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Health and Food Law developments in 2021  

Bestofs: 2021 saw an unprecedented wave of 

regulatory changes in the health and food 

sectors. While the Covid-19 pandemic mandated 

most of the agenda, developments extended far 

beyond…  

 BY  O R AIOZ IL I  KOUT SO UPI A

 

1. Food Law Reform 

On 27 March 2021, the EU Food 

Transparency Regulation (EU) 2019/1381 

entered into force, amending the General 

Food Law Regulation (EC) 178/2002 and 

other relevant food Regulations (e.g. GMOs, 

smoke flavorings, additives etc.). The 

changes brought concern risk 

communication, notification of studies, 

consultation of third parties and 

confidentiality. 

In June 2021, the Commission carried a 

public consultation focusing on the food 

supply chain, calling on state, business, and 

consumer stakeholders to submit their views 

on a possible overhaul of the EU marketing 

standards for agricultural products. The 

consultation forms part of a wider 

evaluation process on the EU marketing 

standards laid down in the common market 

organisation, the ‘breakfast directives’  

(establishing rules on description, definition, 

characteristics and labelling of a number of 

agricultural and food products usually 

consumed for breakfast) and Commission 

acts. 

Moreover, on 1 December 2021, the 

Commission published its Health and Food 

Audits and Analysis Programme for 2022, 

with the aim of raising EU quality standards 

implemented by Member States and EU 

importers in the areas of food and feed 

safety, food quality, animal health and 

welfare, and plant health. Per the new plan, 

the Commission will carry out 281 controls, 

including 172 audits and 109 analyses of 

control systems implemented in EU Member 

State and third countries. Further plans 

include the development of a policy on 

sustainable use of pesticides, the reduction 

in use and risk of chemical pesticides in line 

with the Green Deal and the objectives of  
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the Farm to Fork Strategy and the 

management of the Better Training for Safer 

Food programme. 

2. Animal Health Law: 

On April 2021, the European Parliament and 

the Council adopted the Regulation (EU) 

2016/429 on transmissible animal diseases 

("Animal Health Law"). The Animal Health 

Law aims to ensure a safe and smooth EU 

market of animals and animal products 

through: 

 Consolidating fragmented regulations 

into a single act; 

Introducing rules on preventing and 

eradicating disease; 

 Clarifying obligations imposed on 

farmers, vets and other professionals 

dealing with animals; 

 Promoting greater use of new 

technologies, including surveillance of 

pathogens, electronic identification and 

registration of animals; 

 Pursuing early detection & control of 

animal diseases, including emerging 

diseases linked to climate change; 

 Introducing a monitoring system for 

animal pathogens resistant to 

antimicrobial agents. 

Details on most of these changes will be 

subject to Member State implementation. 

That said, the changes are indicative of high-

scale improvements in the health and food 

sector. 

3. The new MDR enters into force. 

On 26 May 2021, the 2017 Medical Devices1 

(‘MDR’) entered in full  application2. Key 

changes brought by the new MDR include: 

 Initiation of the Unique Device 

Identification System (UDI); 

 Reclassification of medical devices; 

 Expansive regulatory scope to products 

that do not have an intended medical 

purpose such as aesthetic implants; 

nanomaterials, medical devices 

manufactured by non-viable tissues or 

cells of human origin, as well as 

products specifically intended for the 

cleaning, disinfection, and sterilization 

of devices; 

 New requirements for clinical 

evaluation, clinical investigation and 

post-market surveillance; 

 Eudamed database expansion to store 

the information related to post-market 

surveillance activities, periodic safety 

update reports, safety and clinical 

performance studies. It will also provide 

more detailed information on 

manufacturers, clinical investigation 

data, and device registrations; 

                                                           
1
 Regulation (EU) 2017/745 of the European Parliament 

and of the Council of 5 April 2017 on medical devices. 
2
 See https://kglawfirm.gr/the-medical-devices-

regulation-eu-2017-745-mdr-finally-enters-into-
application-are-you-ready/ 

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02016R0429-20191214
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02016R0429-20191214
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 Supervision and new obligations for the 

Notified Bodies. 

