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Terms, definitions, abbreviations

Definitions and terms

Countries with comparable veterinary medicinal product control

» The current list of countries recognised by Swissmedic as countries with comparable veterinary
medicinal product control in accordance with Art. 16 para. 4 TPO is published on the Swissmedic
website under Directory List countries with comparable control of veterinary medicinal products.

The veterinary medicinal product authorities in these countries are referred to collectively in this
guidance document as foreign authorities.

1.1.2

Reference authority

The term reference authority refers to the foreign authority that has already authorised the veterinary
medicinal product concerned and on whose review outcome the applicant is basing its request for
authorisation or variation in Switzerland.
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1.2 Abbreviations

Al Additional Indication

AR Assessment Report

ASMF Active Substance Master File

CP Centralised Procedure

CVMP Committee for Veterinary Medicinal Products of the EMA

DCP Decentralised Procedure of the EU

DMF Drug Master File

EFTA European Free Trade Association

EMA European Medicines Agency

EU European Union

EU-SmPC Summary of Product Characteristics (EU)

FDA Food and Drug Administration (USA)

FeeO-Swissmedic Ordinance on the Fees charged by the Swiss Agency for Therapeutic
Products of 14 September 2018 (SR 812.214.5)

GCP Good Clinical Practice

GxP Good x Practice

KAS Known active substance

LoQ List of Questions

LoOl List of Outstanding Issues

MPI Medicinal product information

MRP Mutual Recognition Procedure of the EU

NAS Medicinal products containing new active substances

NTA Notice to Applicants

Ph. Eur. European Pharmacopoeia

Ph. Helv. Pharmacopoea Helvetica

RMS Reference Member State of the EU

TPA Federal Act of 15 December 2000 on Medicinal Products and Medical Devices
(SR 812.21)

TPLO Ordinance of the Swiss Agency for Therapeutic Products of 22 June 2006 on
the Simplified Licensing of Therapeutic Products and the Licensing of
Therapeutic Products by the Notification Procedure (SR 812.212.23)

TPO Ordinance of 21 September 2018 on Therapeutic Products
(SR 812.212.21)

TPLRO Ordinance of the Swiss Agency for Therapeutic Products of 9 November 2001
on the Licensing Requirements for Therapeutic Products (SR 812.212.22)

WL Guidance document
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2 Introduction

If an applicant requests authorisation or an extension or a variation of an authorisation for a veterinary
medicinal product for which authorisation has already been granted in a country with comparable
veterinary medicinal product control, Swissmedic takes account of the results of the reviews
conducted for this purpose if certain requirements are satisfied. The aim of taking into account the
outcome of foreign authorisation procedures is to assist in such a way that veterinary medicinal
products that are already authorised abroad are made available in Switzerland as quickly as possible
and Swissmedic’s resources are deployed in a risk-based manner (Art. 1 para. 2 ¢ and Art. 1 para. 3
a TPA).

21 Legal framework

The procedure for taking account of review outcomes determined in the course of foreign
authorisation procedures is governed in particular by the following legal framework (the provisions of
laws and ordinances):

Federal Act of 15 December 2000 on Medicinal Products and Medical Devices (Therapeutic Products
Act, TPA'):

= Art. 13 Medicinal products and procedures authorised in foreign countries

Ordinance of 21 September 2018 on Therapeutic Products (Therapeutic Products Ordinance, TPO?):

= Section 2: Medicinal products and procedures authorised in foreign countries (Art. 13 TPA), Art.
16 - 20

3 Objective

This guidance document is aimed at administrative bodies and thus does not directly set out the rights
and obligations of private individuals. Swissmedic uses this guidance document first and foremost as
a resource for applying the legal provisions in a uniform and equitable manner. For applicants, the
document is intended to make clear the specific preconditions and requirements that must be fulfilled
so that applications for authorisation and variation of veterinary medicinal products as per Art. 13 TPA
can be processed as quickly and efficiently as possible.

4 Scope

This guidance document applies in the following cases:

1 To the following types of application for authorisation and variation of veterinary medicinal
products and to procedures that are based on Art. 16 — 19 TPA and refer to an authorisation that
has already been granted in a country with comparable veterinary medicinal product control:

a) New authorisation applications for veterinary medicinal products with known active substances
b) New authorisation applications for biosimilars

SR 812.21
2 SR 812.212.21
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c) New authorisation applications for veterinary medicinal products with new active substances
and their additional indications and target animal species, provided they fulfil the criteria listed in
section 7

d) New authorisation applications for veterinary medicinal products that, on the basis of Art. 12
para. 4 TPLO, cannot be authorised using the simplified procedure, provided they fulfil the
criteria listed in section 7

e) New authorisation applications for the granting of temporary authorisation for a veterinary
medicinal product in accordance with Art. 9a TPA, provided the criteria listed in section 8 are
fulfilled

f) Applications for variations not requiring assessment, as long as they meet the criteria in section
5.1

g) Applications for variations requiring assessment (additional indications and target animal
species for a veterinary medicinal product with a new active substance, provided they fulfil the
criteria listed in section 7)

2 For parallel procedures in Switzerland and abroad as per Art. 20 TPO

By analogy, for authorisation of processes as per Art. 9 para. 3 TPA.

