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[bookmark: _Hlk73084254]Impact assessment regarding proposals for the Swedish Medical Products Agency’s regulations on parallel trade in veterinary medicinal products and for the Swedish Medical Products Agency’s regulations on parallel imported medicinal products for human use 

The problem and what is to be achieved
Background description 

[bookmark: _Hlk74929470][bookmark: _Hlk73025757]On 11 December 2018, Regulation (EU) 2019/6 of the European Parliament and of the Council on veterinary medicinal products and repealing Directive 2001/82/EC[footnoteRef:1] (hereinafter EU Regulation on Veterinary Medicinal Products) was adopted. The EU Regulation on Veterinary Medicinal Products will be applied on 28 January 2022 and will replace Directive 2001/82/EC of the European Parliament and of the Council of 6 November 2001 on the Community code relating to veterinary medicinal products[footnoteRef:2]. An EU regulation becomes directly applicable in Sweden on the day it starts to be applied, without being implemented in Swedish legislation. However, the Swedish regulatory framework needs to be adapted in order for the EU regulation on veterinary medicinal products to have the intended effect and to avoid national double regulation. In light of the new EU regulation, the Government has appointed a special investigator and the investigation group has submitted the report An EU-adapted veterinary medicinal products legislation (SOU 2021:45). The investigation group has reviewed the current legislation on medicinal products for animals. The purpose of the review is, among other things, to adapt legislation to the EU regulation on veterinary medicinal products. In connection with this, the investigation group has proposed amendments to several Swedish laws and ordinances, including the Medicinal Products Act (2015:315) and the Medicinal Products Ordinance (2015:458). These amendments have not yet been decided but given that the amendments to the EU Regulation on Veterinary Medicinal Products will be applied as of 28 January 2022 and it is urgent that the relevant operators receive information about the national regulations that will apply in Sweden, the Swedish Medical Products Agency makes the assessment that proposed amendments to the above mentioned regulations should be sent for external consultation while the Government’s work on the matter continues. [1:  OJ L 4, 7.1.2019, p. 43, Celex 32019R0006.]  [2:  OJ L 311, 28.11.2001, p. 1, Celex 32001L0082.] 


Parallel imports as referred to in the Swedish Medical Products Agency’s regulations (LVFS 2012:19) on parallel imported medicinal products are called parallel trade in the EU Regulation on veterinary medicinal products, a procedure regulated in Article 102 of the Regulation. As mentioned above, this article will be directly applicable in Sweden and therefore partly replaces the regulation regarding veterinary medicinal products currently in LVFS 2012:19. However, the regulation needs to be supplemented with provisions on the administrative procedure for parallel trade in veterinary medicinal products and the administrative procedure for approving the application for authorisation to conduct parallel trade in veterinary medicinal products. 

Against this background, the Swedish Medical Products Agency proposes new regulations that complement the EU regulation on veterinary medicinal products. At the same time, it is proposed that the regulation for parallel imports of human medicinal products and parallel trade in veterinary medicinal products is divided into two separate regulations. The regulation regarding parallel imports of human medicinal products will largely remain unchanged. 

Several regulations that are proposed to be amended 

As a result of several of the Swedish Medical Products Agency’s regulations being proposed to be amended in connection with the new EU regulation on veterinary medicinal products, some of the regulations referred to in the proposed regulations will also be amended. As mentioned above, the Swedish Medical Products Agency considers that the proposed regulations should now be distributed for consultation in order for those affected to receive information and have the opportunity to take a position regarding the changes. However, certain regulations, to which references are made in the regulations, will only be distributed for consultation at a later stage. These regulations are referred to by their working name in the proposals covered by this consultation round. The working name is marked with square brackets. This applies to the following regulations:

