains to map PSMF

ange applied. The resource name between
heses represents the type that is being
referenced from the attribute.

Change applied.

Change applied.

Change applied.

Contact information is not in minimum viable
product for the UPD (refer to Commission
Implementing Regulation (EU) 2021/16). This can
be considered/discussed for prioritisation in post-
MVP improvements.

Change applied.

The requirements for Article 5(6) products will be
discussed at a later stage, as including those in
the UPD is only mandatory from 2024.




Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes Outcome

Section 1.10; Lines The description prescribes both submission of the identifier
474ff. "1.10.1. (Attached document) identifier (master)” (*The ID
assigned to the document once it is uploaded to the UPD
system”) and of the document itself “1.10.6. (Attached
document) content” as part of the FHIR payload.
Section 1.10; Lines 3 It would seem that the data model lacks an element f
474ff. information about the Country for the Attached documen
For CAPs, the current model does not seem t
distinction between e.g. SPC in German lan
and SPC in German Language for Austria.
Section 1.10; Line 5 Important to state it is the public vg 2 Change applied.
475
Section 1.10; Lines 2 For products approved by MRP/L ish i Data publication is out of scope of this guidance.
477-481 an official language in no

Change applied.

llow for a

information (SPC/PL
attached by the RM
remain visiblgs
have ente
We bel§ ul to the general public.

the end of the procedure
mmon/European data set
nce all Member States

Section 1.10.1; 9 assigned to the document once it is Change applied.

Line 493 i stem must be specified. "

assigned by the system. Therefore, not attribute
bpulate when uploading a new document?
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Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes Outcome

Section 1.10.1; Added clarifying text (as assumed)
Line 493 A unique identifier will be assigned to a document when it is
first uploaded to the UPD. The ID assigned to the document

identifier is specific to this specific version of the docu
new versions will get a new ID. This unique ID...
Section 1.10.1; 5 Changed for more clarifying text (as assumed):
Line 493 The status of this document must be specified as a
based on the following values:
- “current”: This is the current
document. superseded”: This version of h
another version.
- “entered in error”: This verg

Change applied.

Section 1.10.2; 3 Change applied.
Line 494

product/type/co ?

It seems both submission of the new

dditional “Attached document”
ark the superseded document as

Section 1.10.2; 2 ¢ essarily an intuitive term for a reference The value has been renamed to 'entered-in-error'.
Line 494
Section 1.10.2; 6 The value has been renamed to 'entered-in-error'.
Line 494

posed change:
.entered" to be replaced by ,entered-in-error®
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Stakeholder

Section, Line no. Comment and rationale; proposed changes Outcoms

Section 1.10.2; FHIR Element Name - should corrected to last element in FHIR

Line 494 Path.
Section 1.10.3; 6 RMS list to be updates, SPC identifier is for human use und
Line 495 should be replaced by Vet-ID
Section 1.10.3; 7 The RMS list “Product information document type” h
Line 495 updated so this should be reflected here. Exampl
provided:

Examples: Summary of Product Characteristics

(100000155532), Package Leaflet (100 55538), Co

File of all Documents (100000155539)
Section 1.10.3; 7 Public assessment report is a ter
Line 495 authority submission unit type

Change applied.

Type (RMS list I
(RMS list ID 10
Section 1.10.3; 7 However, it sho
Line 495

the PUAR will not be sent at The PuAR can be provided also after the procedure
a document that is prepared is closed.

Section 1.10.3; 8 ed at CMDv, there should also be a Resolved by RMS team.
Line 495 e combined PL/LAB.

Section 1.10.3; 9 St in the RMS List. Are you liaising with SPOR Resolved by RMS team.
Line 495 added in RMS - in all environments (Dev, SIT,
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Stakeholder
no.

Section, Line no.

Comment and rationale; proposed changes

Section 1.10.3; 9 User guidance and the rules. Is the rule mentioned the only
Line 495 one?
The rules related to the document types will be captured here,
i.e., there must only be one document type per product/per
language/per member state (e.g. there can’t be 2 SPCs in
French in Belgium)
Section 1.10.3; 5 Add the terms now available and additional terms that
Line 495 allowed (e.g. SPC/PL)
Section 1.10.4; 5 Why is “application/pdf” stated as value? Shou
Line 496 something else.
Section 1.10.5; 2
Line 497 documents in relation to language (vg
combination) as this is expected tg
SPCs for countries within an MRP
languages. In addition, it wjll alig
for which only one versj
Section 1.10.5; 9 Value: it is not an R wed here by FHIR.
Line 497 Must be: One of the in the EU in the list of
languages BCPaf
Section 1.10.6; 5 2
Line 500 edDocument/Content
Section 1.10.7; 2 document title is needed since a
Line 501 available.

or “SmPC"” should be made for clarity and coherence.
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Outcome

hange applied.
ill only accept documents with media type of

pplication/pdf' which is a recognised IANA type.
Change applied.

Change applied.

Change applied.

Change applied.



Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes

Section 1.10.7; An introduction should be added. It is not clear what we expe

Line 501 i.e. a specified name or the file name to appear (like the
examples).

Section 1.10.8; 6 References to the Product ID or Permanent ID that icable, means that the list of product

Line 504 document covers should be specified, as applic permianent ID that the document covered needs to
applicable” that in case of documents related not be referenced. All the cited documentation i.e.
but to the MAH in general for example, these refere QPPV statement etc are out of scope of UPD

submission.
statement, summaries of inspection re
outcomes when the inspection

Section 1.10.8; 9 User guidance - is it correc Change applied.
Line 504 to Product ID? I thought D

Permanent ID i.e. to Medi
Section 1.11; Line 2 The inclusion of p . y Change applied.
507

Section 1.11; Line 9 Reword first s is class enables to cross- Change applied.
508 reference one ry medicinal products as

Section 1.11; Line 9 : exist in lower environments and are List and term names aligned between SPOR and

515 IG; all terms available in all environments.

oesn't include the word "application" which is
ed in IG

Overview of comments received on the EU Implementation Guide (IG) on veterinary
medicines product data in the Union Product Database
EMA/358889/2021 Page 35/91



Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes Outcome

Section 1.11; Line Rules will have to be detailed for generic/hybrid products with a
518 reference product withdrawn : how the MAH could request the
creation of a withdrawn reference product, who will insert the
VMP in the database, under which timelines....
What about non-current terms ex: MAH (OMS data), oth
needed which are in RMS/SMS lists.
Section 1.11; Line 7 Rules for generic or hybrid products with more tha
519 reference product shall be described :
“In case, the generic or hybrid products refers to mor

Section 1.11.1; 6 Table, user guidance: last bullg Change applied.
Line 530 is...1.6.1 for Par Trade there
Change: reference to sectio

Section 1.11.1; 9 Term 20000001617 - exists in PROD and  All terms available in all environments.

Line 530 not the lower envj
Section 1.11.1; 3 In the table, th r Guidance is not quite correct - Change applied.
Line 530 what needs to b type of the cross-reference

oduct that is referenced.

Section 1.11.1; 5 5 Change applied.
Line 531 2 ified in the field 1.6.1. is “Parallel traded
o in article 102 of Regulation 2019/6”, then

espectively “parallel trade in reference of”
Section 1.11.1; 3 Change applied.
Lines 531-532
Section 1.11.1; 2 s are not fully aligned on the User Guidance for Product Change applied.
Line 532 -reference type
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Stakeholder

Section, Line no. Comment and rationale; proposed changes

Section 1.11.2;

Line 533 provided per crossReference class

Section 1.11.2; 3 These elements must contain one single identifier.
Lines 533-535

Section 1.11.2; 6 Please verify FHIR Element and Path and example

Lines 533-535

Section 1.11.3; 7 The source product identifier is only required

Line 536 products, the conformance shall bg i
“mandatory”.

Section 1.11.3; 9 Value(s) remove the "s" from

Line 536 provided per crossRefer:

Section 1.11.3; 3 The Conformance of

Line 536 whether the submi raded or not

Section 1.11.3; 6 Please verify FHIR h and example

Lines 536-538

Value(s) remove the "s" from the end of IDs as only one ID is

Section 1.11.3; 9 essary? Isn't the current product the
Line 536 we only need to specify the reference

d reference type?
Section 1.11.3; 9 ent Name - should corrected to last element in FHIR
Line 536
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Outcome

MedicinalProductDefinition.crossReference.product
ence is correct. FHIR Element Name

rrected. The example correctly shows the value
to be populated for this reference.

