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1. Introduction
WHO Euro requested me to analyse the draft pharmaceutical law of Georgia and to comment on it. In this report I will give an overview of legal and regulatory issues that I found while studying the current draft. Furthermore, I have put observations, remarks and suggestions in the draft law, which should be self-explanatory. I refer to the following from the Terms of Reference for this assignment:
1. Revision of the received draft On Medicines Law of Georgia according to the GRP guidelines and WHO Global Benchmarking Tool; 
1. Provision of recommendations on alignment of the Draft Law to the European Union acquis.
 
As reference material I used the WHO draft Good Regulatory Practices: Guidelines for national regulatory authorities for medical practices (working document QAS/16.686, out for comments)(“GRP-guide”), as well as the WHO Global Benchmarking Tool For Evaluation Of National Regulatory System Of  Medical Products (“GBT”), in particular the Fact sheets for national regulatory system[footnoteRef:1] and the Fact sheets for registration and marketing authorization.[footnoteRef:2] Furthermore, I refer to the pharmaceutical legislation of the European Union (“EU”).[footnoteRef:3] The reason for this choice is that the EU legislation functions as the golden standard in Georgia based on the Association Agreement that was signed with the EU and the fact that it was part of the assignment.  [1:  http://www.who.int/medicines/areas/regulation/Fact_sheets_01_RS_V4.3_DRAFT_clean.pdf?ua=1]  [2:  http://www.who.int/medicines/regulation/Fact_sheets_02_MA_V4.3_DRAFT_clean.pdf?ua=1]  [3:  The EU legislation consists of Directive 2001/83/EC and Regulation (EC) No. 726/2004 together with many other directives and regulations on the level of the Council and the Parliament, but also delegated legislation on the level of the Commission. An overview can be found on the Commission website under the tag EUDRALEX: http://ec.europa.eu/health/documents/eudralex/index_en.htm.] 

1.1	Good Legislative Practice In Pharmaceutical Legislation
One of the key requirements of every healthcare system is the availability of good quality medical products. Both for medical devices and medicinal products a well-functioning regulatory system is required, to guarantee the quality and the affordability of such products for the patients. From a legal point of view, the basis for a well-functioning regulatory system is well-implemented legislation by well-regulated competent authorities. Furthermore, the interest of the medical products industry are high: medicinal products and medical devices are big business and therefore require robust checks and balances in the procedures and a high level of transparency.  
In order to meet the requirements of optimal protection of public health and effective regulation of the medical products industries the regulatory system should prevent:
· Arbitrariness;
· Conflicts of Interests (and corruption); and
· The introduction of substandard products into the system.
To this end, the regulatory system should be:
· Transparent; and
· Legally clear.


1.2	Key elements OF WHO draft Good Regulatory Practice 
The WHO GRP-guide mentions the following important properties of regulatory systems.
· Legality: Regulation should have a sound legal basis and should be consistent with existing legislation, including international norms or agreements.
· Impartiality: Regulation and regulatory decisions should be impartial in order to be fair and to avoid conflicts of interest, unfounded bias or improper influence from stakeholders. 
· Consistency: Regulations should be clear and predictable; both the regulator and the regulated party should understand the behaviour and the conduct that are expected and the consequences of noncompliance.
· Proportionality: Regulations and regulatory decisions should be proportional to the risk and should not exceed what is necessary to achieve the objectives. 
· Flexibility: Regulations should not be prescriptive; they should allow flexibility in responding to a changing regulated environment and different or unforeseen circumstances. 
· Effectiveness: Regulations should produce the intended result. 
· Efficiency: Regulations should achieve their goals within the required time, effort and cost. 
· Clarity: Regulations should be accessible to, and understood by, the users;
· Transparency: Regulatory systems should be transparent; requirements and decisions should be made known to affected parties and, where appropriate, to the public in general. 