The date of entry in full application of the In 

Vitro Medical Devices Regulation (EU) 

2017/746 of the European Parliament and of 

the Council of 5 April 2017 (‘IVDR’) remains 

the same, namely, 26 May 2022.  

4. Clinical Trials developments 

In August, the European Commission 

announced that the Clinical Trials 

Regulation, which was passed back in 2014, 

will finally take effect on 31 January 2022, 

since the EU portal and EU database 

comprising the new Clinical Trials 

Information System (CTIS) has met the 

previously published specifications for 

functionality and is ready to go live. Member 

States, among them Greece as well, will have 

to work in CTIS immediately from go live and 

National Medicines Organization of Greece is 

expected to issue further guidance. Clinical 

Trials Sponsors will have one year to begin 

using CTIS and can decide whether to submit 

a new clinical trial application under the 

Clinical Trial Directive or Clinical Trial 

Regulation until 31 January 2023. 

5. EU Pharmaceutical Strategy for Europe  

In late September, the EU Commission 

launched a public consultation on the EU 

general pharmaceuticals legislation on 

medicines for human use. The consultation 

includes a reevaluation of current Directive 

2001/83/EC, (transposed in Greece by virtue 

of Ministerial Decision 32221/2013) and 

invites stakeholders to contribute their views 

through a specific questionnaire. The main 

points raised in the consultation include: 

 Patients’ rights to universal, affordable, 

effective, safe and timely access to 

essential and innovative medicines; 

 Introducing a common EU therapeutic 

guide for limiting antimicrobial 

resistance;  

 Revision of the orphan medicinal 

products Regulation EC/141/2000 of 16 

December 1999 and the Regulation 

EC/1901/2006 of 12 December 2006 on 

medicinal products for pediatric use; 

 Improving mechanisms for price- and 

cost-setting of pharmaceuticals by 

strengthening manufacturing and supply 

resilience, and assessing additional 

criteria for national pricing, at no 

additional cost to patients; 

 Ensuring equitable access in generic and 

biosimilar medicines through patent 

linkage, by banning IP evergreening 

practices that delay access to medicines 

and by applying the Bolar provision 

concerning possible exemptions from the 

legal framework for the Unitary Patent 

system for generic drug manufacturers; 

 Decrease of delayed arrival of medicines 

on the market through new ways to 

improve the regulatory process and its 

implementation and implement 

innovative solutions to reduce delays to 

the market entry of medicines; 

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=uriserv%3AOJ.L_.2021.275.01.0001.01.ENG&toc=OJ%3AL%3A2021%3A275%3ATOC
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=uriserv%3AOJ.L_.2021.275.01.0001.01.ENG&toc=OJ%3AL%3A2021%3A275%3ATOC
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 Enhancement of public-private 

partnerships and innovation in funding 

research into and the production of 

innovative medicines and research into 

medicine repurposing; 

 Establishment of the European Health 

Emergency Preparedness and Response 

Authority (HERA) which is focused on 

tackling variants of the COVID-19 virus; 

 Enhancement of the procurement 

practices through joint procurement by 

the Commission and the Member States, 

including in particular for emergency 

medicines and unmet therapeutic needs 

to improve their affordability and access 

to them at EU level;  

 Enabling commercial withdrawals of 

essential medicines only when substitute 

and equivalent treatments are available 

for patients, and subject to early 

notification obligations for MAHs and 

distributors;  

 Repurposing of medicinal products to 

support the marketing and use of drugs 

with new approved indications; 

 Supporting regulatory transparency, 

stability, and predictability;  

 Regulatory optimization through 

digitalized processes, including the 

implementation of electronic product 

information (ePI), the streamlined active 

pharmaceutical ingredient assessment 

(API), and improved good manufacturing 

processes (GMPs) and manufacturing 

management and resources; 

 Initiation of the Supplementary 

protection certificates (SPC) mechanism 

in order to prevent delays in access to 

generic medicines and improve the 

financial sustainability of healthcare 

systems. 

Many of the abovementioned anticipated 

provisions are expected to have a significant 

positive impact and shall be implemented 

and exemplified by the European and 

national authorities, according also to the 

respective needs and conditions at a 

national level. The changes brought, will 

certainly bring high scale improvements to 

the health and food sector. 
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