Change applied.

Change applied.

Change applied.

The FHIR Path for Reference product identifier of
MedicinalProductDefinition.crossReference.product
Reference is correct. FHIR Element Name
corrected. The example correctly shows the value
to be populated for this reference.

Change applied.

Change applied.



Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes Outcome

Section 1.12; Line “....manufacturing site that performs any operation with regards

542 to the manufacturing of the finished product as reflected in the
quality part of the dossier and the eAF.
“This section describes the operation(s) being performed b
manufacturing site for a veterinary medicinal product (i
activities related to the manufacture of the active s
applicable). Operations to be selected should be i
information included in relevant parts of the dossier
eAF”
We need to agree on the level of infor
the UPD. Only batch release sites are req
If we include other manufacturegs i
consistency and harmonisatiq
if a new manufacturer of e.g

for legacy data only batch

introduced via a variation a ed in the UPD, it
would look like thisg . Or, should it be
introduced for n isations owever, this will also

be difficult to h andling technical groupings in a
consistent way nd new products are involved,

Section 1.12; Line 7 *1.12.3 Note” with free text. Indeed, This is not in scope for the minimum viable
543 y for instance which site is responsible for product to capture the manufacturers for

he VMP. Ex : site A is responsible for packages. This could be in a future scope to be
site B is responsible for blisters... agreed and prioritised, if required.

ould be optional and detailed the manufacturing

as described in the eAF.
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Section, Line no. Stakeholder = Comment and rationale; proposed changes Outcome

no.

Section 1.12.1; 9 FHIR allows multiple manufacturers, but this is not supported by Cha W

Line 548 PMS LDM/PDM. This is the comment from the LDM "Each
Manufactuing Business Operation may be undertaken by at
most one Manufacturer Establishment". Therefore, Repeata
should be no.

Section 1.12.1; 9 Repeatability is not supported by the PDM, so the wh

C pplied.

Line 548 must be repeated and not the manufacturer.
Section 1.12.2; 9 There is confusion about which term ID should be Change applied.
Line 549 indicate the Manufacturing activity for Batch release

data requested for legacy data).
Section 1.12.2; 9 Repeatable is not correct. FHIR only su
Line 561
Section 1.12.2; 7 In the section examples, the
Line 564 substance” should be delete
information in the UPD cur ample “Batch
certification” could
“Example(s):
Processing ope
(10000016041

Change applied.

Change applied.

icinal product
| testing of medicinal product

Section 2; Line 566 9 Change applied.
s in the document.
Section 2; Line 584 4 gistration for a homeopathic veterinary medicinal product Change applied.
anted, the organisation is referred to as a registration

older."
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Section, Line no. Stakeholder = Comment and rationale; proposed changes Outcome

no.

Section 2; Line 585 5 Added text for clarification Chang w
[...] granted, the organisation is referred to as a registration
holder, in this document included in the term marketing
authorisation holder (MAH).

Section 2; Line 599 5 Added text for clarification
[...] a wholesale distributor. (Please note, the MAH of t

e applied:

Section 2.1; Line 9 Do the ‘veterinary medicinal products allowed to be e requirements for Article 5(6) products will be
607 Member State in accordance with Article 5(6) of Regula discussed at a later stage, as including those in
2019/6 or exempted from the provision the UPD is only mandatory from 2024.
Directive 2001/82/EC in accordance with

authorisation' always?
- Are the examples the only

Section 2.1; Line 7 Examples shall be ame of the terms Change applied.

614 provided:
“Example(s):
Marketing autho 00061), Homeopathic

rallel Trade Authorisation

edicinal products intended for

pets (200000016178)”

amples the following value: Veterinary Change applied.

Section 2.1; Line 9 Can
2 tended for animals exclusively kept as

614

Section 2.2; Line 9 = MA humber (the current one) can be referenced in this Change applied.
615 ent. Any change of an MA number triggered by, for

2 new version in this field.
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Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes Outcome

Section 2.2; Line The EU IG needs to be updated to reflect that the entitlement

615 number will be provide or at package or at product level. No
root number will be requested in the guide.
Section 2.2; Line 9 FHIR Element Name - should corrected to last element in F

615 Path.
Section 2.2; Line 4 This sentence seems to be incomplete: “If the MA nu
618 assigned by the EU Commission, then the MA number

in SPC”
Section 2.2; Lines 4 To be noted: Not all NCA will fill the MA nu
621-622 there is a certificate with the MA number.
Section 2.2; Lines 5 To delete irrelevant wordings (proba Change applied.
621-628 IG, related to art 57) and also mj
Section 2.2; Line 8 A transfer of a MA to a new MA Noted, you will always use the latest verison of
624 number. MA humbers don't hav i . the product ID.
Section 2.2; Line 5 Change applied.
635

Section 2.2; Line 5
640

Rejected.

Section 2.2; Line 8
641

Change applied.
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Section, Line no. Stakeholder = Comment and rationale; proposed changes

no.

Section 2.2; Line 9 FHIR Path: "RegulatedAuthorization.identifier.value with

641 reference to the MedicinalProductDefinition resource ". Is thé
clear enough "with reference to the MedicinalProductDefi
resource". What we mean is that RegulatedAuthorizati
is reference to MedicinalProductDefinition resour
recommendation of how RegulatedAuthorizati

populated.
Section 2.2; Line 4 Table “TAG - DESCRIPTION”, section “VALUE" t This URL is to be understood as a URI and is not
641 goes to a page that no longer exists navigable.
Section 2.2; Lines 5 Start the examples with some pro Change applied.
643, 646, 650 Example of MA number on product le
EU/2/13/016

Example 1 of MA numbg

Example 2 of MA numb
Section 2.3; Line 8 AT will create a dat LI based on a separate Confirmed.
656 permanent i er.
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Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes

Section 2.3; Line Is the country grouping expected for all values related f
656 country or it doesn't need to be provided by the us
was required in July and not anymore).

Can the guide specify which values could be
user in each one of the 'Country' fields (we nee
Country grouping for example)?
The section 2.13.3 Procedure type
and NAP products, states that 'The a i try must
have been specified as one 0
“Country”.

In RMS we have 3 diffe
Economic Area - EEA | E

grouping: European
(NI) |EEA and UK(GB)

or 'LI'/'NO'/
Do we need lues that in country must be

o must be 'EU' the country for CAPs

Section 2.4; Line 6
659

a type be ‘codeable concept’? The data type is an identifier from OMS.
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Section, Line no. Stakeholder = Comment and rationale; proposed changes
no.

Section 2.4; Lines 4 Some tables do not have examples. We wonder if this is
659ff. intentional, as some other tables in this section provide
examples.
Tables with no examples:
2.4. Responsible authority (organisation)
2.6. Date of authorisation status change
2.7. Marketing authorisation date
2.8. Product owner (organisation)
2.9. Source wholesale distributor (or ion)
2.10. Destination wholesale distributor jsatio
2.11. Reference member sta
2.12. Concerned Member
Section 2.4; Line 5 Add ISO references
659 ISO Element name:
ISO Path:

Change applied.

tion/Organisation(Medicin

Section 2.4; Line 9 S list in which terms denote Change applied.
659 i a mapping to the corresponding

s that common with H domain?

Section 2.4; Line 9 e - should corrected to last element in FHIR Change applied.

659
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Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes Outcome

Section 2.5; Line The impact of the change of the authorisation status throughout

660 the lifecycle of the product on the Product status 1.2 shall be 2 5 lifecycle is described in
described:
“The authorisation status of a product could change through U can have the statuses current,
its lifecycle. A status “Valid” or “"Suspended” leads to a p al and nullified, therefore non-current has
status "CURRENT", a “Pending” status leads to a pro ved from the IG.

it is true that there may be a relationship

“Withdrawn” has a product status "NON-CURRENT".” ween the MA status and the product status, the

roduct status' transitions are not triggered by

changes in MA status.