· The Swedish Medical Products Agency’s regulations (HSLF-FS 2021:xx) on labelling and package leaflets for veterinary medicinal products, today the Swedish Medical Products Agency’s regulations (LVFS 2005:11) on labelling and package leaflets for medicinal products
· Swedish Medical Products Agency’s regulations (HSLF-FS 2021:xx) on labelling and package leaflets for human medicinal products, today the Swedish Medical Products Agency’s regulations (LVFS 2005:11) on labelling and package leaflets for medicinal products
· The Swedish Medical Products Agency’s regulations (HSLF-FS 2021:xx) on the authorisation for the manufacture and import of medicinal products, today the Swedish Medical Products Agency’s regulations and general guidelines (LVFS 2004:7) on authorisation for the manufacture and import of medicinal products 
· The Swedish Medical Products Agency’s regulations (HSLF-FS 2021:xx) on wholesale trade in medicinal products, today the Swedish Medical Products Agency’s regulations (LVFS 2014:8) on wholesale trade in medicinal products
· The Swedish Medical Products Agency’s regulations (HSLF-FS 2021:xx) on the marketing authorisation for medicinal products for human use, today the Swedish Medical Products Agency’s regulations (LVFS 2006:11) on the approval of medicinal products for sale, etc.
The provisions proposed in brief
Parallel trade in veterinary medicinal products 

The new regulations on parallel trade in veterinary medicinal products will supplement the provisions of the EU regulation on veterinary medicinal products. To avoid double regulation, certain conditions will not be regulated in the regulations, as the regulation is instead contained in the EU regulation on veterinary medicinal products. The new regulations on parallel trade in veterinary medicinal products have therefore been supplemented with references to the relevant provisions of the EU Regulation. The new regulations on parallel trade in veterinary medicinal products also adapt terms and concepts to comply with those used in the EU Regulation. Provisions on parallel imports of human medicinal products are regulated in a separate regulation described below. 

The main changes in veterinary medicinal products are:

· [bookmark: _Hlk72389449]The concept of parallel import is replaced with parallel trade (see Section 2 of LVFS 2012:19 and e.g. Sections 3 and 4 of the proposed regulations).
· The concept of parallel importer is replaced by wholesale trader (see Section 2 of LVFS 2012:19 and Sections 6 and 17  of the proposed regulations). 
· The concept of country of export is replaced by the Member State of origin (see e.g. Sections 5, 15 and 17 of LVFS 2012:19 and Sections 4, 13 and 18 of the proposed regulations).
· The concept directly imported medicine is replaced with the veterinary medicinal product that has already been approved in Sweden (the destination Member State) (see e.g. Section 2 of LVFS 2012:19 and Sections 10 and 11 of the proposed regulations).
· [bookmark: _Hlk72862873]The basic conditions for granting an application for marketing authorisation for a veterinary medicinal product that is subject to parallel trade can no longer be regulated in the national regulations (see Section 4 of LVFS 2012:19 and Section 3 of the new regulations). 
· Certain new obligations for the wholesale trader who intends to apply for or already holds a marketing authorisations for a veterinary medicinal product subject to parallel trade will be added (see the Appendix to the new regulations).
· Suspected adverse reaction shall be reported to the holder of the marketing authorisation for the veterinary medicinal product in the Member State of origin (see Section 17 of LVFS 2012:19 and Section 13 of the new regulations).
· The marketing authorisations for a veterinary medicinal product that is subject to parallel trade will no longer be time-limited (see Section 3 of LVFS 2012:19 and Section 3 of the new regulations).
· References to relevant provisions of the EU regulation on veterinary medicinal products are introduced in the provisions concerning parallel trade in veterinary medicinal products (see e.g. Sections 1-3 of the new regulations).x

Changed concepts 

[bookmark: _Hlk72332018]In today’s regulations, LVFS 2012:19, the term parallel import is used, which in Section 2 is defined as import to Sweden from a country within the European Economic Area (EEA) of a medicinal product approved for sale in Sweden and in the country of export but the import is managed by other than the manufacturer/holder of the marketing authorisation. 

[bookmark: _Hlk72331599]In the EU regulation on veterinary medicinal products, the procedure is not referred to as parallel import, but rather as parallel trade. According to Article 102 (1), parallel trade refers to the trade in a veterinary medicinal product acquired from one Member State (Member State of origin) and distributed to another Member State (Member State of destination) when the veterinary medicinal product subject to trade has a common origin with the veterinary medicinal product already approved in the Member State of destination. 

In introduction point 65 to the EU regulation on veterinary medicinal products, it is mentioned in particular that parallel trade differs from import in that import refers to products coming into the Union from third countries. The concept of parallel import can therefore be misleading if it is used and the assessment has been made that the concept should be replaced by parallel trade in this context. Also, in the Medicinal Products Act and EU-wide documents, parallel trade is the concept that will be used for veterinary medicinal products.