3 For authorisation of veterinary medicinal products for which variations are being requested,
provided the applicant requests the procedure defined in Art. 13 TPA and all the following
requirements are fulfilled:

a. The submitted documents from the foreign procedure, including all variations, are no older
than five years and correspond to the authorisation status in the other country.

b. The official assessment decisions issued during the foreign authorisation procedure are
available, including the related Assessment Reports.

c. The documents contain all the information required for Switzerland as shown in section 11,
particularly the medicinal product information and labelling texts.

d. The documents are available in an official language, in English or in a translation into one of
these languages. If a translation is submitted, the applicant must confirm that it is correct.

4 For variations for veterinary medicinal products that were initially authorised by Swissmedic
without reference to Art. 13 TPA, provided the applicant confirms that the status of the dossier is
the same and that an Assessment Report by a foreign authority regarding the variation in question
is available.

This guidance document is not applicable to veterinary medicinal products in the notification
procedure in accordance with Art. 39 TPLO.

5 Documentation requirements (Art. 16 TPO)

If a veterinary medicinal product has already been authorised in a country with comparable veterinary
medicinal product control as defined in section 1.1.1, Swissmedic will take account during the
authorisation procedure of the outcome of the reference authority’s review, provided the applicant
specifically requests this on the form New authorisation of veterinary medicinal products or the form
Variations VMP. In this case Swissmedic will at the same time check whether all the documents
required for this procedure have been submitted in full.

ZL000_00_018_WL - Wegleitung | 4.0 | 01.12.2024 6 /22
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5.1 Documentation submitted to the reference authority

= Agreement between foreign and Swiss documentation
Apart from the possible exceptions explicitly listed in section 5.7, the documentation submitted to
Swissmedic must be identical to the documentation on the basis of which the reference authority
approved the authorisation of the veterinary medicinal product or its variation?.
If the product has been authorised in more than one country with comparable veterinary
medicinal product control, the authorisation documentation must be completely identical to that
submitted to the reference authority.
The complete foreign reference dossier, including the country-specific Part 1 assessed by the
reference authority, must be submitted to Swissmedic (portal users: please refer to the
information sheet Swissmedic Portal standard functions). The Swiss Part 1 should also be
submitted, and the documents resulting from the foreign procedure (LoQ and responses,
Assessment Reports, authorisation decision, etc.) should be filed in the Swiss Part 1 under p1-
admin-info\1a3 doc-foreign-authorities.

» Variations and / or additions since the decision by the foreign authority
In parallel with the application for new authorisation, the variations and additions approved since
the reference authority granted the authorisation must also be submitted to Swissmedic. This
additional or replacement documentation can either be integrated within the application
documentation or submitted separately. The variations must be referred to in the cover letter, and
a comparison showing the changes (old / new) must be submitted with the corresponding final
Assessment Report.

Until such time as a new authorisation procedure has been completed, subsequently submitted
variations that have been approved by the reference authority meanwhile count as part of this
procedure. Depending on the extra workload incurred as a result, it may be necessary to extend
the duration of the procedure and/or levy an additional fee.

= Documentation for variation applications
An Assessment Report from the reference authority must be available if Art. 13 TPA is to be

applied.

For variation applications for veterinary medicinal products that have been authorised by
Swissmedic without reference to Art. 13 TPA, confirmation from an authorised signatory that the
documentation status with the reference authority (prior to approval of the variation) is identical to
that in Switzerland is additionally required. Confirmation of this kind is also required if the
authorisation documentation affected by the variation was approved by a reference authority other
than the authority stated in the variation application.

= Information concerning safety signals
All relevant information relating to ongoing national and international safety signals should be
submitted to Swissmedic, including relevant correspondence with the reference authority, such as
letters announcing the opening of a procedure, LoQ letters, Expert Reports, interim results
(milestones) and final reports. Updates should be submitted during the authorisation procedure as
they arise. For safety signals that have occurred since authorisation was granted in the foreign

3 See sections 5.7 and 5.8 for exceptions

ZL000_00_018_WL - Wegleitung | 4.0 | 01.12.2024 7122
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country and the application was submitted to Swissmedic and have been concluded, only the final
report and the medicinal product information, if amended, should be submitted.