2. Assessment framework
2.1. Structure
A certain number of elements should be common to any pharmaceutical legislative system.[footnoteRef:4] These elements can be listed as follows for a law to regulate medicinal products, including biologicals and vaccines, but excluding medical devices and other health products. For these products comparable legal frameworks could be established mutatis mutandis. The presented format also does not include legislation in respect of pricing and reimbursement and (public) procurement of medical products. Finally, the presented format does not include provisions concerning clinical research and GCP, which merit a completely independent legislative framework with its own competent authority, norms and procedure. This also applies to the authorisation of and the functioning of the pharmacist in his/her pharmacy. [4:  Next to the issues mentioned here, special legislation can and should be adopted with respect to Orphan medicinal products, development of medicines for children, advanced therapies, medicines derived from blood, et cetera. ] 

In the EU the medicinal products legislation is adopted independently of the legislation on clinical research and animal testing. The reason for this is that the medicinal product legislation is purely based on the Union goal of free movement of goods as such. Medicinal products are, although very special, still considered as goods. Legislation about the development of medicinal products is of a different nature, because other aspects of the Union mandate and the shared responsibility of the EU member states are involved, such as medical-ethics supported by the Charter of fundamental rights and the Declaration of Helsinki, and humane treatment of animals. Although the draft law is drafted to include research and development of medicinal products, my focus will be on the marketing authorisation procedures and the regulation of the pharmaceutical industry and market in Georgia. Such a pharmaceutical law should contain the following building blocks:
· Preamble, containing reasons for the law and objectives of the legislator (this part contains no legal provisions);
· Definitions;[footnoteRef:5] [5:  Definitions should only be included if they can function as an abbreviation for an otherwise long term or if the definition serves as a legal delimiter in the legislation. The most important function of definitions relate to the explanation of internal and external scope provisions. ] 

· Scope provisions;
· Establishment of regulatory authorities and their powers;
· Who makes decisions on what issues and what it the legal framework?
· Necessary authorisation: marketing authorisation
· Application procedure for a marketing authorisation;
· Pharmacovigilance after the introduction;
· Variations of the marketing authorisation.
· Necessary authorisation: manufacturing, importing and wholesale authorisation
· Application procedure for a manufacturing/import/wholesale authorisation;
· Official product information and labelling/packaging;
· Advertising of medicinal products;
· Legal remedies in case of a conflict between regulatory authority and applicant or third party;
· Supervision of the market, enforcement of the law;
· Sanctions in case of non-compliance;
· Other ‘boilerplate’, e.g. date of getting into force, grandfather’s clauses and other transitional provisions.
2.2. Delegation and attribution
The complete set of provisions in the legal framework of a pharmaceutical law contains provisions with different levels of detail. In most countries, it is possible that a formal, parliamentary act allows the government or a minister to adopt implementing acts, containing provisions on a more detailed level. The ratio for applying such delegation is that adaption to a changing environment through parliamentary systems takes a long time to achieve. Furthermore, members of the government and the parliament are often not really interested if amendments are being made. It makes sense to delegate detailed acts, like e.g. the detailed content of the application file, to a lower legislative level. 
On this issue, the GRP-guide states under the heading Legality:
· All regulatory decisions must be founded on valid legal authorities, respecting the rule of law
· Delegation of powers and responsibilities to different levels of the regulatory system should be as clear as possible.
· If multiple levels of government are involved, the system should ensure consultation, cooperation and coordination.
The one point that is key to good legislation is that the delegation should be as clear as possible. I would add to that that any delegation to a lower legislator should be bound by the delegator. The delegation provisions in any piece of legislation should give the framework in which the delegated power must be used, as well as the criteria that have to be applied in case of decision making. In other words: the core of any legal rule should be in the highest level legislation, details that do not change the essence of the legal rule may be delegated.
In respect of the current draft I would further add that it is important that the law remains flexible. By regulating too many details on the level of parliamentary law, any small change in the future can only be implemented at the level of the parliament. This is particularly important as the current draft should stay aligned with the EU Acquis that can be changed through comitology and implementing acts on the level of the European Commission. Moreover, the meaning of the EU Acquis as well as decision of the Commission can be interpreted or squashed by the Court of Justice of the EU. Such decisions may have to be implemented into Georgian legislation. Therefore, it is important to carefully assess which issues have to be in the law itself and to which level of detail. It is not useful to list e.g. all the documents that have to be in the application of a marketing authorisation dossier in the law, because over time this could change for technical or scientific reasons. Much better is a provision in the law that a dossier has to be submitted to support the application containing data demonstrating pharmaceutical quality and the results of preclinical testing and clinical trials to be determined in a governmental decree (or Ordinance). Even more flexibility could be introduced by allowing the minister of health to make technical amendments if these do not influence the compatibility with the ICH Common Technical Document (CTD) or if they are triggered by amendments in the CTD.
2.3. Setting the rule and applying the rule
It is important that competent authorities are offered a legal framework to take decisions in an individual case, that is transparent and clear to both the regulator and the regulated. If e.g. the competent authority for marketing authorisations receives an application, it should be able to assess the dossier and take a decision while using the legal context. It is not good policy if the competent authority is creating its own decision framework, because this would enable an authority to change the rules during the game. This could also lead to undesirable influences on the regulator’s impartiality. The advice is that the parliament, the government or the minister of health set the rules and the competent authorities apply the rules. Competent authorities should not be able to change the rules of the game during the match. It is also important to establish the application procedure in the law. This does not mean that the decision making authority should be restrained from giving guidance to applicants and disclose their policies, but the ultimate decision needs to be based on the rule of law. This relates to the Good Regulatory Practices elements of impartiality and consistency.
2.4. Alignment with EU acquis
The EU legislation is based on Directive 2001/83/EC, the Union Code, together with Regulation (EC) 726/2004. The Union code and regulation contain provisions about many aspects of medicinal products. They are, however, not the only legal text applying to medicinal products. An example of a topic that is not part of the Directive is the regulation of clinical trials. In the EU the existing Clinical Trial Directive (2001/20/EC) is currently in the process of being replaced with the Clinical Trial Regulation (Reg. 536/2014). Another independent piece of Union legislation is the regulation on Supplementary Protection Certificate (Reg.469/2009). Finally, there are some separate regulations that belong to the Union Code but could be legislated more practically in different EU laws: orphan medicinal product, advanced therapy medicinal products and paediatric medicinal products.[footnoteRef:6]  All these issues are regulated in the form of regulations.[footnoteRef:7]  [6:  Orphan medicinal products: Reg. EC/141/2000; pediatric medicinal products: Reg. EC/1901/2006; advanced therapies: Reg. EC/1394/2007.]  [7:  A regulation is an EU law that binds natural and legal persons directly. A directive is directed at the member states and has to be transposed (implemented) into national legislation.] 