The operator known today as a parallel importer (see Section 2 of LVFS 2012:19) is referred to in the EU Regulation on Veterinary Medicinal Products as a wholesaler. In the new regulations on parallel trade in veterinary medicinal products, the same concepts are therefore used to comply with the EU Regulation. 

Section 2 of the new regulations proposes that a reference be introduced to the fact that the terms and concepts used in the EU Regulation on Veterinary Medicinal Products and the Medicinal Products Act also have the same meaning in the regulations.

Conditions for parallel trade in veterinary medicinal products

Article 102(1) of the EU regulation on veterinary medicinal products introduces a requirement that the veterinary medicinal product that is subject to parallel trade should have a common origin with the veterinary medicinal product that has already been approved in Sweden. Article 102(1) specifies four conditions, all of which shall be met for a common origin to be considered to exist. The basic conditions for the procedure are now regulated in Section 4 of LVFS 2012:19, but since the corresponding regulation, with the new requirement of a common origin, is now set out in the EU Regulation, this provision will not be included in the new regulations on parallel trade in veterinary medicinal products. 

New obligations for those engaged in parallel trade in veterinary medicinal products

[bookmark: _Hlk72866586]According to Article 102 of the EU regulation on veterinary medicinal products, certain new obligations apply to those engaged in parallel trade in veterinary medicinal products, including obligations to inform and draw up certain types of documentation. The new requirements are set out directly in the EU regulation, but the Swedish Medical Products Agency proposes that the new regulations regulate that this documentation shall be attached to the application and how the wholesaler shall provide information. 

Article 102(6)(a) states that the wholesale trader has an obligation to submit a declaration to the Swedish Medical Products Agency and take appropriate measures to ensure that the wholesaler in the Member State of origin keeps the wholesaler informed of all matters related to the pharmacovigilance. Submitting such a declaration is a completely new requirement. The content of the declaration is planned to be specified in a guide to the new regulations. 

In addition, Article 102(6)(b) imposes an obligation on the wholesaler to notify the holder of the marketing authorisation in the Member State of destination of the veterinary medicinal product to be acquired from the Member State of origin and which is intended to be placed on the market in Sweden at least one month before the application for marketing authorisation for a veterinary medicinal product that is subject to parallel trade is submitted to the Swedish Medical Products Agency. The corresponding obligation to notify the holder of the marketing authorisation (of what is now referred to as the directly imported medicinal product) is set out in Section 8 of LVFS 2012:19, however, without requiring the notification to be made a certain time before the application is submitted to the Swedish Medical Products Agency.

In addition, Article 102(6)(c) imposes an obligation on the wholesaler to submit a written declaration to the Swedish Medical Products Agency stating that the holder of the marketing authorisation in the Member State of destination has been notified pursuant to Article 102(6)(b), including a copy of this notice.

[bookmark: _Hlk73265181]Following the establishment of a new EU database on veterinary medicinal products (hereafter the product database), which is regulated in Articles 55 and 56 of the EU Regulation on Veterinary Medicinal Products, the Swedish Medical Products Agency also needs to request certain information in connection with the application for marketing authorisation for a veterinary medicinal product that is subject to parallel trade. Pursuant to Article 102(4) of the EU Regulation, the Swedish Medical Products Agency shall publish a list of veterinary medicinal products subject to parallel trade in Sweden in the product database. The information to be entered into the product database is detailed in Article 102(7) of the EU Regulation. Many of these details are already requested by the Swedish Medical Products Agency, but, for example, the contact information of the wholesaler in the Member State of origin (i.e. the person from whom the medicinal product has been purchased) is new information that will be requested by the Swedish Medical Products Agency in connection with the application. EU-wide documents relating to parallel trade in veterinary medicinal products and a possible EU-wide application form prepared by CMDv[footnoteRef:3] may require some additional information to be attached to the application. [3:  Coordination Group for Mutual Recognition and Decentralised Procedures – Veterinary.] 