Section 2.5; Line 5 Propose to set a term for the authorisation Change applied.

660 period of End-of-procedure and

done automatically when the

Section 2.5; Line 7 Example(s): Change applied.
661 Valid (100000072099), i Revoked
(100000072121), Wi ), Pending
(220000000066),
Section 2.8; Line 7 The excel file “ch an additional data “type of The document provided to vet change liaisons
665 t should be either added here  what a draft snapshot of the situation at the time,

please refer only to the overview provided in
Chapter 4 as published.

Section 2.8; Line 9 : Not applicable for parallel traded Change applied.

665 i : product.". Conformance is still Mandatory.

esponsible for the product even if it is registered
el trade in another destination country.)". Should this
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Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes Outcome

Section 2.8; Line Product owner cannot be mandatory for parallel traded products
665 since the wholesale distributor is responsible for putting the
product on the market.

Section 2.8; Line 3 Product owner is specified as Mandatory and Destination j the product owner remains the MAH
665 wholesale distributor as Conditional. For a parallel trade pany holding approval for parallel
product, this would mean that the same organisatio trade is the destination wholesale distributor. (See
specified as both Product owner and Destination whol mission Implementing Regulation (EU)
distributor. This seems unnecessary.
Section 2.9; Line 9 User guidance and Conformance have diff iteri hange applied.
668 when this applies. One is based on legal ba
authorisation/registration/entitleme
would be referring to the same

Section 2.9; Line 6 Please specify FHIR Element N We have removed the name as it is included in the

670 fully qualified FHIR path.
Section 2.10; Line 4 This part of the sente who is providing Change applied.
672 the parallel traded uct...” seems to
refer to section 2.
Section 2.10; Line 9 User guidance and ve different criteria as to Change applied.
672 legal basis and one on the

Section 2.10; Line 9 Change applied.

673
Section 2.11; Line 6 We have removed the name as it is included in the
674 fully qualified FHIR path.
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Section, Line no. Stakeholder = Comment and rationale; proposed changes Outcome

no.

Section 2.11; Line 5 Correction Chga app '
675 Name of the Reference Member State to be stated in the case of

decentralised marketingautherisation procedure (DCP), mutual

recognition procedure (MRP efnational-ma nrg-authorisat

or subsequent recognltlon procedures (SRP).—A—FefeFeﬁee

subjeette and an SPC harmonisation.
Section 2.11; Line 7 It is proposed to mention clearly that the VMPs subject to ge applied.
677 harmonisation will be transferred to MRP. S propose to

reword as:

“A reference member state is also assi

medicinal products subject to mu

SPC harmonization”
Section 2.12; Line 6 Please verify FHIR Element and FHIR Path is correct. FHIR Element Name has
679 been corrected.
Section 2.12; Line 7 Proposal for a rewor: ralised MA” is Change applied.
680 mentioned twice an ed that products are

transferred in a MR

“Names of tates (CMS). Only in the

case of authorisation, mutual

arketing authorisations or subsequent
utual recognition following SPC

Section 2.12; Line 5 ; erned Member States (CMS) should be Change applied.
680 ifi nly in the case of decentralised marketing

procedures and an SPC harmonisation.
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Section, Line no.

Section 2.12; Line
680
Section 2.13; Line
683

Section 2.13; Line
687

Section 2.13; Line
688

Section 2.13.1;
Lines 701, 714,
717, 723 and 732

Section 2.13.1;
Line 710

Stakeholder

Outcome

Comment and rationale; proposed changes

2.12 Concerned Member states to be 'Concerned member
states' lowercase as used in 2.11

The class only refers to the initial marketing authorisation
procedure and should be updated for National Procedures t
become MRP following SPC harmonization or referral
procedures :

“Marketing Authorisation Procedure class is used
information related to the initial Marketing author

means all info about the
confusing.

SPC/PL/LAB. B
product, so als

entries.
2 core procedure number should be stated
or (to be able to search for all concerned
MRP, regardless which initial procedure that

Change applied.

or additional types of application, i.e.
als (to be confirmed and as for Commission clarification
ansition from Directive to Regulation)

required.

ariations
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No change. The class tables only show these two

No change. Can be added at later stage if



Section, Line no. Stakeholder

Comment and rationale; proposed changes

Outcome

Section 2.13.1; 4 Hyperlink directs to a search results page on the EMA website,
Lines 724-725 not to a specific page or document.
Section 2.13.1; 4 Table “TAG - DESCRIPTION”, section “Value” It should be noted
Line 730 that the format for Centralised Procedure is different
Section 2.13.2; 5 This is a PMS extension - the Cross-Reference attribute in
Line 733 is not suitable for this since the cross-reference must r
another product. The FHIR path is not correct either
not related to the case.
A new attribute at the MedicinalProduct level
for this.
How can the Conformance be Conditional? A
have this ID.
Section 2.13.2; 9 If the identifier is to be generate
Line 733 at product creation, it must no roduct creation;
why 'Editable'?
Section 2.13.2; 9 ISO paths are related edicinal Product
Line 733 level, I understand o ifier mentioned in
this section is not ther UPD Product.
Therefore the
Section 2.13.2; 6 Please ve
Line 737
Section 2.13.2; 9 User G D value generated by the system; or
Line 737 statement says the system will
ase is conflicting to say that it's optional at
ation.”And is it correct that this is Editable?
Section 2.13.2; 9
Line 737
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Change applied.

Value of the FHIR path reviewed and FHIR name
removed as it was redundant with the FHIR path.
Change applied.

Change applied.



Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes

Section 2.13.3; The type of procedure {Ed-medicinal-marketingautherisation
Line 739 apprevatreutes)-through which the initial marketing

authorisation in accordance with article 44, 47, 49, 52, 5
of the Regulation (EU) 2019/6 was granted

attherity must be specified.
Section 2.13.3; 7 Add to the examples provided: Chatige applied.
Line 764 “Subsequent Recognition Procedure (200000016
Section 3; Line 765 7 The title “pharmaceutical products is to be renamea Explanation in text applied.

“administrable products”

Section 3; Line 765 8 Is the pharmaceutical form an attribu Attribute has been removed.

product? We didn't find this attrib
Section 3; Lines 7 This section is not clear: we the routes Change applied.
765-767 of administration/target s

organised and linked to t . should also be

Section 3; Lines 6 When there ar ot administration, i.e. Change applied.
765-768 , at which level will the repetition
tion (768) or pharmaceutical

Section 3; Line 765 9 Change applied.

edient (soft constraint, legacy from the previous IG, can
anged)
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Section, Line no. Stakeholder = Comment and rationale; proposed changes

no.

Section 3; Line 766 Add text to further clarify why the section Pharmaceutic product

is included in the vet IG although not really used for the vet

products.
Section 3.1; Line 7 The words “of the pharmaceutical form” should be delete
768 route of administration is not specified to 1 pharmace
form.

“User Guidance- The route of administration of th

pharmaceutical form must be specified in accordanc

appropriate Section of the SPC as a Term
Section 3.1; Line 8 One product can have more than one r
768 Why is it not repeatable?

Do we understand correctly thak

administrations multiple phag

necessary? This does not us
Section 3.1; Line 9 The guide under cons i te of administration
768 is not repeatable
Section 3.2; Line 9 Conformance is Irst sentence in User
772 Guidance says "
The targg i i n the appropriate section of the

Section 3.2; Line 2
772

Section 3.2; Line 9
772
ese target species in order to submit volume of sales.
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e applied.

Change applied.

Change applied.

Change applied.

Granularity of target species does not necessarily
relate 1:1 to the species used for the OPAD
species split.

The documented behavour of deletions remains as
agreed; this will have no impact on volume of
sales reporting.