2.5  scope in terms of topics
In respect of the regulation of medicinal products different aspects are considered. It makes sense to combine all provisions on the marketing, dispensing, authorisation and trade under one umbrella. On the other hand, pharmaceutical development, preclinical testing (GLP) and clinical trials require a different type of approach. Other parties are addressed: not manufacturers, marketing authorisation holders, wholesalers and pharmacists, but clinical trial subjects and their legal representatives. And other interests are at stake: not the protection of public health against unsafe and ineffective medicinal products, but ethical issues like animal welfare and the protection of human rights and ethical standards. There could be a case for regulating these topics in different laws. 
2.6 Regulatory decision making 
Within the EU system two levels of decision making exist: the level of the member states and the regional level: the EU. At the EU level some decisions are taken by the (committees of the) European Medicines Agency (EMA) and most decisions are taken by the European Commission. It concerns Centralised marketing authorisations, including marketing authorisations for advanced therapy medicinal products (ATmPs), orphan medicinal product designation, et cetera. 
One of the principles of regulatory decision making is that decisions are made in a transparent way on the basis of objective criteria. Key is that the persons involved can act as independent and impartial persons. Therefore, an arrangement of managing Conflicts of Interest is required.
 

3. Comments on the application of the Good Regulatory Practices in the draft law
3.1	Legality
The first important desired property relates to ‘legality’. The main reason for the importance of having a correct and well-designed legal structure goes back to Montesquieu’s Trias Politica: the idea to divide political authority into legislative, executive and judicial powers. In this context the main aspects and characteristics have to be adopted by the legislative power (the parliament). The legislative power has to attribute new rules on the basis of e.g. the constitution. In the law the legislative power may foresee in delegation to the executive power (the government or the minister of health).  The main reason for this is that the legislator’s ideas should be guaranteed irrespective of changes in the executive power, e.g. after elections. If at that point amendments to the law are required, these changes have to be adopted at the same level: by the legislative power.
3.1.1 Readability and ease of use
Size
The draft law requires about 150 pages. Furthermore, provisions about one issue could be found at different places. This means that the user of the law has to study 150 pages of text including many repetitions and provisions without legal effect. This is practically impossible. Just for this reason, the draft does not comply with Good Regulatory Practice. The size of the draft turns it into non-compliant with Good Regulatory Practice, because of lack of  efficiency, effectivity and clarity.
Structure
The draft law is subdivided in Articles and Paragraphs. Some articles cover a large topic and are subdivided in tens of paragraphs. An example is Article 13 which regulates the entire marketing authorisation procedure.