The Swedish Medical Products Agency proposes that the appendix to the new regulations on parallel trade in veterinary medicinal products shall state that the above-mentioned documentation and information shall be appended together with the application for marketing authorisation for a veterinary medicinal product that is subject to parallel trade. As stated above, CMDv is currently working to develop an EU-wide application form for authorisation for parallel trade in veterinary medicinal products. If the EU-wide application form is ready and comes into use, the Appendix to the regulations will look somewhat different. There are therefore two alternative appendices in the draft regulations on parallel trade in veterinary medicinal products. An appendix that is adapted and updated for the use of a national application form and an alternative appendix that becomes relevant if an EU-wide application form is produced by CMDv. Both appendices may be updated slightly to conform to a forthcoming final version of the national application form or the EU-wide application form. 

In addition to the above, there is an obligation for the wholesaler to notify the holder of the marketing authorisation, and the competent authority in the Member State of origin, of the intention to acquire a veterinary medicinal product from that Member State and distribute it to Sweden (Article 102(5)). However, this does not require a supplementary provision in the new regulations. 



Adverse reaction reporting 

[bookmark: _Hlk73084734][bookmark: _Hlk72390782][bookmark: _Hlk72336477]Section 17 of LVFS 2012:19 states that suspected adverse reaction, as a general rule, shall be reported to the holder of the marketing authorisation for the directly imported medicinal product in Sweden. However, it follows from the provision of Article 102(6)(e) of the EU Regulation on Veterinary Medicinal Products that suspected adverse reaction shall be reported to the holder of the marketing authorisation for the veterinary medicinal product subject to parallel trade. This means that adverse reaction reports are no longer sent to the holder of the marketing authorisation for the medicinal product that has already been approved in Sweden (which today is referred to as the directly imported medicinal product), but will always be sent to the holder of the marketing authorisation for the veterinary medicinal product in the Member State of origin. The provision of the EU Regulation applies directly, but the national regulations will continue to regulate the time within which suspected adverse reactions must be reported and the language to be used in this reporting.

Withdrawal 

According to Article 102(6)(d), the wholesale trader has an obligation not to trade in a veterinary medicinal product that has been withdrawn from the market in the Member State of origin or the Member State of destination due to its quality, safety or effect. A marketing authorisation for a veterinary medicinal product that is subject to parallel trade can therefore be withdrawn, if the conditions in Article 102(6)(d) are no longer met. A provision on these grounds for withdrawal is proposed to be included in the new regulations.

[bookmark: _Hlk72868592]The Swedish Medical Products Agency grants marketing authorisation for a veterinary medicinal product that is subject to parallel trade by virtue of Chapter 4, Section 10 of the Medicinal Products Act. A granted permit can be withdrawn by virtue of Chapter 11, Section 2 of the Medicinal Products Act. The new regulations on parallel trade in veterinary medicinal products therefore propose a supplementary reference to Chapter 11, Section 2 of the Medicinal Products Act in the part relating to the withdrawal of a permit. 

Other changes 

As regards the application for marketing authorisation for a veterinary medicinal product that is subject to parallel trade, Section 4 of the regulations changes so that separate applications no longer need to be made for each strength and pharmaceutical form, but only for each Member State of origin.

[bookmark: _Hlk72868375]The provision in Section 6 of LVFS 2012:19 on biological medicinal products applies only to human medicinal products and will therefore not be transferred to the new regulations on parallel trade in veterinary medicinal products. The provisions set out today regarding technical agreements in Section 18 of LVFS 2012:19 are also governed by Sections 24 and 25 of the Swedish Medical Products Agency’s regulations (LVFS 2004:6) on good manufacturing practice for medicinal products. There is therefore no need to also specify this in the regulations on parallel trade in veterinary medicinal products. 

The additional requirement that blisters and other small pharmaceutical containers must be labelled with the parallel importer’s name, contained in Section 12 of LVFS 2012:19, is proposed to remain for reasons of traceability (see Section 9 of the new regulations). However, clarification is made so that it is set out that this information shall be added in addition to the other information to be found on small containers, which will now be governed by Article 12 of the EU regulation on veterinary medicinal products. Instead of the parallel importer’s name, the container must be labelled with the wholesaler’s name. 

The exemption rule is clarified so that it is clear that exemptions may be issued for special reasons and that they need to be compatible with EU law. 