Section, Line no. Stakeholder = Comment and rationale; proposed changes

Section 3.3; Line The data element Withdrawal period is presented as optiQ

775 that the intention?
Section 3.3; Line 9 Withdrawal period class is optional and tissue, peri ange applied: tissue and period are mandatory
775 fields as well. Can we have a withdrawal perio ser FHIR standard.
no period or vice versa? Also only note and n
Section 3.3; Line 7 The withdrawal period should be linked to the ® No change.
780 product” and not to the “pharmaceutigal product”
765 - 767.
“Each withdrawal period will belong t
administrable product on
one or more species are
Section 3.3.1; Line 9 If a withdrawalPeriod cl ¢ ssue is mandatory in Change applied.
782 FHIR R5 Preview
Section 3.3.1; Line 5 Please add so i Change applied.
782 As listed in Only values with extended
attributes eing “Edible and MRL Tissue”, "MRL
ould be used”.
Section 3.3.2; Line 9 i s is included, value is mandatory in Change applied.

785
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Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes

e model has been added, which

Section 3.3.3; Line 7 It is unclear in the proposed structure if the note should b \
arifies the relation with target species.

788 linked to a specific tissue or directly to the animal specié

in animals producing milk for human consump
there is no period of time for milk approved, the
withdrawalperiod.value cannot be fille

tissue and the period sh
Section 3.3.3; Line 9 FHIR Element Na
788 Path.
Section 4; Line 793 9 To remove t

in both the

D last element in FHIR Change applied.
ingredient can be referenced Change applied.

m and pharmaceutical product,

Section 4; Line 795 9 ‘ ' n describing ingredients of manufactured Change applied.
6.4), only the active substance should be
datory." This suggests that optionally could

radicts 4.1 Ingredient role where only valid option is Active
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Section, Line no. Stakeholder = Comment and rationale; proposed changes Outcome

no.

Section 4; Line 796 5 We should be clear if other substances than the active Ch @
substance are expected at all in the UPD. According to the text
in the Description, ONLY the active substance should be given
(only that term for the role should be used). It would be go
have this harmonised so that we just state the active sub
until we agree to add more substances, harmonised.

UPD, this below sentence should be deleted.
Section 4; Line 796 5 Correct the ISO Path. hange applied.
Section 4; Line 796 9 States "Also, the same ingredient can bg referenced i Change applied.

pharmaceutical product.
Section 4.1; Line 7 Some manufactured items
801 in this case the ingredient

shall be provided in

“User Guidance-
manufactured j d as a term ID. In case the
product doesn tive substance, the excipient
includedg i ed as an active ingredient (eg

Clarification provided.
ive”, an explanation

hapter 6 examples :

t as part of the

Section 4.1; Line 9 i table indicates 'The role of the Change applied.
801 i ¢ Of the manufactured item must be specified

be possible to remove the restriction of providing always

m for 'Active'?

may be entered optionally. Confirmed.
tional population is possible?

Section 4.2; Line 8
805
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Section, Line no.

Section 4.3; Line
806

Stakeholder

Comment and rationale; proposed changes

A table should be added to describe the Substance class: s the substance class.

repeatable and mandatory.

Change applied.

Clarification provided.

Change applied.

Section 4.3; Lines 3 It seems to us that the Substance class does not corresp
806 a natural grouping of data: The ingredient class has a
substance with manufacturer(s), strength and possi
reference strength, but only the ingredient class
repeatable grouping.
Section 4.3.1; Line 9 FHIR Element Name - should corrected t
806 Path.
Section 4.3; Line 7 Why are the reference active substance a
807 strength not listed first as this
active substances whereas
all active substances (e.g. f
tulathromycine, pim
This will be in ac ate that states that
the quantity in required.
In this case, th /ester will be optional depending
i in the finished product. This will
Section 4.3; Line 5
807
Section 4.3; Lines 3

810-811

The class is repeatable.
ents are to be specified, the Ingredient class needs to be
2d.

Section 4.3.1; Line 6
813

e verify FHIR Element and Path
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Value of the FHIR path reviewed and FHIR name
removed as it was redundant with the FHIR path.



Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes Outconz

Section 4.3.1; Line Propose to clarify what should be given as “active” substance
813 where not obvious.
NOTE: Every medicinal product must have at least one acti
substance. For products that are not regarded as havin
active substance, the “"main substance” of the produ
given (e.g. sterile water, sodium chloride). For h
products, the final dilution/trituration(s) added to t
should be stated.
Change ISO Path to:
/MedicinalProduct/PackagedMedicinalPro
ufacturedItem/Ingredient/Substa
Section 4.3.2; Line 9 g . : values is Change applied.
814 : al place. The

Section 4.3.2; Line 5
814 of homeopathi
including accep

Please refer to Chapter 6 (Examples).
icinal products is required,
ferent expressions for degree of

d in the human IG and should be considered here.
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Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes

onformance cannot be
udgement must be applied.

Section 4.3.2; On “The expression of strength”:
Lines 820-825 The first sentence claims that “The expression of strength fo
product is expressed as in the SPC in active moiety.” The
following sentences describe the exceptions to this rul
The final sentence seems to require that the stren
active moiety should always be expressed by
Reference strength class. However the Reference
is later (4.3.3) described as optional.
Section 4.3.2; 3 The test states that "Where the activ
Lines 822-824 the form of a salt or hydrate, the quan
should be expressed in terms ofgh

Change applied.

Section 4.3.2; Line 7
838
Section 4.3.2; Line 7
849
Section 4.3.2; Line 5
849

Please refer to Chapter 6 (Examples).

Change applied.

Change applied.

Section 4.3.2; Line 5
853

Rejected - the denominator is the concentration of
ominator. If it is expressed as per 0.8 ml, then the substance, which might be different from the

s acttdlly a presentation strength since the 0.8 ml would unit of presentation.

2 volume of the presentation. See suggestion for a new
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Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes

Section 4.3.2; Line 5 Concerning the sentence: “The provision of the strength(s) of
860 the active ingredient(s) is mandatory. The strength of the
substance as listed in SPC and Part 2A must be specifij
Check with the human EU IG about this. There we
adjusted what is mandatory based on how the
described and how it is used (patterns and the
mentioned above). we should not refer to the Ph
product in the vet IG in which a i
Manufacturing item is presented
Section 4.3.2; Line 5 How are you going to express ranges o Change applied.
862 e.g. low limit and upper limi

Section 4.3.2; Line 7 “Dose” should be added j Under review by SPOR team.

866 “unit of measure” for im 5.
Section 4.3.3; Line 9 FHIR Element Na ¢ 0 last element in FHIR Change applied.
874 Path.

Section 4.3.3; Line 5 It would be rence the patterns and decision Rejected.

876 strength expression to be used.

Section 4.3.3; Line 9 > aceutical product Change applied.
879

Section 4.3.3; Line 9 substances can be added, is this sentence now Change applied.
881 ally makes reader think they can add any

Section 4.3.3; Line 3
882

Change applied.
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Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes

Section 4.3.3; Line We do not understand the EXAMPLE: If maintained, use o
882 HCI / oxytet example above Oxytetracycline HCI /
oxytetracycline (concentration strength).
Also, could the value “1g” as Active and Referen
explained, i.e. where it would come from for this

Section 4.3.3; Line 6 Please verify FHIR Element and Path Value of the FHIR path reviewed and FHIR name
887 removed as it was redundant with the FHIR path.
Section 4.3.3; Line 7 Add “Reference active substance " as a ike Substance’in Change applied.

887 point 4.3.1 before the reference

874)

Section 4.3.3; Line 5 Change in ISO Path Change applied.

887

Section 4.3.3; 3 Please reuse t e lines 863-866, suitably Change applied.

Lines 889-891 adjusted.

Section 4.3.3; Line 6 Pleas FHIR Elem d Path Value of the FHIR path reviewed and FHIR name
891 removed as it was redundant with the FHIR path.

Section 4.3.3; Line 9
891

a comma and not a fullstop Change applied.
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Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes

Section 4.3.3; Line 5 Correction proposed
891 The denominator shall be expressed with a unit of numeri
value and a unit of presentation (e.g. tablet) or a unit
measurement.
The units for the denominator must be specified a
a Term ID as listed in Units of Presentation (200000
Units of Measurement.

h/Strength
Section 4.3.3; 3 Please reuse the wording of Change applied.
Lines 895-897 adjusted.
Section 4.3.3; Line 6 Please verify FHIR El nt 3 Value of the FHIR path reviewed and FHIR name
897 removed as it was redundant with the FHIR path.
Section 4.3.3; Line 5 /MedicinalProdu ac icinalProduct/Packageltem/Man  Change applied.
897 ufacturedItem/ nce/Strength/ReferenceStrengt

h/Stren
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Section, Line no. Stakeholder = Comment and rationale; proposed changes

no.