Another concern is the fact that the draft does not use the concept of definitions correctly. A definition should only be given if it useful. This could be because one long term is often used in the body of the law and it economises on the number of words. In fact many defined terms in the draft are not used at all in the body of the law. An example is the term ‘Investigator’ that is defined in the definitions-article (article 1(33)), but not used in the one provision that gives a norm for the investigator (article 9 (6.2) or elsewhere in the law. Other definitions in article 1 are not definitions, but rather norms  that do not belong in a definition. 
Examples are the definition of a Pharmacy (article 1(3)): 
“- a complex of premises, equipment and tools intended for the retail sale of medicinal products and other goods of the pharmacy range and owned by a legal entity or individual entrepreneur on the basis of the right of ownership or on other legal grounds, who is registered in the manner established by the legislation of Georgia and authorized to carry out activities on the retail sale of medicinal products, granted in accordance with the requirements of this Law. The pharmacy can also manufacture (produce) medicinal products according to prescriptions of doctors (by magistral inscriptions) and/or pharmacopoeial inscriptions (by officinal inscriptions) for individual patients and/or medical institutions by their order on the basis of a permit to carry out activities on the retail sales medicinal products with the right to manufacture (produce) medicinal products under the conditions of a pharmacy, granted in accordance with the requirements of this Law;” 
and Generic medicinal product (article 1(15): 
“- a medicinal product with the same qualitative and quantitative composition of active substances and in the same dosage form as the reference medicinal product and whose bioequivalence with the reference medicinal product is proved by appropriate bioavailability studies. Various salts, ethers and esters, isomers, mixtures of isomers, complexes or derivatives of the active substance are considered to be the same active substance, provided that they do not significantly differ in properties with regard to safety and/or efficacy. Various dosage forms for oral administration with immediate release are considered to be the same dosage form”. Elements of the definition of generic medicinal product are repeated or in article 13(8), 13(9), 13(10) and 13(11).
Redundancies and repetitions
Many provisions are repeated or formulated differently within the draft law. This is one of the opportunities to shorten the texts and to make the law easier to understand and use. An example of this is the following.
	Article 14 - Special provisions regarding the state registration of homeopathic medicinal products
1. Homeopathic medicinal products are subject to compulsory state registration in Georgia in the manner prescribed by this Law for the state registration of medicinal products, taking into account the specifics provided for by this article.
2. Homeopathic medicinal products are subject to a simplified procedure for state registration if they fully satisfy the following conditions:
2.1) medicinal products are intended for oral administration or external application;
2.2) the label of the medicinal product or any relevant information does not provide a specific therapeutic indication for use;
2.3) the degree of dissolution/dilution of the medicinal product is sufficient to ensure its safety; in particular, the medicinal product may not contain more than 1 part per 10 000 of the mother tincture or more than 1/100th of the smallest dose used in allopathy with regard to active substances, whose presence in the allopathic medicinal product requires the prescription of a doctor.
3. An application for state registration of a medicinal product that meets the conditions set out in Part 2 of this Article, which is submitted to the Agency in the manner prescribed by this Law, may cover a series of medicinal products obtained from the same homeopathic raw material or the types of raw material. To confirm the pharmaceutical quality of medicinal products and their homogeneity from series to series, an application shall be accompanied by:
(….)
Paragraph 14(1) states that homeopathic medicines have to be authorised. As all medicinal products have to be organised this redundant. The provision continues by stating that the authorisation has to comply with this law. This is completely logical. Paragraph 14(2) provides that homeopathics may be registered under a simple procedure if they comply with the next criteria. Both paragraphs could be rephrased to state: Homeopathic medicinal product intended for oral use containg less than 1/100 of non-homeopathic medicinal products or 1/10,000 of a stock solution may be authorised with a simplified procedure. 
Another example is the listing of the data/documents that have to be submitted under article 13, 14, and 15. These lists are quite similar. It would be much more efficient to have the listing once in article 13 and to refer to that and only mention the differences in articles 14 and 15.

