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L I F E  S C I E N C E S  &  H E A L T H C A R E  P R A C T I C E  

 
MedTech Europe Code of Ethical Business Practice: 
March 2022 New Version (part b)                                
                                                                
BY O RAIOZIL I  KO UT SOU PI A,  AIT H RA ANTONI ADO U

 

On 25th March 2022 a new version of the 

MedTech Europe Code of Ethical Business 

Practice, which will enter into force on 1st 

January 2023, was approved, so as to ensure 

that National Associations and Member 

Companies will have sufficient time to 

transpose and implement such revisions 

accordingly. 

Chapters 5 – 10 and Annexes are summarized 

as follows. 

Consulting Arrangements  

The fifth chapter re-establishes the rules 

regarding consulting arrangements, which may 

be either paid or with zero remuneration. As a 

general principle, the HCOs and HCPs may be 

engaged in activities such as research, advisory 

boards, presentations in company events and 

product development according to the 

applicable law. The Code clarifies and 

distinguishes appropriate activities between 

HCPs, as well as HCOs and MedTech Europe 

member companies. Corruption risks should be 

mitigated and the engagement of an HCO 

and/or HCP should rely upon a Legitimate 

Business Need, as defined by the Code. 

Furthermore, a Consulting Arrangement should 

follow five criteria in order to be considered as 

genuine: a) The Legitimate Business Need 

identification, b) The reasonable number of 

consultants maintenance, c) The selection of 

Consultants based on their qualifications, d) 

The written agreement and documentation of 

interaction with Consultants, e) The conflict of 

interest identification and addressing, f) No 

engagement should be an inducement for an 

HCP/HCO, g) FMV should be followed, h) 

Retention of records and documentation of the 

services, i) Hospitality and Travel arrangements 

should follow the rules of the Code. For 

disclosure and transparency reasons, an 

employment notification prior to the provision 

of the services should be obtained by the HCPs 

when national law doesn’t provide for 

accordingly. In Greece such obligation is already 

imposed nationally to the NHS HCPs. For the 

same reasons as above, the medical devices 

companies should make sure that the 

Consultant discloses properly their interaction 

and/or involvement at any publication or 

presentation.    

Research 
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The concept of Legitimate Business Need 

applies also in the research sector and defines 

whether the medical devices companies may 

initiate, conduct, manage and finance 

scientifically valid research to generate data, 

pre- or post-market. 

Five research models are presented and 

regulated by the Code in combination with the 

applicable local legislation for clinical trials: 

a) Member Company-Initiated Research 

b) Member Company-Initiated Research 

c) Third Party-Initiated Research: Research 

Grants 

d) Collaborative Research 

Further to the rules that the medical devices 

companies should follow in the 

aforementioned cases an interesting Q&A 

section is provided which includes among 

others, the difference between the above 

research types; i.e. the roles of the involved 

parties and their responsibilities. 

Royalties 

With respect to the intellectual property that 

could be created by the HCPs when interacting 

with medical devices companies, the Code 

requires a written royalty arrangement to be 

concluded between them. Such agreement is 

allowed only in cases that the Healthcare 

Professional is expected to make or has made a 

novel, significant, or innovative contribution to, 

for example, the development of a product, 

technology, process, or method, such that the 

Healthcare Professional would be considered to 

be the sole or joint owner of such intellectual 

property under applicable laws and regulations. 

Educational Items and Promotional Items 

Chapter 8 of the Code includes provisions 

regarding the allowed and forbidden items to 

be provided by the medical devices companies 

to HCPs. In this new version, another restriction 

that was previously indirectly provided in q&a, 

was now added: Educational items and/or 

promotional items must not be given to mark 

significant life events (e.g., birthday, birth, 

wedding, etc.). At the same time however, 

another previous restriction was abolished: “h. 

The educational items and/or promotional 

items shall not be intended mainly for personal 

use”. 

Further to the above, an interesting q&a was 

added to this chapter regarding the possibility 

of provision of a small gift to a Healthcare 

Professional to mark significant life events such 

as a marriage, birth, birthday or death. 

According to said provision, only in the case of 

death, it may be allowed to give a tasteful gift 

as a mark of respect. 

Demonstration Products and Samples 

According to Chapter 9 of the Code medical 

devices companies may provide both their own 
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Medical Technologies as Demonstration 

Products and/or Samples at no charge in order 

to enable Healthcare Professionals and/or 

Healthcare Organizations (as applicable) to 

evaluate and/or familiarize themselves with the 

safe, effective and appropriate use and 

functionality of the Medical Technology and/or 

related service and to determine whether, or 

when, to use, order, purchase, prescribe or 

recommend the Medical Technology and/or 

service in the future and they may also provide 

other companies’ products if required for the 

proper use of theirs.  