Parallel imports of human medicinal products 

Due to the fact that parallel trade in veterinary medicinal products is proposed to be regulated in special regulations, it is proposed that a new separate regulation be drawn up for parallel imported medicinal products for human use. Unlike the headline of LVFS 2012:19, these regulations will have the name Swedish Medical Products Agency’s regulations (HSLF-FS 2021:xx) on parallel imported medicinal products for human use. These regulations essentially propose the following.

[bookmark: _Hlk73267217]The new regulations on parallel imported medicinal products for human use will make it clear that the regulations concern medicinal products for human use through a new heading and by consistently replacing medicinal products with medicinal products for human use in the regulations. 

As regards the application for marketing authorisation for a parallel imported medicinal product for human use, Section 4 of the regulations is amended in such a way that separate applications no longer need to be made for each strength and pharmaceutical form, but only for each country of export. In this way, human and veterinary medicinal products are handled in the same way during the application. 

As regards the provisions on labelling and package leaflets in Sections 12 and 13 of the new regulations on parallel imported medicinal products for human use, the references to new provisions regarding product information are changed. The additional requirement that blisters and other small pharmaceutical containers shall be labelled with the parallel importer’s name, contained in Section 12 of LVFS 2012:19, is proposed to remain for traceability reasons. However, a clarification is made so that it is set out that this information shall be added in addition to the other information that shall be on small containers in accordance with forthcoming regulations on labelling and package leaflets for human medicinal products (HSLF-FS 2021:xx). 

The last paragraph of the proposed Section 17 (corresponding to Section 18 of LVFS 2012:19) that applies to technical agreements has been removed because this is also governed by Sections 24 and 25 of the Swedish Medical Products Agency’s regulations (2004:6) on good manufacturing practice for medicinal products. The provision on batch control contained in the current Section 23 of the regulations has also been removed as this is governed by the Swedish Medical Products Agency’s regulations (LVFS 2014:8) on wholesale trade in medicinal products.

In the provision on withdrawal of a permit in the proposed Section 23 (corresponding to Section 24 of LVFS 2012:19), the reference to the Medicinal Products Act has been changed from Chapter 6, Section 10 to Chapter 11, Section 2. 

The exemption rule is clarified so that it is clear that exemptions may be issued for special reasons and that they need to be compatible with EU law.

Alternative solutions

If the current LVFS 2012:19 is not amended, the existing regulations would contain a dual regulation in relation to EU law, which is not permitted. Therefore, not making any amendments to the existing regulations is not considered as an alternative. 

An alternative to the now proposed regulations could be to only repeal the parts of the existing regulations concerning veterinary medicinal products. However, this would mean that the administrative procedure for parallel trade in veterinary medicinal products and the administrative procedure for the approval of authorisation to conduct parallel trade in veterinary medicinal products would be left unregulated. This could lead to ambiguity about what applies for this procedure and could ultimately pose risks to public and animal health, for example, if it is not clearly regulated when a permit may be granted, and on what grounds, or when it shall be withdrawn. 

Another option could be to make the proposed amendments, but to retain the provisions of common regulations. However, in view of the fact that the regulation of parallel imports of human medicinal products and parallel trade in veterinary medicinal products will significantly differ, the Swedish Medical Products Agency considers that it is clearer to regulate parallel imports of medicinal products for human use and parallel trade in veterinary medicinal products in two separate regulations. Overall, the Swedish Medical Products Agency therefore considers it most appropriate to draw up new regulations on parallel trade in veterinary medicinal products that complement the EU regulation on veterinary medicinal products. This means that the procedure for parallel import of human medicinal products (which in general will remain unchanged) and the procedure for parallel trade in veterinary medicinal products will be governed by two new regulations, the Swedish Medical Products Agency’s regulations on parallel trade in veterinary medicinal products and the Swedish Medical Products Agency’s regulations on parallel imported human medicinal products. 

Those affected by the Regulation

[bookmark: _Hlk73271546]Those affected by the regulation are primarily wholesalers who are already engaged in parallel trade in veterinary medicinal products or wholesalers who intend to conduct such trade. Also companies that intend to import human medicinal products in parallel or are already parallel importers of such medicinal products are affected to some extent. 

The rules also affect holders of marketing authorisations for medicinal products. These are the pharmaceutical companies that receive adverse reaction reports from the wholesaler (for veterinary medicinal products) and from the parallel importer (for human medicinal products). It has been identified that the revision can therefore also be of importance to these companies. 