Section 5; Line 898 5 1) Propose to move this whole section to section 2, right after
section 2.13.2, the product identifier, level 1. Should not be a
major section but at the same level as the product Identifier
level 1.

2) Heading: Please, Add (ID Level 2)

3) Clarify text in user guidance:

As defined in point 3.1 of Annex III of Commission
Implementing Regulation (EU) 2021/16, a Permanent I
(or Permanent ID) is a unique identifier q
medicinal product in the Union product date
Permanent Identifier ensures-thatdi antiate
veterinary medicinal products g
States from the same MRP/D(

representing the
Permanent Identi

Section 5; Line 898 9 chnical ID of the FHIR resource. Should

value of "updId" or similar.
Section 5; Line 902 3 ction between the Product identifier and the

2nt identifier is not easy to remember.
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Change applied.

Change applied.



Section, Line no.

Stakeholder
no.

Comment and rationale; proposed changes

Section 5; Line 904

Section 5; Line 905

Section 6; Line 905

Section 6; Line 905

Section 6; Line 905

Section 6; Line 905

Section 6; Line 913

I thought this is a value generated by the system on a Create?
Therefore not correct to include this sentence "The Permane
Identifier data element is optional at the initial creation
veterinary medicinal product into UPD."

The attribute Package.quantity needs to be added j

packages is mandatory
"The package descripti
of the European/

ed by the RMS as part

both." I do
If package

or in both." means.

n repeatable, how to deal in DC|MR
cription provided by the RMS and the
CMS?

the Product owner group that ingredient

d item cannot be mandatory since it is not

table package id during the lifecycle is essential to enable
a exchange. Please consider this aspect. Otherwise it will
eak data synchronisation.
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nge applied.

Change applied.

Change applied.

Change applied.

Change applied.

This is supported by either the FHIR id for package
product or by the package identifier.



Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes Outcons

EU IG, in order to submit the
package for an specific

ill need to provide the package
is 'European' together with the

ry where the package has been sold.
nditional conformance of the Package
identifier is based on the operation type to be
performed, i.e. for create it is not required since it

Section 6; Line 913 2 To be able to report on sales volume, the IG notes that it is still
under discussion whether a package identifier would be the
PCID or just a system identifier. However, the current PCI
concept is a “European” one. E.g., for MRP the CMS mus

specify by selecting, as part of the national data set

meaning that there will be no unique ID for a pa

specific MS. will be generated by the system, and for updates
In addition it is noted that the PCID will be mandatory. A specific chapter on volume of

the initial creation of the veterinary m i . sales will be drafted.

unclear how mapping ca
concept of an optional E

Section 6; Line 913 3 Reference to PCID removed.

Section 6; Line 916 5 Change applied.
unguage package description as written in the

PC and in the End-of-procedure document is to be

ded by the RMS as part of the European/common data set

Il the packages authorised under the regulatory procedures.

Section 6; Line 919 6 roposed (editorial) change: PCIDs Change applied.
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Stakeholder

Section, Line no. Comment and rationale; proposed changes

Section 6.1; Line User guidance box of 6.1 is hard to understand. Can you ple
929 specify on which level the repetition shall occur (6, or 6. /ide more clarity.
Section 6.1; Line 7 A Packaged product class shall be added before 6.1 wi ass' for package medicinal product has been
929 at repeatable in order to have several package de
sizes for a veterinary medicinal product.
The packaged product class shall include :
- 6.1 package description, 6.1.1 Language, 6.1.2
- 6.2 Pack size
- 6.3 Package identifier
- 6.4 Legal status of supply
- 6.5 Marketing authorisatig
authorisation number (p3 .2
Section 6.1; Line 2 6.1 Table: products aut ckage description Change applied.
929 ‘added by whom 24 is g ioned for MRP/DCP/NP.

Marketing
ntry
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Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes Outcome

Section 6.1; Line Proposed change (if any): Proposed clarification
929 The free text description shall contain information regarding
only of one individual pack sizes. For multiple pack sizes the
elements should be repeated to collect 1 pack size per free
description with the text descriptions making clear the
differences between the packs.
For MRP/DCP, the English version from the eAF can be
the RMS to populate by the end of procedure. In many ca
will need to be edited (separated) so that e
description only describes one package.
Products authorised through NP

The package description is to be g

Section 6.1; Line 3
929

Noted.
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Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes Outcome

Section 6.1; Line The user guidance allows to provide the description of a
929 package in more than one language but this element is NO
repeatable, how is that possible?

2 associated with a package,
ent is a free text field will

lation wfien applicable (e.g. Belgium could
the description of the package in its three
anguages in the same field).

Section 6.1; Line 5 On all examples, add text in red as proposed be
931 1) If text is in the SPC Section 6.5 Nature and com
immediate packaging is: Xxx

The Information to be entered in UPD
first package should be: Xxx
Information about how to hang
missing in the first exampl
description for the UPD.
The examples in Spapi

Change applied.

1 be changed into
= added or the

ation to be entered in UPD Package description of
ackage is:

¢ box of 1 dose + 1 ml vial

astic box of 10 x 1 dose + 10 x 1 ml vial
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Section, Line no.

Section 6.1; Line
932

Section 6.1.1; Line
943

Section 6.1.2; Line
946
Section 6.1.2; Line
946

Section 6.2; Line
949

Section 6.2; Line
949

Section 6.2; Line
950

Stakeholder
no.

Comment and rationale; proposed changes

6.1 Package Description, please may the attributes be
numbered all at the same 'level’, e.g.:

6.1.1 Package Description

6.1.2 Language

6.1.3 Country

The given ISO Path will not work since this attgi
path is not coupled to the package. You nee
as you do for the language.

In the user guidance box the word * !
here.
I don't understand this. Why is coun
specified in section 1.7.3. i
PackagedProductDefiniti
MedicinalProductDefini

¢ pack size.
tus should be provided at package
n is granted at this level, otherwise

meric value and the unit of presentation.
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Change applied.

Change applied.

Change applied.

Change applied.

Change applied.

in this section



Section, Line no. Stakeholder = Comment and rationale; proposed changes

no.

Section 6.2; Line 7 “The pack size of a box of 1 bottle of 250 ml is 1 258 (numeri
958 value) bottle (unit of presentation), the quantity 250 ml is
described in the (Manufactured idem quantity described 4
manufactured item section).”

Section 6.2; Line 7 A packaged medicinal product has only one pack g ge applied.
959 “Packaged medicinal product class” is repeata
sizes field not.
“Repeatable- No ¥es”
Section 6.2; Line 7 Add an example of a pack size of a
959 and a vial of solvent:
“The pack size of a product with 1 via
solventis 1 + 1.”

Rejected - it is either 1 or 2 but not 1 + 1

Section 6.2; Line 9 There is no FHIR path. . » to section 6.6.1? Change applied.

959
Section 6.2; Line 7 Example(s): Change applied.
961 10 (tablets),

of powder)
Section 6.2; Line 5 What if the nufactured items in one package? Change applied.
961 package containing e.g. two vials,
Section 6.3; Line 9 ates that this is assigned by UPD. i.e. the Clarification provided.
962 | @ es this value. Therefore, not correct to also say
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Section, Line no. Stakeholder = Comment and rationale; proposed changes

no.

QOutcom

Section 6.3; Line 8 We assume that package identifiers are stable during the
962 lifecycle of the package. Are there any rules for package
identifiers in the context of data format? How is this identifi

related with the IDMP PCID?

Section 6.3; Line 5 “The PCID data element is optional at the initi
962 veterinary medicinal product into UPD."”
Is should be further described what “optional” me
different for MRP/DCP (blank?) and

reasons.
Also, PCID or other ID to be defi ier in the
document).
Section 6.4; Line 7 Add package level to theg
963
Section 6.4; Line 5 Add text in headi
963 Legal status
Section 6.4; Line 3 There is on i in the SPOR Vet expert group about
963 re different pack sizes have
reflect the outcome of this discussion,
Section 6.4; Line 3 F - en for Legal status of supply at package level
972 correct (would seem to apply to the product

Section 6.5.1; Line 7
993
class” is repeatable. "Repeatable- No ¥es”

marketing authorisation number is not repeatable, only one
umber per packaged product. The “Packaged medicinal product
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- age ID is stable.