= GLP/GMP/GCP
Conformity of the veterinary medicinal product for which authorisation is being requested with GLP
/ GMP / GCP must be demonstrated. Ongoing investigations (e.g. elimination of defects,
necessary follow-up inspections) must be stated in the cover letter.

»  Drug Master File (DMF / ASMF)

» |f a DMF / ASMF has been submitted to the reference authority for the application in question, the
DMF / ASMF holder must submit an identical copy of the complete DMF (Applicant's und
Restricted Part) to Swissmedic, together with a Part 1 according to Swiss requirements that
includes DMF Form Part B, the Letter of Access, the Assessment Report from the Restricted Part,
the LoQ and the Response of the DMF holder to the Restricted Part. If the DMF / ASMF has been
subsequently modified, the approved modifications, with the corresponding Assessment Report,
must be submitted separately and noted in the cover letter together with a comparison showing
the changes (old / new).

5.2 Date of authorisation or last revision of the documentation

The first authorisation or the most recent version of the full documentation approved by the reference
authority and updated must not be more than 5 years old when the application is submitted to
Swissmedic* (Art. 16 para. 1 TPO). Differences compared with the currently valid guidelines that were
not yet in force when the authorisation was granted in the foreign country are possible. They must be
assessed critically and mentioned in the cover letter.

Repeat Use Procedure (RUP)
If a Repeat Use MRP or DCP is implemented in the EU, a complete, updated dossier must be

submitted for the new group of Member States. This dossier is assessed by the national authority of
the Reference Member State that conducted the initial MRP or DCP. This updated dossier must also
include all variations approved since the first authorisation. Only the updated dossier, including the
associated assessment reports and decisions, must be submitted, irrespective of when it was
authorised in the MRP or DCP.

5.3 Results of the assessment and official decision by the reference authority

Swissmedic must have at its disposal the results of the assessment that enable it to understand the
reference authority’s decision-making process. The documentation required for the usual European
procedures (CP, DCP and MRP) are listed in the Annex as examples. For applications relating to
other countries, the equivalent documents from the applicable reference authorities must be provided.

The complete and final Assessment Report from the reference authority must be submitted to
Swissmedic in all cases. If the foreign reference authority only provides the applicant in Switzerland
with an Assessment Report that is not readable as a continuous document, Swissmedic will accept
the submission of this incomplete assessment report. However, in such situations Swissmedic
reserves the right to carry out its own scientific assessment of the inaccessible parts of the

4 Date of the official decision on the new authorisation or approval of the variation
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Assessment Report using the basic documentation. The additional time involved will usually result in
a time surcharge® and correspondingly higher fees®.

If a veterinary medicinal product has been authorised in several countries with comparable veterinary
medicinal product control, only the official authorisation decision and the outcome of the assessment
(according to the Annex) by the reference authority cited by the applicant should be submitted to
Swissmedic.

A negative authorisation decision on the veterinary medicinal product concerned, withdrawal by the
applicant, an ongoing review procedure or a suspension by any foreign authority as described in
section 1.1.1 must be listed in the form Status of authorisation applications abroad. The cover letter
must describe transparently any deviating authorisation decisions of this type issued by other
authorities (rejection of notifications leading to withdrawal of the application, deviations with respect to
indications, dosage, storage information, shelf life, and other restrictions or similar).

5.4 Other administrative data

The applicant should apply for reviews performed by foreign authorities to be taken into account as
per Art. 13 TPA / Art. 16 — 20 TPO using the form New authorisation of veterinary medicinal products
or Variations VMP.

All the enclosures and forms required are listed in the Table of documents to be submitted.
Documents that are submitted in addition but not listed in the table should be mentioned in the cover
letter.

Evidence of compliance with the current requirements of Ph. Eur. / Ph. Helv. can be integrated into
Part 2 or enclosed separately and should be confirmed using the form Form Information for
application Art.13 TPA VMP. If methods other than the respective methods in Ph. Eur. / Ph. Helv. are
used, their equivalence with the methods in Ph. Eur. / Ph. Helv. must be demonstrated.

5.5 Medicinal product information

Swissmedic must ensure specific aspects for Switzerland, such as congruence with the text of the
medicinal product information for other veterinary medicinal products with comparable data. It is
therefore not generally possible to use the medicinal product information approved by the reference
authority unchanged without it being checked by Swissmedic.

The Swiss requirements regarding the information and texts on containers and packaging materials
must be fulfilled (Art. 26 and 27 TPO and Art. 12, 13 and 14 and Annex 6 TPLRO).

The content of the medicinal product information for KAS with Swiss reference medicinal products
must — where relevant — be identical to that for this reference medicinal product. See Guidance
document Authorisation of veterinary medicinal product with known active substance. Deviations from
this, or additional safety-related aspects, should be highlighted, referenced and explained in Track
Changes mode. If the medicinal product information refers mainly to the foreign SPC, the reasons for
not using the product information for the Swiss reference veterinary medicinal product should be
stated.