3.1.2 The regulatory agency
The “Agency” is defined (actually the first definition, even before medicinal product) as  ‘a competent service within the scope of the Ministry of Labour, Health and Social Protection of Georgia, in accordance with this Law carrying out state regulation in the sphere of circulation of medicinal products in Georgia’. There are no other provisions in the draft law about the Agency, while there should be. The definition could refer back to the provisions about the Agency in the body of the law. 
National regulatory agencies should be established by the legislative power. As the decisions have a high impact on the objectives of the legislation, it is important that the legislator does not allow the executive power – the government or one or more of the government’s ministers - to organise this decision making. It is of course no problem to delegate detailed legislation to the executive, but only with a strong legal basis in the law. The first reason for that is that the constitution of most countries reserve the attribution of public decision making to the legislator. From the perspective of Good Regulatory Practices, a strong legal basis in the law is required as well. After all, the decisions that influence public health the most, are the authorisations granted by the regulatory agency. These decisions must be taken impartially, based on clear criteria, in compliance with the legal framework. Therefore, rules about the appointment and dismissal of members or employees, their expertise and independence and the procedures and the criteria that must be followed for the decisions need a legal basis in the law. Also, payments made by the pharmaceutical industry need to regulated by the law, as well as rules about possible conflicts of interests and transparency. 
In short, the law need to contain the following provisions in respect of the regulatory agency:
· Establishing the Public Health Agency;
· Giving rules about appointing the (staff) members and their eligibility;
· Establishing committees or other decision bodies within the Agency, as well as there rules for decision making (quorum, majority and dissenting opinions);
· Giving requirements to be appointed, e.g. in respect to other (past) functions in the pharmaceutical area;
· Establishing for each type of application the procedure as well as the dossier requirements as a framework, containing bound delegation provisions to lower legislators (government or the minister of health);
· Provide criteria for the decisions the agency must take: e.g. a positive risk/benefit ratio 
· Guaranteeing decision making is based on scientific criteria by excluding politicians like the Minister of Health from the decision making
· Warranties for independency by providing a  budget that enables the Agency decision bodies to perform their tasks independently;
· Giving a legal basis for the fees for regulatory activities, to be set by lower legislators but bound, e.g. follow inflation or balanced with the costs of the agency.

Putting the provisions about the agency’s operations at a lower level is not correct, for a number of reasons. The most important one is that it should not be possible that later governments or ministers changes the system for their own reasons, abandoning the Good Regulatory Practices. In respect of the decision making procedures only criteria for refusing the marketing authorisation are given. 
3.1.3	Marketing authorisation procedure
The main objective of any pharmaceutical legislation is to protect public health by keeping medicinal products that do not comply with scientific standard from the market and so away from the patients. The draft law does not provide an application procedure and the decision criteria, but only listings of documents to be submitted. This may lead to arbitrariness and conflicts of interests. The law contains a provision for the refusal of a marketing authorisation[footnoteRef:8] but still misses the provision to clarify that a marketing authorisation is granted if the competent authority after scientific evaluation concludes that there is a positive benefit/risk ratio.  [8:  Article 13 paragraph 38.] 


3.1.4	The inspectorate 
The law is not clear about the competent authority for supervision and enforcement of obligations to conduct business under GxP. Article 17 deals with GLP, GCP, GMP, GDP, proper storage practice, good pharmacovigilance. However, no reference is made to the actual GxP which applies. This – at least a reference to an international GxP - should be in the law, as well as provisions designating the inspection service - which is mandated to enforce – and the procedures to be followed. There is only a delegation to the government, but this means that a future government might decide to divert from the Good Regulatory Practices scheme of things. Furthermore, a gap exists between the GxP applicable to holders of a pharmaceutical authorisation and pharmacists who base their status on their profession. For GPP different standards are required.  

3.1.5	Pharmaceutical authorisation
From the text of the law it appears that entities in the pharmaceutical area have to be ‘licensed’. However, the law does not mention the main criteria are not mentioned and it is also not clarified which procedure has to be followed and what is the competent authority for these procedures. From a practical point of view, the Public Health Authority should grant manufacturing authorisation on the basis of compliance with GMP, wholesale distribution authorisations on the basis of GDP and importer’s authorisation on the basis of compliance with GMP in the country of origin and transfer of liability to the importer. 