Sp 2 use e package identifier, make

. ue must not be supplied for
CREATE bt ust be supplied for UPDATE.
package identifier will be generated by the
and must be seen as an opaque structure.
Change applied.

Change applied.
Change applied.

Noted.

Since we have no requirement to align with ISO
we have just retained in the documentation the
mapping to the FHIR path which is now in line with
the IG for human use.

Change applied.



Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes

Section 6.5.1; Line The conformance is specified as “Mandatory”. This is correc
993 but it presupposes that the 6.5 Marketing authorisation

(package level) is relevant, which it is not always.
Section 6.5.2; Line 7 The country is not repeatable, only one country p
994 product. The “Packaged medicinal product cla

ge applied.

“Repeatable- No ¥es”
Section 6.5.2; Line 5 Add text in heading for clarification Change applied.
994 Country (package level authorisatio
Section 6.6; Line 2 The section on "Annual volume of sa i i Details on the formats for the submission of
997 previous drafts has been rem i certain data by MAHs are still under discussion
handled by different tools and will be included in a separate chapter on

f the UPD and a volume of sales.
parency on data field

platform) the sales data
document is required th
requirements.

Proposed ch on volume of sales.

Section 6.6; Line 3 Annual volu Details on the formats for the submission of

997 certain data by MAHs are still under discussion
and will be included in a separate chapter on
volume of sales.

Section 6.6.1; Line 7 , ~d item class” is mandatory, why the “unit of Change applied.

1015

Section 6.6.1; Line 9
1015

t makes this conditional? Change applied.
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Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes Outcome

Section 6.6.2; Line Please, add an example describing how manufactured item
1018 quantity should be expressed for a package containing a powder
and a solution
Changed text proposed in bullet point two, for clarification
Section 6.6.2; Line 9 Possibility to include the term 'dose’' in Unity of meass
1018 (EMA list) to allow the provision of information of M

could be exacly the same.
Section 6.6.3; Line 5 Medicinal Product ABC 20mg/ml powder a
1024 for injection (combined pharmaceuti
separate vials will contain two . ms with

Change applied.

the following dose forms:
Section 6.6.3; Line 9 This is mandatory in FHIR R5 Change applied.
1032
Section 6.6.3; Line 3 The Manufactured 0 be Mandatory Change applied.
1032 rather than Condi
Section 6.6.4; Line 6 The implementati missing, seems to be Please refer to section 4.
1038
Section 6.6.4; Line 7 ‘ r solution for injection” is Change applied.

1038 2 me actured dose form. The quantity of

i e of solvent is not always clearly defined.

’H 4.8; water for injections ad 1 ml. It should
at the quantitative composition in excipients is
f the Product information of the veterinary medicinal

ation on the quantity of ingredients except when the
ingredient is the active substance.
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Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes

Section 6.6.4; Line
1038

Remove the full section since it is not needed here in the
context of Pharmaceutical product (concept not really used ig
vet products UPD). It is already described in the context g
manufactured item above.

Section 6.6.4; Line 9 Table is missing showing user guidance, repea

1041 etc
Annex I; Line 1042 6 The numbering in the last three lines of the table i
Annex; Line 1042 5 I think there is an Annex missing (A

what data elements that should be in

types.
Annex 1; Line 3 Type for marketing authorij t in main
1042 text, only in Annex. Wha

Annex; Line 1042 9 We need a section or an
that are applica

products.

Annex 1; Line 9 If any chang rmance, the corresponding entry in
1042 this Annex s

Annex 1; Line 9

1042

Annex 1; Line 9 nt in brackets about MP or pack level is not
1042

Annex 1; Line 9 ted in main document. The section numbers of
1042 o items in the table are not correct

Annex 1; Line 9 2.13.1 is conditional.

1042
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pharmaceutical product section, hence this
must be maintained.

Change applied (refer to section 4).

Change applied.

Please refer to Chapter 6 (Examples).

Line removed from Annex.

Fields will apply to all products unless specified
otherwise in the condition.

Change applied.

Change applied.

Change applied.

Change applied.

Change applied.



Stakeholder
no.

Comment and rationale; proposed changes

Section, Line no.

Annex 1; Line 9 Ref. 4.2 In main document not required for UPD. Doesn't

1042 contain table of how might be populated if optionally want to
include.

Annex 1; Line 9 Ref. 4.3.3 the attribute and not the class is mandatory

1042

Annex 1; Line 9 Ref. 6.6 review section references - some are not corre

1042 5.6.2 (wrong number) is duplicate to line above

Annex 1; Line 9 UPD IA Annex, i.e. IA Ref, 3.1 should be 3.10 for Withdr

1042 period tissue, period and note

Annex 1; Line 3 It is not clear to us how much data needs t bmitted by

1042 the RMS for products approved according to
the individual “national” products i
We think that it is important to ag on the
processes surrounding the UPD.
The current description is I on the data
that needs to be foun sful submission
and important detail to be still missing.
The process for sub ed documents” is one
additional exa ment be submitted in

entifier? - if so, why does the
Chapter 3
2
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Outcome

e applied.

he RMS submits the common data and their own
national dataset. The RMS only has to identify the
CMSs, and subsequently the CMSs will submit
their own national datasets. In this context, RMS
would be expected to submit the english
documents in the first instance, and then only
their own language documentation with their
national dataset after the product has been
authorised in their Member State.

Details on the formats for the submission of
certain data by MAHSs are still under discussion
and will be included in the next version of the
Veterinary EU IG as necessary (e.g. volume of
sales or VNRA).



Section, Line no.

Stakeholder
no.

Comment and rationale; proposed changes

Outcome

Section 2; Line 25-
27

Section 2; Line 27

Section 2; Line 37-
40

Section 2.1; Line
46

Section 2.1; Lines
55-57

Section 2.1; Line
59

3 Please replace the comma between the two types of submission
by “and” (for ease of understanding), resulting in the follewing
text: “"NCAs should electronically submit into the UPD
information on newly authorised veterinary medicinal pro
and information on changes to existing veterinary medi
products following completion of a variation proced
another regulatory procedure, as applicable.”

7 The upload of legacy data is not covered in thi
proposal to add upload of legacy data :

“NCAs should electronically submit intg the UPD info

or another regulatory pr
3 According to this t i
authorisation
through the
Marketing a

wording “notify changes” sounds slightly inappropriate if the
ct is an amendment of the existing information - just as in
he previous bullet. Who submits and who is notified?
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Rejected - specific legacy data provisions are
addressed in chapter 4 - this chapter only relates
to overall process.

The exact scope of the API is under discussion by
the product owners.

No there are not. Different profiles / business rules
apply to each type of product/procedure as
described in Chapter 2.

Chapter 1 is an introduction, detailed description
given in Chapter 3.

Change applied.



Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes Outcome

Section 2.1; Lines 4 This endpoint (data management operations) does not contain
66-67 a number as others do (EP309 Create Product, EP311 Update
Product). Is nullification not considered an operation?

slicinal product is done by
equest with the product
its corresponding RMS term

Lines 77, 97, 116 3 The term “PCID” is used about the package identifier as
by the UPD. This will be understood as “IDMP PCID”,

Lines 81-171 1 Regarding variations, it is unclear in which cases th
submit the changed data to UPD and in which cases th
should submit the changed data to UPD. I
be submitted from both.

Section 3.1; Line 7 Please define the timeline for CMS to u

117 created by RMS.

This is specified in the implementing act and in the
2 paragraphs of section 4 of Chapter 3;
clarifying what the MAHs are expected to do.
Anything else is the responsibility of the NCA.

For legacy timeline has been provided, for new
ones, it's "after authorisation in the MS" so hard to
define as they all have different timelines. Further
clarification under way.

Section 3.2; Line 7
118

Yes, also applicable to legacy data; details on
which fields apply for submission of legacy data
are provided in Chapter 4.