7 See guidance document Time limits for authorisation applications
6 See FeeO-Swissmedic

ZL000_00_018_WL - Wegleitung | 4.0 | 01.12.2024 9/22
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5.6 Language and document translation requirements

The documentation and the required documents shown in the Annex (see section 11) must be
provided to Swissmedic in an official Swiss language or in English. Translations into these languages
will also be accepted provided the applicant confirms the correctness of the translation. The Swiss
Part 1 (1a, 1b and 1c) and the medicinal product information and packaging texts must be in an
official Swiss language.

5.7 Deviations from the medicinal product authorised by the reference authority

The veterinary medicinal product authorised in a foreign country must be identical with the product
notified in Switzerland. Deviations are possible with respect to the following aspects:

= batch release

= quality control(s)

= secondary packaging or the secondary packager

= pack sizes provided they do not contradict the use of the product

= the name of the veterinary medicinal product authorised in a foreign country.

Since differences relating to the manufacturing site of the finished product and the primary
packaging/primary packager must be subjected to a scientific assessment, they are not permitted in
connection with an application according to Art.13 TPA.

On the other hand, it is possible that fewer
= manufacturers of the active substance
= manufacturers of the finished product

= primary and secondary packers

= primary and secondary packagings

were requested for Switzerland than were authorised in the reference country. The forms in the Swiss
Part 1 (e.g. form Manufacturer information) must be completed accordingly for Switzerland.

If there are minor deviations between the authorisation in the foreign country and the application to
Swissmedic, the documentation submitted to the reference authority for authorisation should be
submitted. The deviations must be described in the cover letter and confirmed on the form Information
for application Art.13 TPA VMP. These deviations will be assessed as a variation by Swissmedic but
will not result in a longer processing time nor usually to a fee for additional work.

5.8 Other authority-specific documentation

The documents from the reference authority that must be submitted are listed in the Annex. In its
assessment, Swissmedic refers solely to documentation submitted by the applicant. A direct transfer
of the documentation used for the foreign assessment by the authority in that country is not possible.
If the Assessment Report on the Restricted Parts of the DMF / ASMF is not readable as a continuous
document, the applicant must ensure that the DMF / ASMF holder submits the uncensored
documents directly to Swissmedic.

ZL000_00_018_WL - Wegleitung | 4.0 | 01.12.2024 10 /22
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5.9 Information and documentation after authorisation by Swissmedic

Once the official decision is taken by Swissmedic to approve or (partially) reject the authorisation, the
authorisation procedure according to Art. 16 — 20 TPO is concluded.

Conditions imposed by the reference authority that are not yet fulfilled by the time of the authorisation
decision by Swissmedic are usually also imposed by Swissmedic.

Decisions concerning the fulfiiment of conditions taken by the reference authority should be submitted
to Swissmedic without delay. So that Swissmedic can base its own decisions on those of the foreign
authorities, the documentation submitted to the reference authority and/or the corresponding
Assessment Report must be submitted.

The requirements for submission of applications to fulfil conditions are based on the Guidance
document Formal requirements.

6 Assessment principles for veterinary medicinal products with
known active substances (Art. 17 TPO)

The following statements apply to the assessment of applications for the authorisation of veterinary
medicinal products with known active substances as per Art. 17 TPO. The consideration of results of
assessments by foreign authorities within the framework of an application for a variation for a
veterinary medicinal product with a known active substance is also subject to these provisions,
provided the documentation requirements as per section 5 are met.

6.1 Medicinal products with known active substances

For applications for authorisation of a veterinary medicinal product with known active substances that
has already been granted authorisation in a country with comparable veterinary medicinal product
control (see section 1.1.1) and fulfils the requirements for the application of Art. 13 TPA as described
in section 3, Swissmedic does not perform its own scientific assessment provided the documentation
requirements as per Art. 16 TPO are fulfilled. These applications are evaluated using the following
criteria:

Swissmedic checks the following based on the history and context:

» whether safety signals requiring special consideration exist

» whether material differences exist between the authorisation decisions of two authorities (e.g.
authorisation by one and rejection or partial rejection by the other, differing indications and / or
therapeutic regimen)

» whether major concerns exist in respect of quality, safety and/or efficacy based on an earlier
assessment of a veterinary medicinal product carried out by Swissmedic with the same active
substance or the same substance class

= whether new findings from the published specialist literature or information arising from
cooperation with other regulatory authorities exist.

If the decisions in two or more foreign countries are contradictory, or if assessment of the points listed
here gives rise to major concerns about the authorisation decision issued by the foreign authority, the
application is assessed on the basis of the Assessment Report of the reference authority. If a review
of the Assessment Report cannot eliminate concerns regarding the points listed, a specific review of

ZL000_00_018_WL - Wegleitung | 4.0 | 01.12.2024 11722
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the basic documentation is performed that is limited to the points mentioned (see flow chart | in the
Annex).