Veterinarians and pharmacies that handle veterinary medicinal products can be affected to some extent.

Authorisations

The Swedish Medical Products Agency issues the proposed regulations on parallel imported human medicinal products and parallel trade in veterinary medicinal products based on authorisations in Chapter 9, Section 11 of the Medicinal Products Ordinance (2015:458).
[bookmark: _Hlk74927861]As regards the proposal for regulations on parallel trade in veterinary medicinal products, there are also proposals for new authorisations in SOU 2021:45, in Chapter 9, Sections 11(a) and 12 of the Medicinal Products Ordinance. The authorisation in Chapter 9, Section 11(a) of the Medicinal Products Ordinance is proposed to mean that the Swedish Medical Products Agency may issue additional regulations necessary to supplement the provisions of Regulation (EU) 2019/6 of the European Parliament and of the Council, which the Medicinal Products Act (2015:315) supplements. The authorisation in Chapter 9, Section 12 of the Medicinal Products Ordinance is proposed to mean that the Swedish Medical Products Agency may issue provisions on the enforcement of the Medicinal Products Act (2015:315), Medicinal Products Ordinance (2015:458) and the provisions of Regulation (EU) 2019/6 of the European Parliament and of the Council, which the Medicinal Products Act supplements. If these authorisations fail to enter into force, the Swedish Medical Products Agency’s current authorisation can be found in Chapter 9, Section 11 of the Medicinal Products Ordinance (2015:458). 

[bookmark: _Hlk73272081]Cost-related and other impacts

Parallel trade in veterinary medicinal products 

The rules that are currently set out in the Swedish Medical Products Agency’s regulations (LVFS 2012:19) on parallel imported medicinal products are in principle compliant with the rules that are now proposed in the new regulations on parallel trade in veterinary medicinal products with certain differences presented above.

As mentioned earlier, the new regulations on parallel trade in veterinary medicinal products are intended to supplement the provisions of the EU regulation on veterinary medicinal products. Parts of the regulation contained in the current regulations will therefore not be included in the new regulations on parallel trade in veterinary medicinal products, other than in the form of references to relevant provisions in the EU regulation on veterinary medicinal products. 

Certain new obligations for the wholesale trader who intends to apply for, or already holds, a marketing authorisation for a veterinary medicinal product subject to parallel trade have been identified. These obligations are described in paragraph 1.3.1 of this impact assessment and are governed by Articles 102(5) and 102(6)(a-c) of the EU Regulation on Veterinary Medicinal Products. Another consequence is that reports of suspected adverse reactions will no longer be sent to the holder of the marketing authorisation for the medicinal product already approved in Sweden (now referred to as the directly imported medicinal product), but will always be sent to the holder of the marketing authorisation for the veterinary medicinal product in the Member State of origin. 

The additional obligations described above are governed by the EU Regulation. In this impact assessment, the effects of the requirements of the EU regulation on veterinary medicinal products are not addressed, but only the effects of the supplementary requirements proposed by the Swedish Medical Products Agency in the new regulations have been investigated. However, the Swedish Medical Products Agency imposes supplementary requirements that according to Article 102(6)(a) and some additional new documentation in accordance with the EU Regulation a declaration shall be attached to the application (see above under section 1.3.1). A certain increase in the time needed for companies concerned with an introduction of new procedures to comply with the new obligations may follow from the proposals. Given that new regulations on parallel trade in veterinary medicinal products are proposed, wholesale traders and other stakeholders also need to update internal governing documents concerning references. Other proposed changes should not result in any significant increase in the time needed in order to be implemented. 

The five-year deadline and the need for an application for a renewed permit in Section 3 of LVFS 2012:19 exists, among other things, in light of the fact that the corresponding requirements for renewal exist for authorisations under Chapter 4, Section 17 of the Medicinal Products Act (2015:315). Taking into account that this time limit will not remain for authorisations issued under the EU regulation on veterinary medicinal products, the Swedish Medical Products Agency considers that it should also be removed for marketing authorisations for a veterinary medicinal product that is subject to parallel trade. The provision therefore lacks an equivalent in the new regulations on parallel trade in veterinary medicinal products. 