Section 3.2; Line 2
123

Change applied.

Section 3.2; Line 2
130-132

Change applied.
) calendar days’, rather than ‘implementation’, so the
is confusing.
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Section, Line no.

Section 3.2; Line
130-132

Section 3.2; Line
130-144

Section 3.2.1;
Lines 149-150
Section 4; Line
161-162

Section 4; Line 171
Section 4; Line
172-173

Chapter 4

Scope; Line 26

N O

Stakeholder
no.

Comment and rationale; proposed changes

The IG states the requirement for NCAs to make the changes
within 30 days but does not mention what happens if the
deadline is not met. What is the consequence if after 30 days
the data isn't uploaded?

Does this imply a requirement that the NCA is capable to
the information in FHIR format for all variations? Fr
date?

This sentence may be confusing since it seems th
MAH who can nullify the product in the 4JPD.

it implies that for VNRA 1
approves 3) MAH u

package, 2) CA
what is proposed

pdate Product"
ow and when details on the

eeded - exact date on which legacy
should be valid.

=d as any data on a veterinary medicinal product
brised in @ Member State with a marketing authorisation or
stration valid on before 28 January 2022.”
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Outcome

egacy data, only submission of the latest

with these provisions.
Change applied.

Details on the formats for the submission of
certain data by MAHs are still under discussion
and will be included in the next version of the
Veterinary EU IG as necessary (e.g. volume of
sales or VNRA).

Change applied.
Noted.

Change applied.

of product as authorised. Any subsequent
s need to be submitted to the UPD in line



Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes

From the MAH perspective, the IG does not provide any detai
on the legacy data upload timeline or organisation. More

Scope; Line 38 5 authorised or registered in a Member State
2022

Scope; Lines 43-44 8 What is the UPD product id?
The permanent identifier should b
medicinal product.

Change applied.

Correction applied.

icient to ident
Scope; Line 44 5 of a product record by assig (level 1), Change applied.

Section 1; Line 58 5
Section 1; Line59 5 i a specific supporting Change applied.

Change applied.

will accept
Section 1; Line 61 9 Clarificatio r XML file will be sent by NCAs to the Change applied.
EMA i it in UPD
Section 1; Line 63 5 5 file or any part of it (i.ee.g. Change applied.
e recognised as not being compatible with
s when uploaded into the UPD system, the

part of a batch upload, any correct datasets of that same
k would be accepted as uploaded to the UPD.
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Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes

Section 1; Line 66 2 NOTE 2: The Agency has the capacity to upload XML File(s) o
once for each NCA. Therefore, this service shall be conside
temporary supporting measure and will be available onl
and at the time of the legacy data provision by the
January 2022.'

Comment: The submission planning roadmap i
Introduction chapter line 127-128 shows that
the common dataset and the CMS provide their n

wn to CMS prior
ust support at least 2

Section 1; Line 66 5 NOTE 2: Change applied.

The ad-hoc file upload
3 temporary supporting measure
ce and at the time of the legacy
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Stakeholder
no.

Comment and rationale; proposed changes

Section, Line no.

Section 2.6; Line
147

Some RMS List used by UPD are missing:
EU Territorial Authority 2.4

Ingredient role 4.1 (always the same term)
Marketing Status 1.5.2

Master File Type 1.8.1 (always the same term)
Record Status 1.2

Tissue 3.3.1

Ingredient role is missing in the RMS lists to be ma

Section 2.6; Lines 3

156-157

Section 2.8; Line 3 The update in question does not affec

195-197 other attributes of the substance in the

Section 2.8; Line 2 NOTE: At present, veterinary g

199 cleansing in SMS. This is e by end

January 2021 at the latest
Comment: Vet Subs ot completed (VMP-
Section 2.8; Line 5
202

Concerning thi
substances, th

vaccines and proteins
not currently include
ame in English is provided for the

ation in UPD. Meanwhile, a change
e existing substance ID shall be provided

ot clear form the text what is expected by NCAs
ning translations of these substances.

Section 3; Line 226 6
Section 3; Line 226 6

pering of fields from IG chapter 2 is wrong (2.7 to 2.12)
vlanufacturing activity’ should be 1.12.2
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Outcoms

hange applied.

Change applied.

Change applied. The Vet Substance cleansing has
been completed.

Those substances need to be provided.

Change applied.
Change applied.



Section, Line no.

Stakeholder
no.

Comment and rationale; proposed changes

Section 3; Line 226
Section 3; Line 226

Section 3; Line 226

Section 3; Line 226

10

10

10

Table ends with 6.5.1, is this intentional? W splied
Specifically regarding point “1.10.6 Attached document

content”, it is according to us not realistic to provide this
information within less than a year. The overall 1.10
technically very challenging. Even more for Belgiu

requested documents in the proposed format
upload too heavy.
FAMHP is unable to deliver the da . i The use of base 64 encoding is only required for
the manipulation of documents through the API as
it is part of FHIR standard.

according to
less than a
In1.11.2 ovide the permanent ID of the Comment noted.
reference inal product. In practice this

ce it doesn’t exist yet.
e same goes for 1.11.1 Product cross-reference type and
1.11.3. source product identifier.
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Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes

Section 3; Line 226 We hold information on the QPPVs, however under another

format as is requested. Moreover, we are unable to match

different QPPVs within one Belgian firm to the different
products. We are thus very concerned on the quality
that we can deliver.

Section 3; Line 226 10 2.12. Concerned Member States. This informa
available in our national databases. It is impossi
to upload these data.

Section 3; Line 226 10 2.13.2. Product Identifier: It is indic
guide that these data have to be provi
the legacy data upload. Howe i
by the NCA before the uplg
document. The same go
permanent identifier

Section 3; Line 226 10 Belgium is not is a RUP or MRP/DCP, Comment noted.

because it is

Comment noted.

This is only needed in case of updates.

Section 3; Line 226 10 Confirmed.

Section 3; Line 226 10 Comment noted.

Section 3; Line 226 7 | basIS shall be conditional based on the regulatory Rejected - legal basis is mandatory
ement type “Marketing authorisation”:
formance in chapter 2- Mandatery Conditional”
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Stakeholder
no.

Section, Line no.

Comment and rationale; proposed changes

Section 3; Line 226 7 Please indicate in the “note application to legacy data”, that a
least SPC is requested as attached document: “SPC at leas
legacy data”

SPC is not available in EN in national database but a
CTS.

(authorised dose form) is mandatory in the c
“Conformance in chapter 2- Mandatory

form based on the 4 lists should be provided)

Section 3; Line 226 7

Section 3; Line 226 7 ATC vet Code is conditional but onl
level not the package level:
“Conditional {ei
Section 3; Line 226 7 The name of product in
Proposal: this informatj
uploaded in a global
instance.
Section 3; Line 226 7 able in the national
ould be provided by MAH:

mandatory for legacy data)”

The inform
database.

Section 3; Line 226 7 data is not available in national database
ded for legacy products:

5- (Mandatory for legacy data) No"

Section 3; Line 226 e identifier is an identifier generated by the system. This
entifier can’t be provided by NCAs with legacy data:
6.3 Package identifier- (Mandatory for legacy data) No"

Section 3; Line 226 10 The Target species list is too detailed.
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nge applied.

Change applied.

Comment noted.

In compliance with the Commission Implementing
Regulation (EU) 2021/16 and Regulation (EU)
2019/6, it is the responsibility of the NCAs to
provide this data.

The information is required/mandatory to be able
to support the submission of the volume of sales
by MAHSs, and also required to enable automated
calculation of tonnes of active sold from sales data
for use in ESVAC.

This data is conditional, i.e. in initial creation it is
conditional and mandatory for updates.

Under review by SPOR team.



Stakeholder
no.

Section, Line no.

Comment and rationale; proposed changes

Section 3; Line 226 3.3.3. Withdrawal period - note: Belgium can only provide free
text. Given the fact that there are three languages in Belgium
do we need to concatenate the NL — FR — ENG text? Or do
need to provide them separately?

Section 3; Line 226 10 In the latest implementation guide, it is also forese

ingredient needs to be uploaded.