Third Party Intermediaries 

The development of the activities’ variety in the 

medical devices sector created the need for the 

industry to regulate their relationship with third 

parties and intermediaries. A new chapter was 

therefore added in the Code, addressing the 

risks arising from the interactions with third 

parties. The main issue that concerns the 

Medtech regarding third party interactions 

seems to be the fact that the medical devices 

companies may be liable for the activities of 

Third Party Intermediaries who interact with 

Healthcare Professionals or Healthcare 

Organizations in connection with the sale, 

promotion or other activity involving medical 

devices companies’ products and/or services. 

Specific and appropriate measures are 

suggested by the Code in order to mitigate the 

aforementioned risk of these interactions: a) 

Risk assessment: Evaluate the risk profile for 

proposed and utilized Third Party Intermediary 

arrangements, b) Due diligence; Before 

engaging with a Third Party Intermediary, 

Member Companies should perform a robust 

due diligence process by establishing a risk-

based pre-engagement and renewal due 

diligence program, c) Training; Member 

Companies should be mindful of current 

standards regarding onboarding and training of 

Third Party Intermediaries, and maintain and 

update their training materials accordingly, d) 

Written Contract; The addition of contract 

terms that require adequate controls and 

implementation of the Company’s anti-

corruption policy is strongly suggested, e) 

Regular compliance oversight and f) 

Appropriate Corrective Actions adoption when 

required. 

MedTech Europe Code of Ethical Business 

Practice Part 2: the complaint handling and 

dispute resolution  

In the second part of the new Code, the 

complaint handling and dispute resolution is 

regulated in detail based on two general 

principles: a) the disputes are better solved 

amicably and b) the disputes are better solved 

nationally. 

Complaints may be received both from an 

organization affected by the activities of a 

medical devices company and by the MedTech 

Europe Secretariat and the administrative 
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procedure followed within the association ends 

up with the decision of the MedTech Europe 

Compliance Panel which has the right to 

impose sanctions. During the evaluation of any 

complaint or dispute, specific dispute 

resolution principles and procedures must be 

followed, while medical devices companies 

should have in mind that the decisions by the 

MedTech Europe Compliance Panel are final 

and no appeal is available. 

All in all, it is worth mentioning that that there 

is a great range of sanctions that may be 

imposed with such decision, in cases of 

violation of the Code provisions, none of them, 

however, includes the imposition of fines. 

MedTech Europe Code of Ethical Business 

Practice Part 3: Glossary and Definitions 

In the last part of the Code, the definitions used 

throughout the Code and generally definitions 

of terms that are usually used in the medical 

devices industry are explained in order. The 

Glossary of the new Code appears to be 

significantly enriched and updated in relation to 

the previous version. 

Annexes 

Further to the main part of the Code, seven 

annexes are attached regarding the CVS 

assessments, the calculation of the value of in 

Kind Educational Grants, the list of the 

countries where the Code applies as the 

minimum standard, the verification of the use 

of funds, the methodology note example, the 

matrix of direct support to HCP participation in 

Events and the Criteria Applicable to Third 

Party Organized Procedure Trainings. Another 

important difference, in comparison with the 

previous Code, is that the present version, 

although generally more detailed and lengthy, 

does no longer include a Disclosure Guidelines 

Template Example. 

---------- 

As intended by the Association, the Code’s 

revision is clearly oriented to facilitate its user 

and reader while at the same time the main 

principle of ethics, integrity and transparency 

remain as the core of the Code that inspires all 

its provisions. Furthermore, all the 

modifications of the updated version are 

adaptations to the present period of far-

reaching technology developments and to the 

new medical devices Regulation (EU) 2017/745 

(MDR). Medical devices companies and local 

associations have until January 2023 to prepare 

for the local enforcement.  



 

6 

Contact Us 

 
 
 
 
 
 

 

 

 

  
Follow Us 

 

 

 

 

  

 

 

A T H E N S  O F F I C E  

 

28, Dimitriou Soutsou Str., 

115 21 Athens   

  

T   +30 210 817 1500   

F   +30 210 685 6657-8    

E   kg.law@kglawfirm.gr 

 

T H E S S A L O N I K I  O F F I C E  

 

31, Politechniou Str., 

551 34 Thessaloniki    

 

T   +30 2310 441 552     

E   kg.law@kglawfirm.gr 

 

 

www.kglawfirm.gr 

 

 

 

 

Disclaimer: This newsletter contains general information only and is not intended to provide specific legal, or other professional advice 

or services, nor is it suitable for such professional advice, and should not be used as a basis for any decision or action that may affect 

you or your business. Before making any decision or taking any action that may affect you or your business, you should consult a 

qualified professional advisor. We remain at your disposal should you require any further information or clarification in this regard. 
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