3.1.6 Legal remedies 
One of the main characteristics of a well-functioning legal system is that the lawfulness of decisions can be challenged before a court of law. This is one of the principles deriving from the trias politica. In the current draft law no provisions have been foreseen to allow applicants and third parties who do not agree with decisions of the Agency with standing in a procedure before a court or judge to challenge a decision. This possibility is considered as fundamental for legality of regulatory decision. 

3.1.7	Clinical trial authorisation  
The law also contains provisions on clinical trials. The law, however, does not provide the application procedure to obtain permission to start a clinical trial. This should be an element of the law, as the protection of clinical trial subjects is very important. The WHA Declaration of Helsinki and ICH Good Clinical Practice both offer the necessary protection of clinical trial subjects and the quality of the results of clinical trials. GCP should therefore have a legal basis in the law. Moreover, GCP requires a positive opinion of a medical-ethical committee. Medical-ethical committees must be established in the law, as well as their rules of procedure and the dossier requirements, e.g. the protocol, the Investigational medicinal product dossier and the informed consent form. 

3.1.8	Competent authority for clinical trials
In the law the ultimate competent authority to authorise clinical research has to be appointed. The law and implementing acts should give rules for appointment of members and staff as well as rules about the financial management of the medical-ethical committees.

3.2	Impartiality
Regulatory decisions have an impact on both public health and honest business. Therefore, it is important to include in the law as many safeguards as possible to guarantee impartiality. In practical terms this means that the law should lie down criteria for the appointment of members and staff of competent authorities. Members and staff of competent authorities – the Public Health Agency, the competent authority for manufacturing, import and wholesale distribution authorisations and the competent authority for clinical trials including the medical-ethical committees – should not be acceptable if they have (financial) relations with pharmaceutical companies. Moreover, all members and staff members should be appointed based on their scientific expertise. Conflicts of Interest have to be avoided at all times
To guarantee impartiality, clear procedures and clear criteria are key.

3.3	CONSISTENCY, PROPORTIONALITY, FLEXIBILITY, EFFECTIVENESS, EFFICIENCY, CLARITY AND TRANSPARENCY 
The other issues of Good Regulatory Practices have to be implemented for each and any provision separately. In this respect the current law sometimes shows an unhelpful ‘grammar’: first the exceptions to a rule are presented, and the rules comes afterwards. These issues can be repaired rather easy. They are of a legal-technical nature. 

4. Technical issues

4.1	Definitions and scope provisions
Many definitions in the law are not necessary, because the defined term is not used anywhere else in the law. Furthermore, some of the definitions are not used consistently and are not clear. Possibly this is caused by the translation to the English language, so this should be checked in the Georgian version as well. 
It is not in line with GRP if definitions contain norms. This causes unnecessarily difficulties in the use and interpretation of the law. Definitions are only useful if they lead to simplification of the law, because one definition replaces many long legal texts.  
The scope provisions in the law are not consistent and logic. It is important for compliance and enforcement that it is absolutely clear which rule applies. 
The readability and clarity of the law could further be improved by clarifying in the provisions who are the addressees of the specific norms.  
4.2	Concept of parallel trade
The draft law contains the concept of parallel import. This is a longstanding topic in the EU in which originally was decided by the Court of Justice that in case a medicinal product was authorised in member state A and in member state B the product could be imported in member state B although the actual product differs from the product in member state A unless the differences could cause a serious risk to public health.[footnoteRef:9] The concept of parallel import to Georgia could be understood as the import into Georgia of a medicinal product from a EU member state in case it is authorised both in that member state and in Georgia. However, parallel trade in the draft law is defined as:[footnoteRef:10]  [9:  First ruling about parallel import: ECJ 20 May 1976, case 104/75, De Peijper, ECLI:EU:C:1976:67. This ruling was followed by many other cases. The last important one was ECJ 1 April 2004, C-112/02, Kohlpharma, ECLI:EU:C:2004:208. There were also Commission Communications about parallel trade. The most recent one is Commission Communication on parallel imports of proprietary medicinal products for which marketing authorisations have already been granted, COM(2003) 839 final, 30 December 2003.]  [10:  Article 1 (67).] 