6.2 Biosimilars

For authorisation applications for a biosimilar that has already been authorised by an authority of a
country on the current list of countries with comparable veterinary medicinal product control (see
section 1.1.1) and which meets the requirements for the application of Art. 13 TPA, Swissmedic
dispenses with its own scientific assessment, provided the documentation requirements specified in
Art. 16 TPO are respected. These applications are evaluated mutatis mutandis according to the
criteria described under section 6.1. If the decisions of various authorities differ, or if major concerns
about the authorisation decision of these authorities arise in light of the points mentioned above, the
application is evaluated on the basis of the Assessment Report of the reference authority. If the points
giving cause for concern cannot be rectified in the review of the Assessment Report, a targeted
inspection of the underlying documentation, restricted to the relevant points, is carried out.

6.3 Other non-innovative medicinal products from the categories listed in Art. 12
para. 5 TPLO

Since the active substances of the medicinal product categories listed in Art. 12 para. 5 TPLO —in
contrast with classical medicinal products defined by their molecular structure — cannot, generally
speaking, be completely identical to the active substance of an existing authorised medicinal product,
they usually require a more complex authorisation procedure than the classical medicinal products
with known active substances (for biosimilars, the requirements of section 6.2 apply). This
fundamental difference brings the medicinal product categories concerned closer, in terms of their
authorisation requirements, to the category of medicinal products with new active substances. For this
reason, these medicinal products were excluded from the scope of the simplified authorisation
procedure for medicinal products with known active substances described in Art. 12 para. 5 TPLO,
and have, for years, been treated as innovative medicinal products in Swissmedic's authorisation
practice as regards the consideration of foreign authorisation decisions. Consequently, section 7
(Flowchart 1) applies in principle to the assessment of medicinal products in accordance with Art. 12
para. 5 TPLO.

Nevertheless, cases are also conceivable in these medicinal product categories that can come fairly
close to the category of medicinal products with known active substances without innovation. On
request or ex officio, Swissmedic can therefore partially reduce its assessment if a medicinal product
that has been authorised by an authority of a country on the current list of countries with comparable
veterinary medicinal product control (see section 1.1.1) is sufficiently similar to a medicinal product
already authorised in Switzerland. However, the following criteria must be met cumulatively:

» Active substances
The medicinal product contains an active substance that is contained in at least one medicinal

product that is, or was, authorised by Swissmedic. If the medicinal product consists of several
known active substances (fixed-dose medicinal product combination), all the active substances
must be contained in at least one medicinal product that is, or was, authorised by Swissmedic.
The manufacturing site and the manufacturing process are known to Swissmedic.

ZL000_00_018_WL - Wegleitung | 4.0 | 01.12.2024 12 /22
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If applicable:
* Extension by analogous components
The new components are manufactured using the same/known manufacturing process.

If both the above-mentioned criteria and the requirements for the application of Art. 13 TPA according
to section 4 and the documentation requirements stated in section 5 are satisfied, Swissmedic
generally dispenses with its own scientific review. These applications are evaluated mutatis mutandis
according to the criteria described in section 6 (Flowchart I).

6.4 Transparency regarding major concerns

The reasons for concerns leading to Swissmedic carrying out an independent assessment will be
provided to the applicant with the List of Questions or — in the event that no List of Questions is
compiled — with the preliminary decision.

7 Application to medicinal products with a new active substance
and their additional indications (Art. 18 TPO)

Applications for authorisation of a veterinary medicinal product with a new active substance or for
additional indications and applications for authorisation of veterinary medicinal products as per Art. 12
para. 5 TPLO are subjected to a comprehensive scientific assessment by Swissmedic. By analogy
with the indication extension, this rule also applies to applications for a new target species, as this
always involves a new indication for this species.

In justified cases, Swissmedic may reduce the assessment accordingly on application or ex officio on
the basis of corresponding outcomes of foreign reviews (see flow chart Il in the Annex).

71 Restriction of the assessment on application

A reduced assessment for NAS or their indication or target species extensions, as well as for
applications for the authorisation of veterinary medicinal products that fall within the scope of Art. 12
para. 5 TPLO, is possible in the following cases:

1. For veterinary medicinal products classified as "MUMS" or authorised by the authority of a country
with comparable veterinary medicinal product control (see section 1.1.1). Either the target species
is a "minor species" according to Art. 8 TPLO, or Swissmedic also recognises the "minor use"
status for Switzerland. The relevant documentation must be submitted with the application for
recognition of MUMS status. Food safety must be guaranteed in all cases.