Since an application for a renewed marketing authorisations for a veterinary medicinal product that is subject to parallel trade will no longer be required, the administrative burden of the wholesale traders in the form of the time needed for this handling will be reduced. This means a relief for these companies in comparison to the current regulation.

Parallel imports of human medicinal products

The proposals for new regulations on parallel imported human medicinal products only involve editorial adjustments, amended references and the removal of redundant provisions. Apart from the amended reference to the provision on the grounds of withdrawal in the Medicinal Products Act, the rules do not involve any changes to the matter. The assessment is that the consequence for the companies concerned (which intend to parallel import human medicinal products or are already parallel importers of such medicinal products) is that they only need to update their internal documents due to the new regulations. 

Overall assessment of consequences 

The Swedish Medical Products Agency's overall assessment is that, with the exception of an initial increase in time and resource consumption in connection with wholesalers adapting their routines, the proposed amendments will lead to increased clarity and reduced administrative burden for companies. The latter can be linked in particular to the abolished requirement for an application for a renewed marketing authorisation for a veterinary medicinal product that is subject to parallel trade. The regulation as a whole is therefore only considered to have minor cost-related consequences for companies. Nor does the Swedish Medical Products Agency consider the proposed regulations to entail other costs or changes for companies or that they affect competitive conditions for companies. Against this background, the proposed regulation amendments are not considered to have effects of such significance for the companies’ working conditions, competitiveness or other conditions as stated in Section 7 of the Ordinance (2007:1244) on Regulatory Impact Assessments. The impact assessment therefore does not contain any description according to that provision.  

The proposals are not considered to have effects on municipalities, regions and do not involve changes in municipal powers or obligations.

Conformity with EU legislation
Veterinary medicinal products  
[bookmark: _Hlk73272391]
The provisions on parallel trade in veterinary medicinal products are proposed to contain rules that supplement the EU regulation on veterinary medicinal products. According to Article 102(3) of the EU Regulation on Veterinary Medicinal Products, the Member States shall establish administrative procedures for parallel trade in veterinary medicinal products and the administrative procedure for the approval of applications to conduct parallel trade in such products. Furthermore, Article 2(9) of the EU Regulation on Veterinary Medicinal Products states that nothing in the Regulation shall prevent a Member State from retaining or implementing any control measure on its territory as appropriate for narcotics and psychotropic substances. The supplementary rules on the administrative procedure for the application and the parallel trade itself, which, among other things, include rules on labelling, the adverse reaction reporting procedure and withdrawal of permits, are needed to ensure that the medicinal products provided to animal owners and animals are safe to use. The overall assessment is therefore that the rules in the new regulations on parallel trade in veterinary medicinal products are compatible with EU law. 

Human medicinal products

The regulation is in accordance with EU law. Parallel imports of human medicinal products continue to be based on the treaties of the European Union and the case law developed by the Court of Justice of the European Union. The proposal for new regulations on parallel imported human medicinal products is largely a codification of the EU Court of Justice’s practice and the national requirements that are general for all medicinal products authorised in Sweden. The proposals proposed in the consultation round will, in general, only involve editorial changes and changes as a result of parallel trade in veterinary medicinal products being governed by separate regulations.  

Obligation to notify 

The EU Regulation allows the Member States to regulate administrative procedures for parallel trade (see Article 102(3) of the EU Regulation on Veterinary Medicinal Products). The Swedish Medical Products Agency proposes, among other things, supplementary rules on labelling and package leaflets in Sections 9 and 10 of the regulations on parallel trade in veterinary medicinal products. The Swedish Medical Products Agency therefore considers that the regulations contain so-called technical requirements for labelling of products and that they need to be notified in accordance with the Notification Directive (EU) 2015/1535. The same also applies to the regulations proposed by the Swedish Medical Products Agency on parallel imported medicinal products for human use where the corresponding provisions on labelling and package leaflets can be found in Sections 12 and 13. 

Date of entry into force and special information initiatives

General information on the entry into force 

The new regulations and amended regulations are proposed to enter into force on 28 January 2022, when the EU regulation on veterinary medicinal products is to be applied. Information about the regulations will be published on the Swedish Medical Products Agency’s website well in advance of the entry into force.

The new regulations on parallel imported medicinal products for human use repeal the Swedish Medical Products Agency’s regulations (LVFS 2012:19) on parallel imported medicinal products.