Parallel import of medicinal product - import of a medicinal product, registered in Georgia in accordance with this Law, to the territory of Georgia from a country with a strict regulatory system in the sphere of medicinal products circulation by an importer of medicinal products that does not have contractual relations with the owner of a trade licence of medicinal products for the right to import medicinal products;
There are two possible interpretations: the first being that a product is actually authorised in Georgia and also in the exporting country, the second that the (reference) product is not authorised in Georgia. The last interpretation would mean that Georgia adopts a system of unilateral recognition from “strictly regulated countries”. The first interpretation would have similarities with EU parallel import. From the text of Article 83 appears that indeed a sort of parallel trade to the trade of the MA holder is envisaged. Remains the question which countries meet the criteria for having a strict regulatory system. This should be laid down in the law, or at least the criteria. Moreover, for other countries that EU member states this provision has to be changed allowing access for parallel trade for EU medicinal products only.  

4.3	Reference or national legislation 
On many places the draft law suggests to adopt in national legislation international standards, like  Good Manufacturing Practices, Good Clinical Practices, Good Distribution Practices and Good Vigilance Practices.[footnoteRef:11] This is not legally correct: the choice is either to have national standards that can be based upon/inspired by international standards, or adoption by reference. If the Georgian law orders the Georgian government to adopt an international standard as national legislation chances are that two versions of the standard apply in Georgia in case the international standard is amended. This is prevented if one of the two choices is made. [11:  E.g. in the listing of measures to be taken after adoption of the draft law in Article 127. ] 

Another risk of duplication is the Listing of all executive implementing legislation in the end of the law, next to the delegation provision 

5. recommendations for improvement   
5.1	General issues
5.1.1	Size
The draft law is very comprehensive and this also the weakness. The legal provisions are not very accessible for the users of the law and there may well be conflicting provisions in the draft. I have read the document about a dozen times and have still not been able to get completely familiar with all the provisions. It is also very complicated to go from article 1 with the definitions and return to the norms, because of the number of definitions and pages of the document.
5.1.2	Scope 
I recommend to limit the scope of this law to what is regulated in the EU by Directive 2001/83/EC and Regulation (EC) no 726/2014. The topics of Orphan Medicinal products, Supplementary Protection Certificate and – most – important clinical research can be better regulated in separate legislation. This would improve readability, accessibility and clarity of each of the legal documents.
5.1.3	Structure
Improvements may be made to the structure of the draft. An important issue in this perspective are the definitions. These should all be reconsidered for their need. Definitions should serve as a method for shortening the text of a legislation or as clarifier of the scope of provisions or the law as a whole. And they should not contain a norm.
Furthermore, articles should have a reasonable size and not be too extensive. To have one provision regulating the complete full dossier application does not deliver transparency of the legislation. 
5.1.4	redundancies and repetitions
Check the draft for provisions without legal effect. They should not be in the draft law. Avoid repeating similar lists of dossier requirements or submissions. Instead, give these provisions once and focus on differences for specific different procedures.
5.2	Legal issues
5.2.1	attribution: the Agency and other authorities
As stipulated before, it is both under EU law and under GRP necessary to establish the competent authorities and their powers on the level of the parliamentary act. In order to guarantee current and future impartiality and to avoid conflicts of interest, the law should decide on eligibility of membership and employment of the agency as well as give the procedural instruments. Furthermore, the Agency should take their decisions independent from politicians. Therefore, staffing and budget have to be guaranteed without any influence by ministers and other politicians on the scientific evaluations and decisions.
5.2.2	Delegation and soft law
For reasons of flexibility and ease of use delegation and soft law may be used for everything that is not essential to the law. The legislator should adopt clear instructions for the delegatee to maintain the legal framework of the law. Sometimes instead of hard law guidelines can be used, to assist stakeholders in communicating with the authorities. These guidelines are not laws, but any deviation by either applicants or holders and the competent authority have to be motivated.
5.2.3	legal protection
The European Charter of Human Rights, article 47, as well as the European Convention on Human rights, article 6,  guarantee an effective remedy and a fair trial for everyone whose interests are affected by a decision of a competent authority. This means that the applicant and third parties whose interests are at stake in a regulatory decision should be enabled to bring his case before a judge or court. This should be an element of pharmaceutical legislation.   
5.3	practical recommendations
In the attached version of the draft law comments are given that are self-explanatory.  Please do not hesitate to refer to the comments and ask for clarification.
 

11 November 2018, John Lisman.
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