2 For veterinary medicinal products that fulfil the following requirements cumulatively:

a. Used to identify, prevent or treat a disease that can lead to serious damage or suffering
possibly resulting in death or to the death of an animal in the short term;

b. No alternative and equivalent medicinal product is authorised or available in Switzerland;
c. Use is likely to be of major therapeutic benefit;

The application for consideration of the foreign authority's review results must be scientifically justified
in a separate report (Swissmedic's decision is based solely on the applicant's arguments, and no
scientific data are assessed). The requirements listed above under points 2a, b, and ¢ must be clearly
discussed in the report. For example, under point 2b, reasons must be given as to why other

ZL000_00_018_WL - Wegleitung | 4.0 | 01.12.2024 13 /22
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veterinary medicinal products authorised in Switzerland are not equivalent and therefore not
applicable. Under point 2c, the expected therapeutic benefit (under practical conditions, transferred to
Swiss scenarios) should be evaluated summarily, and an explanation provided as to how this has
been substantiated by studies (ideally under field conditions). Relevant study results should be listed
and discussed in the report (e.g. morbidity, mortality, clinical benefit of immunological veterinary
medicinal products). The scientific justification must be referenced.

If there are major concerns based on Swissmedic's own previous assessments, the Agency may carry
out an independent assessment, including further documentation, even if all the above requirements
are satisfied.

8 Application to veterinary medicinal products with a conditional or
temporary authorisation in a foreign country (Art. 9 a TPA, Art. 19
TPO, Art 18 ff TPLO)

For applications for authorisation of a process or a medicinal product for which conditional
authorisation with special requirements has been granted in a country with comparable veterinary
medicinal product control because of missing data on quality, safety and efficacy, the results of the
review by the foreign authority will be taken into account in granting a temporary authorisation as per
Art. 9 a TPA provided the documentation requirements and the criteria listed in section 6 and section
7 are fulfilled. Moreover, Swissmedic must have approved the preceding application for the granting
of a temporary authorisation. The assessment is generally limited to an examination of the benefit-risk
relationship on the basis of the Assessment Report of the foreign reference authority. In line with Art.
9 a TPA in conjunction with Art. 18 ff TPLO, Swissmedic only grants temporary authorisation for a
veterinary medicinal product with temporary authorisation in a foreign country.

All data submitted post-application and all the results of the foreign authority’s assessment of the
fulfilment of the specific requirements attached to this authorisation must be submitted immediately to
Swissmedic (see guidance document Temporary authorisation of veterinary medicinal products and
flow chart | and Il).

9 Application to parallel procedures in Switzerland and abroad (Art.
20 TPO)

When an application is submitted in the normal authorisation procedure, the applicant states in the
form Status of authorisation applications abroad whether authorisation has already been requested
for the same veterinary medicinal product in a country with comparable medicinal product control.
If the EMA issues a recommendation to the EU Commission while the authorisation procedure in
Switzerland is ongoing, or if a positive authorisation decision is issued in a country with comparable
veterinary medicinal product control, at the request of the applicant Swissmedic applies Art. 16 - 19
TPO analogously, provided the assessment that it has already performed has not given rise to any
major concerns and it is foreseeable that this procedure (as per Art. 13 TPA) will result in a faster
decision. If the assessment performed by Swissmedic up to this point has given rise to major
concerns regarding the outcome of the review performed by the foreign reference authority,
Swissmedic will continue with its own scientific assessment (see flow chart Ill in the Annex).
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10 Process at Swissmedic

10.1 Processing of applications

During the formal check Swissmedic examines whether the applicant has confirmed the agreement of
the documentation with the documentation authorised abroad and whether the required
documentation is complete. Swissmedic also checks compliance with the documentation
requirements in Art. 16 TPO. The applicant is informed in writing of the result of the formal check if
deficiencies are observed.

All new authorisation applications requesting application of Art. 13 TPA for KAS and applications for
their variation as described in section 6 that fulfil the formal requirements of this guidance document
are always assessed in accordance with Art. 13 TPA.

The process for variations not requiring assessment is based on the requirements in the guidance
document Variations veterinary medicinal products.

For applications for authorisation of a veterinary medicinal product with a new active substance or
additional indication/target species, and for veterinary medicinal products which are not eligible for
simplified authorisation based on Art. 12 para. 5 TPLO, Swissmedic checks whether the justification
for reduced assessment can be accepted and the application accordingly qualifies for the process
described in Art. 16 - 20 TPO.

If no questions are identified that necessitate a LoQ, the preliminary decision is sent to the applicant
directly.