Veterinary medicinal products

[bookmark: _Hlk73274495]The EU Regulation on Veterinary Medicinal Products contains transitional provisions in Article 151(2) for marketing authorisation applications validated in accordance with Directive 2001/82/EC before 28 January 2022. The Swedish Medical Products Agency proposes that the corresponding applies to applications for marketing authorisation for parallel imported veterinary medicinal products which have been received by the Swedish Medical Products Agency before 28 January 2022 and that these applications should therefore be completed in accordance with the Swedish Medical Products Agency’s regulations (LVFS 2012:19) on parallel imported medicinal products. 

[bookmark: _Hlk73274249]In addition, there is a transitional provision in Article 152(2) of the EU Regulation stating that veterinary medicinal products that have been placed on the market in accordance with Directive 2001/82/EC may continue to be provided until 29 January 2027, even if they do not comply with the requirements of the Regulation. For the veterinary medical product in the Member State of origin, which is subject to parallel trade, and for the veterinary medicinal product that has already been approved in the Member State of destination (Sweden), there will be a transitional period of five years with time for adaptation to the amended rules. The Swedish Medical Products Agency considers that the corresponding transition period should also be provided for the medicinal product that is subject to parallel trade and distributed to Sweden, among other things, for the possibility of adaptation in accordance with the changed rules for labelling and package leaflet. Against this background, it is proposed that veterinary medicinal products that are subject to parallel trade and that have been placed on the Swedish market in accordance with LVFS 2012:19 may continue to be provided until 29 January 2027, even if they do not meet the requirements of the new regulations. Thereafter, those engaged in parallel trade in veterinary medicinal products need to ensure that the drugs meet the requirements of the new regulations. 

In addition, a transitional provision is proposed, which means that marketing authorisation for parallel imported veterinary medicinal products issued on the basis of LVFS 2012:19 shall apply as a permit under the new regulations. This corresponds to what will apply for approvals for the sale of veterinary medicinal products and registration of homeopathic veterinary medicinal products pursuant to Article 152(1). 

Human medicinal products 

[bookmark: _Hlk73275203]For parallel imported medicinal products for human use, it is proposed in the same way as for parallel imported veterinary medicinal products that a permit issued by LVFS 2012:19 should apply as a permit in accordance with the new regulations. In addition, there is no need for additional transitional provisions as the proposals for new regulations on parallel imported medicinal products for human use do not entail any substantive changes. 

Information

Information on the new regulations will be published on the Swedish Medical Products Agency’s website. The information will, among other things, include a clarification on how renewals for the temporary marketing authorisations for parallel imported veterinary medicinal products issued in accordance with LVFS 2012:19 (Directive 2001/82/EC) will be handled. 

Guidance will be drawn up by the Swedish Medical Products Agency both for the new regulations on parallel trade in veterinary medicinal products and for the new regulations on parallel imported medicinal products for human use. The guidance documents can be read together alongside, and in addition to, the regulations when these enter into force and may be helpful in the application of the regulations. 

Significant effects for companies

As stated above in section 5, the rules are not considered to have any consequences of importance for companies or only consequences of minor significance. Against this background, the proposed regulation amendments are not considered to have such effects of significance for the company’s working conditions, competitiveness or other conditions as stated in Section 7 of the Ordinance (2007:1244) on Regulatory Impact Assessments. The impact assessment therefore does not contain any description according to that provision.  

Impact on municipalities, regions or changes in municipal powers and obligations

The regulation amendments are not considered to have any such effects or changes for municipalities or regions referred to in Section 8 of the Ordinance on Regulatory Impact Assessments.

Contacts

The following contacts can be reached on telephone number +46 (0) 18-17 46 00 and at the e-mail address registrator@lakemedelsverket.se 

Anna Norberg 	Department of Pharmacy and Biotechnology
Eva Eriksson 	Legal Unit
Malin Malmström 	Legal Unit
Josefin Sahlin	Legal Unit

Appendices

1. Proposal for the Swedish Medical Products Agency’s regulations (HSLF-FS 2021:xx) on parallel trade in veterinary medicinal products. 
2. Proposal for the Swedish Medical Products Agency’s regulations (HSLF-FS 2021:xx) on parallel imported medicinal products for human use.
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