In the RMS list 4.1. ‘ingredient role’ , not only

mentioned, but also “solvent”. How is solvent to

Do we need to provide the excipient as_part of the

also the excipient that is part of the

per definition in the end product? If th
provided too, in practice tha ut of an

at the submi .
be extremel and practically impossible.

Section 3; Line 226 10 omposition; 4.3.3. Reference

ure unable to link the fields in our national

baseW0 the fields under these two sections.

he information regarding the package description be sent
e UPD only in English? Or does it need to be provided for all
elgian languages?

Section 3; Line 226 10
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Outcom

e applied.

Chapter 6 on Examples will be published at the
end of June 2021.

Change applied.



Stakeholder

Section, Line no. Comment and rationale; proposed changes

Section 3; Line 226 Can we just give an enumeration of the units of presentations
using a separator for 6.6.3 or do we need to repeat all the apter 2 and the Chapter 6 on

blocks (6.6.1 to 6.6.3)? ¢, ve published at the end of June 2021.

Section 3; Line 226 10 6.6.4. Ingredient: do we need to repeat ingredients f] mandatory for legacy data.
section 47
Section 3; Line 226 5 This section outlines the data elements that fa is already the full list of data elements to be

provided; with indication whether they are
mandatory or not for the submission of legacy
data.

on product type. This co
added text as (please re

(0]
_|
o
3
3
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O
3
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3
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3
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3
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Section 3; Line 226
Section 3; Line 226

Change applied.
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Change applied.
esponsible Authority is not correct.
Section 3; Line 226 3 for two distinct data elements, Change applied.

Section 3; Line 226 3 e FHIR path given does not appear to Change applied.
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Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes

Section 3; Line 226 3 Class 1.10 Attached Document: detailed data fields and the
references to FHIR data elements suggest a process where
document itself (the contents of the document) is submi
part of the overall data submission.

This is not in line with the previously described p

uploading the document in order to obtain a

of first

Section 3; Line 226 10 It is not clear to us how we need to Change applied.

the product.
Since there are
Belgium:
free text ful
free text ful

, this would mean for

000001 / BE - FR
000001 / BE - NL
000001 / BE - DE
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Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes

Section 3; Line 226 5 In the table at the end of the document, the column “Mandator ed as conditional.

for legacy data” should be deleted, since the whole table is
about mandatory data elements (and all have “yes” in thig
column).
However, for some product type, (i.e. registered h
products, “pet products” and PT), some data el
mandatory. This would however be better captur
separate table 2.

Section 3; Line 226 5 In the table at the end of the docum
“Conformance in Chapter 2” should be
confusing to have this informatias
(Chapter 2 information).

Section 3; Line 226 5 Proposed change (if any):

front of all comments in

Change applied.

Change applied.

Section 3; Line 226 5 g ifi j ocument types that are mandatory  This is information is provided in Chapter 2.

Section 3; Line 226 8 The table mentions mandatory data elements, any
other data fields can be provided on a voluntary
appliwg purposes business identifiers will be needed as basis.

ssed in the legacy data upload subgroup. Shall we mention

that guide? Will be needed optionally.

Section 3; Line 226 9 updates made to Chapter 2 Conformance, FHIR Path or Change applied.
section number/title - need to update and align corresponding

entry in Chapter 4.
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Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes Outcoms

Section 3; Line 226 Ref. 1.3: Chapter 2 conformance is mandatory

Section 3; Line 226 9 Ref. 1.6.2: Chapter 2 - remove comment about at product or
package level - n/a
Section 3; Line 226 9 Ref. 1.6.3: FHIR path not correct
Section 3; Line 226 9 Ref. 1.10.1: FHIR path not correct
Section 3; Line 226 9 Ref. 2.4: Not OMS. Now RMS List EU Territorial A Change applied.
Section 3; Line 226 9 Ref. 2.9: wrong Chapter 2 section hange applied.
Section 3; Line 226 9 Ref. 2.10: wrong Chapter 2 section; plus wrong FHIR Change applied.
both 2.10 entries
Section 3; Line 226 9 Ref. 2.11: FHIR path not correct Change applied.
Section 3; Line 226 9 Ref. 2.12: FHIR path not correc Change applied.
Section 3; Line 226 9 Ref. 3.3: If include withdraw ndatory Change applied.
tissue and value
Section 3; Line 226 9 Ref. 6.1.1: FHIR path not c Change applied.
Section 3; Line 226 4 Request for additi Rejected - field not included in Commission

s a Controlled Drugs. - Implementing Regulation (EU) 2021/16 and thus

Classification if
YES/NO is not part of the minimum viable product
This is a h NCA implementation of the UPD. Field can be requested

and prioritised for later releases of the UPD, in
which case this will lead to updates of the
Implementation Guide.
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Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes Outcome

Section 3; Line 226 10 The provided implementation guides have been analysed by d - the IG covers the fields in the
FAMHP. We are very alarmed by the workload generated by the ting Regulation (EU)
addition of data fields in the most recent implementation gui . y Member States in November
Compared to our previous estimations on the workload m . plementing what is legally

development- has increased substantially.
We observed:

several we are unable to deliver.
2/ we also needed to totally revise our
required technical development

upload, based on the 21 da
development was required. \ i urrent scope,
development is ne i [ de the required data
ent”). Itis not just a
matter of fore budget, we also need to foresee
ly do not have, given the fact

1 on the release of a national

1sed on the first 21 data fields set-up initially.
or 2's section numbering changes need to be considered in Change applied.
pter 4 too.

Section 3; Line 226 9
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Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes

Annex I; Line 227 Important guidance document missing; OMS Guidance on

Assessing Organisation Names and Location Data.

Chapter 5
Section 1; Line 2 The vet EU IG Chap 5 appears to be a copy-paste . was amended to isolate it from ISO and
15ff human PMS EU IG chapter 6 (apart from a UPD i 4 focus more on UPD.

It is important to remember that IDMP is not a le
requirement for the veterinary sector and only the
parts/elements of SPOR that are com
the veterinary-specific data elements)
veterinary Business stakehold db
and related systems.

QP
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e UPD




Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes

Section 3; Line In the document it is specified that the SPOR API has been buil al UAT; and when providing

42ff by using FHIR as an overarching standard. This information i ation in our webinars, we discuss
together with the details in chapter 2: Format for the electr e notes and sample files to create products.
submission of veterinary medicinal product informati have the release notes available on the

FAMHP this information is not concrete and detai
be able to prepare the data upload. Could chapter
information on:

1/ How the files will be exchanged. Thi
insufficiently detailed.

We request to provide more cg
exchange in chapter 5: Tech
Regarding the format for t
is missing. In chapte i : HIR profile is

Section 3; Line 10
42ff

As part of the Informal UAT; and when providing
supporting information in our webinars, we discuss
)pose to add a representative example of a legacy data release notes and sample files to create products.
file, as we also requested a concrete and detailed We also have the release notes available on the
ple on the data fields to be uploaded (content). EMA website.
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Stakeholder
no.

Section, Line no. Comment and rationale; proposed changes

Section 3; Line Clarification on the format of the data upload

42ff a) Will it be a large XML file with all the product; or
b) One XML file per product (e.g. 400 products equals 400
files)

Section 3; Line 10 Large size of the data transfer

42ff We also have concerns on the large number of P.
that need to be included in the legacy data upl

Section 3; Line 10 Milestones: We would also like more information

42ff requested deliverables and milestones

echnical details on the
be available.

scheme and when we ca

API, UI and file upl
Section 4; Line 55 2
sectors and is written for
he resources as defined in the
coverage for the full IDMP model.

Section 4; Line 55 7
ontent of a whole veterinary medicinal product as

sted for UPD? This complete profile could be used by NCAs
a first validation step before the upload of data in the UPD.
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QOutcon

3, have one medicinal product

ent noted - this is out of scope of the
ce provided in this document.

NCAs are invited to join the informal UAT group
where more detailed, regular updates are
provided.

The resources as defined in the current API
specification offer coverage for the full IDMP
model, as applicable to the human domain. For
the purposes of the UPD, only the relevant data
elements and resources within the overall FHIR
model that apply to the veterinary domain should
be used.

Yes, but since this is an implementation
deliverable it can only be provided at the same
time as the relevant release of UPD.