10.2 Cost of the process

If the applicant applies for reviews by foreign authorities as per Art.13 HMG in conjunction with Art.16
- 20 TPO to be taken into account, if it fulfils the conditions described in this guidance document, and
if the authorisation decision by Swissmedic can consequently be based on the outcome of the reviews
performed by the reference authority, the flat-rate fees applicable to the individual case are reduced
by 60% as per Art. 10 FeeO-Swissmedic.
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11

11.1

Annex

Documentation to be submitted generally

= Documentation as submitted to the foreign authority. If applicable: for DMF / ASMF an identical
copy of the complete DMF (Applicant's Part and Restricted Part) should be submitted (see under
section 5.1).

= Swiss Part 1 (as per the guidance document Formal requirements and the related Directory
Overview of documents to be submitted).

= Cover letter (as per the guidance document Formal requirements and related Directory Table of
documents to be submitted). If applicable, confirmations, explanations, critical assessments or
additional documentation must be submitted in the following situations:

In case of deviating authorisation decisions, e.g. deviations with respect to indications,
dosage, storage instruction, shelf life or other restrictions or similar, withdrawal, rejection,
suspension or an ongoing review procedure (see also section 5.3)

In case of deviations in or additions to the documentation and / or the DMF / ASMF
(Applicant’s Part and Restricted Part) since the authorisation decision was issued: a
comparison (old / new) incl. a critical assessment and an Assessment Report

If methods other than the respective methods in Ph. Eur. / Ph. Helv. are used, their
equivalence with the methods in Ph. Eur. / Ph. Helv. must be stated in the form Information for
application Art.13 TPA VMP and corresponding evidence must be provided.

For variations without prior reference to Art. 13 TPA: confirmation by an authorised signatory
stating that the documentation approved in Switzerland is identical to the documentation
presented to the reference authority (before the variation) (= identical basis before the
variation)

If GxP investigations are ongoing (e.g. elimination of deficiencies, necessary follow-up
inspections)

If there are differences compared with the currently valid guidelines that were not yet in force
when the authorisation was granted in the foreign country

For translations: confirmation that the translation is correct

If information concerning safety signals is required

= All documentation arising from the foreign authorisation or variation procedure, such as
Assessment Reports (also mandatory for variation applications!), LoQ, applicant's responses
to LoQ, assessment of the responses and decision, on the basis of which the entire process can
be seamlessly tracked. The submitted documents together with the required information should be
entered chronologically in the table in the Form Information for application Art. 13 TPA VMP under
section 2.2.
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Example:
Document Major Incompletely Swiss Link to relevant document
objections answered applicant’s
(Insert the questions comments
numbers of all | (Numbers of (Particularly
majors or all assessment of
“None” if incompletely the relevance
applicable) answered to Swiss
questions or authorisation
“None” if of questions
applicable) that were still
unresolved at
the end of the
foreign
procedure)
Day 70 AR p1/1a-admin-info/1a3 doc-foreign-authorities/AR
Day 70.pdf
(e.g. LoQ Day p1/1a-admin-info/1a3 doc-foreign-
105) authorities/LoQ Day105.pdf
Answer 106 p1/1a-admin-info/1a3 doc-foreign-
authorities/response-D106.pdf
Assessment Quality: 1, 2, 3 | Quality: 2,13, p1/1a-admin-info/1a3 doc-foreign-
Day 120 Safety: 4,5 25, 32 authorities/Assessment Day120.pdf
Efficacy 6-9 Safety: 45, 63
Efficacy: 9, 68,
75,93
(e.g. LoQDay | No p1/1a-admin-info/1a3 doc-foreign-
150) authorities/LoQ Day150.pdf
Assessment No Quality: 12, 17 | All responses p1/1a-admin-info/1a3 doc-foreign-
Day 190 Safety: 25 to the Major authorities/Assessment Day190.pdf
Efficacy: 33 concerns were
and 37: accepted
Email on the No Company's p1/1a-admin-info/1a3 doc-foreign-
response to response to authorities/.....pdf
question n the last
from LoOlI Day unresolved
208 question

Etc....

p1/1a-admin-info/1a3 doc-foreign-
authorities/.....pdf

The applicant must confirm on the form that it has verified that the foreign procedure can be

seamlessly tracked on the basis of the submitted documents. The applicant must also confirm that all
questions asked during the procedure were satisfactorily answered in accordance with the comments
of the lead authority before the procedure was concluded or any still unresolved questions (as listed in
the table above) are irrelevant for authorisation in Switzerland.
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11.2 Documentation from EU procedures

a) Centralised Procedure (CP)
Basis of the foreign decision: CVMP Opinion

The Decision of the EU Commission must be submitted as
soon as it becomes available.

Additional documentation:
All LoQ and LoOl
All responses to the LoQ and LoOl
The assessment of the responses to the LoQ and LoOl
All Assessment Reports (AR)

b) Mutual Recognition Procedure MRP and Decentralised Procedure DCP

Basis of foreign decision: Marketing Authorisation in the RMS
RMS "End of Procedure" e-mail with attachments

Outcome of "virtual product discussions", after "referrals
or "arbitrations"

Additional documentation:  All consolidated LoQ and
LoOl

All responses to the consolidated LoQ and LoOl

The assessment of the responses to the consolidated
LoQ and LoOl

All Assessment Reports (AR). (MRP: at least the "updated
AR", DCP: at least the D70 AR)

1.3 Applications relating to non-EU countries

For applications relating to non-EU countries, the documents from the corresponding reference
authorities must be submitted with the same degree of completeness as stated in section 11.2 for the
EU countries, so that the procedure from application submission to authorisation can be seamlessly
tracked. For veterinary medicinal products for food-producing animals, the equivalence of food safety
between EU and Swiss law must be demonstrated.

1.4 Flow charts of the application process

Flow chartI:  Known active substance application and / or application requesting Art. 13 TPA (Art.
17 TPO)

Flow chart Il: ~ NAS application and / or Al requesting Art. 13 TPA (Art. 18 TPO)

Flow chart lll:  Application for authorisation / variation without authorisation abroad but with an

application ongoing in a foreign country (parallel procedures; Art. 20 TPO)
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Flow chart I:
Art. 17 TPO

Application for KAS
and variations* with submission as
per Art. 13 TPA

*Already authorised by
foreign authority

Formal check incl. requirements as | Additional documents
per GD Art. 13 B submitted

i
L Y

Submission as per
Art. 13 possible?

Formal objection or decision
not to proceed

Yes Formal/documentation

requirements met?
f
No
v Yes
PD refusal
Art. 13 Yes
Submission as Statement by Submission as
perArt. 13 = applicant [ ™| PerArt.13
possible? possible?
\
No
v
Interim OD Are there material contradictions between the
rejection as Yes authorisation decisions of foreign authorities/ No
per Art. 13 \] concerns from earlier assessments or new ¢
— findings?
Examination of . )
¢ Directly to prelim.
Assessment Report by decision
Regular reference authority
authorisation regarding concerns
procedure identified |
Official decision
Legend:
Yes: Still any concems? N
AR  Assessment Report
GD Guidance doc
Authorisation of Vet.
Limited inspection of basic Directly to prelim. Medicinal Products
documentation focusing on decision as per Art.13 TPA
oints of concem KAS Med. products with
P known active
l substance
LoQ List of Questions
OD Official decision
4 - - PD  Preliminary decision
poss. LoQ -> answers to Official decision SM  Swissmedic
applicant or directly to TPO Therapeutic Products
prelim. decision -> Ordinance
official decision
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Flow chart IlI:
Art. 18 TPO

and/or extensions* with submission

Legend:

AR Assessment Report

GD Guidance doc
Authorisation of Vet.
Medicinal Products
as per Art.13 TPA

IE Indication extensions

KAS  Med. products with
known active
substance

LoQ List of Questions

oD Official decision

PD Preliminary decision

SM Swissmedic

TPO  Therapeutic Products
Ordinance

Application for KAS

as per Art. 13 TPA

*Already authorised by foreign authority

Formal check incl. requirements as per GD

Art. 13

Additional documents submitted

Formal aspects/documentation
compliant with GD?

Reduced assessment accepted?

Examination of Assessment Report by
reference authority

Are there concerns about material
contradictions between the authorisation
decisions of foreign authorities?

No—»

Formal objection or decision not to proceed

Prelim. decision rejection of application to
use Art 13 TPA

!

Official decision rejection of application to use
Art. 13 TPA

|

Standard authorisation procedure
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Assessment of application
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poss. LoQ -> answers to applicant or directly
to prelim. decision -> official decision

No

Directly to preliminary decision

Official decision
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Flow chart lll:

Art. 20 TPO

Application for authorisation/variation in
the event of parallel processes

GD
IE
KAS

NAS
Procedure as per SM processes for LoQ

corresponding application type oD
SM
l TPA
TPO

Positive recommendation by EMA to EU Commission or

Legend:

Guideline document

Indication extension

Known active substance

New active substance

List of Questions

Official decision

Swissmedic

Therapeutic Products Act
Therapeutic Products Ordinance

authorisation decision by other foreign authority as per Art. 13 TPA
(Art. 20 TPO)

Application for change as per Art. 20
TPO and submission of the necessary
documentation by the applicant

Does application of Art. 13 TPA resultin a

>

faster decision?

I
Yes
A

z
[e

y

Are there any significant concerns from assessments

received up to this point? Yes™

Application procedure continues as per
regular authorisation procedure

I
No

rocedure according to application type as
per:

Application KAS / biosimilar with
application as per
Art. 13 TPA

Application for NAS

TPA

see flow chart Il

see flow chart |
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