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You would like to get to know the five most relevant 
topics in Labor Law at the moment? Dr. Sonja Fries 
and Pauline Moritz share their practical insights 
with you in our column “Lawyer`s Top 5”. This is a 
must-read for company lawyers and their advisors.

Are we witnessing the birth of “green antitrust”? 
This may well be a consequence of a recent decision 
by the European Commission in a competition law 
case against Daimler, BMW and Volkswagen group. 
Dr. Michael Holzhäuser and Dr. Maria Held have 
all the details and some very interesting thoughts 
for you. 

ESG – Environmental, Social and Governance 
topics are becoming more and more important to 
companies in Germany and abroad. This also leads 
to challenges with regard to Compliance. Do not 
miss the article written by Jaqueline Peukert, Peter 
Hansen and Dr. Veit Schmelzle.

.

L A W Y E r S ’  t O p  5

3	 In	a	nutshell:		
Everything	leading	labor	lawyers	need	to	have	in	mind
From practice for practice:
Dr	Svenja	Fries	and	Pauline	Moritz

A N t I t r U S t / C O m p E t I t I O N  L A W

6	 Cartel	fines	against	car	manufacturers	for	the	
restriction	of	innovation	competition	
New challenges for technical cooperation and the 
birth of green antitrust?
By	Dr	Michael	Holzhäuser	and	Dr	Maria	Held

S U S tA I N A b I L I t Y / C O m p L I A N C E

12	 Rising	pressure
The effects of the current European ESG regulatory 
framework and respective challenges for Compliance
By	Jaqueline	Peukert	LL.M.,	Peter	Hansen	and	Dr	Veit	Schmelzle

A C C  C O LU m N / L E G A L  m A r K E t

16	 Generating	Momentum	for	Innovation
Transforming a Push for Legal Innovation into a 
Sustainable Pull Towards Change
By	Giuseppe	Marletta	and	Antje	Teegler

m E r G E r S  &  A C Q U I S I t I O N S

19	 M&A	in	Highly	Regulated	Industries
The Challenges Transactions in the Life Sciences 
Sector Face in Light of the New Medical Devices 
Regulation
By	Dr	Heiner	Feldhaus

C O N tA C t  I N F O r m At I O N

23	 Advisory	Board
25	 Strategic	Partners
26	 Cooperation	Partners
28	 Imprint

2Issue 3 | September 2021

Prof Dr 
Thomas Wegerich
Editor 
BusinessLawMagazine

Dear Readers,

E D I t O r I A L  A N D  C O N t E N t

Visit	our	website:	
www.businesslaw-magazine.com

Sincerely yours,

Thomas Wegerich

http://www.businesslaw-magazine.com


In	a	nutshell:		
Everything	
leading	labor	
lawyers	need	to	
have	in	mind
From practice for practice:
Dr	Svenja	Fries	and	Pauline	Moritz

I
n our Lawyers Top 5 section in the Business 
Law Magazine, we are presenting all the impor-
tant and practice-oriented topics that are high 
on the agenda of leading labor lawyers in Ger-

many and abroad. Since 2015, the core statement of 
this magazine has been: “From lawyers for companies.” 
In implementing this journalistic claim, it is helpful for all 
parties involved if external consultants actually know 
which questions move the client in-house. With Lawyers’ 
Top 5, we would like to contribute further to improv-
ing transparency in the German legal market in the 
future, on both the demand and the supply side, 
with companies, law firms, auditing firms and 
service providers. Lawyers’ Top 5 supplements 
the practice-oriented reporting introduced in the 
Business Law Magazine since its start. And because 
time is a factor (and of course, time is money), we have 
tried to make our reporting as succinct as possible

Labor Law Magazine – Lawyers' Top 5:

1	 Compulsory Vaccination in the Employment 
 Relationship

As a result of their general duty of care, but also in 
order to avoid claims for damages, employers have a 
great interest in reducing the risks of infection and 
incapacity to work to a minimum, to which vaccina-
tions make a considerable contribution in times of 
the coronavirus pandemic.

In addition to their duties to protect their employees, 
employers also pursue entrepreneurial interests that 
are protected under constitutional law (Art. 12, 14 of 
the German Constitution). Many employers may 
therefore ask themselves whether they can oblige 
their employees to be vaccinated, or whether they 
can refuse unvaccinated employees access to the 
workplace. On the other hand, vaccination repre-
sents a serious encroachment on the physical integri-
ty and general personal rights of an employee (Art. 2 
para 2, Art. 2 para 1 in conjunction with Art. 1 para 1 
of the Constitution). As a rule, safety and health at 
the workplace can also be guaranteed by milder 
measures than compulsory vaccination. A general 
obligation for employees to get vaccinated will there-
fore be unconstitutional; accordingly, politicians 
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have already assured that there will be no general 
vaccination obligation.

However, a different assessment could be made in 
specific individual cases. A vaccination obligation 
would therefore be conceivable for those employ-
ment relationships in which there is direct contact 
with persons who are regularly exposed to an in-
creased risk to health and life in the event of an infec-
tion (e.g. in the fields of medicine or nursing). How-
ever, here, too, scientific progress and increased 
knowledge must be taken into account when consid-
ering whether vaccinated persons continue to be in-
fectious.

2	 Works Council Modernization Act

The so-called Works Council Modernization Act 
(Betriebsrätemodernisierungsgesetz) came into force 
on 18 June 2021.

The amendments are intended to make works coun-
cil elections more accessible by lowering the voting 
age to 16. In addition, the election procedure was 
simplified for smaller sites; e.g. by stipulating that 
election proposals no longer have to be signed here. 
The possibilities of contesting elections were limited, 
and the protection against dismissal for employees 
who invite others to participate in works council 
elections was extended.

Other innovations include the works council’s newly 
introduced rights of co-determination regarding mo-
bile work and rights of participation in the introduc-
tion of artificial intelligence; it has also been made 
easier for the works council to call in an expert. The 
works council’s work can also be digitalized by ena-
bling virtual meetings, although these are only in-
tended as an exception to the principle of face-to-
face meetings.

In terms of data protection law, it has been clarified 
that the employer is responsible for the proper han-
dling of data by the works council. However, this is 
only an insufficient regulation that leaves many for-
mer questions unresolved and raises new problems.

A real “modernization” is hardly recognizable in the 
amendment of the law; especially with regard to dig-
italization, the legislator is acting defensively. Instead, 
the new norms are more likely to lead to an increase 
in works councils, especially in small sites. The prac-
tical effects on the upcoming works council elections 
in the spring of 2022 are to be awaited eagerly.

3	 Amendment of the Part-Time Work and Fixed-Term 
Employment Act (Teilzeit- und Befristungsgesetz)

Fixed-term employment relationships constitute a 
frequently recurring topic. The Ministry of Labour is 
planning various reforms in this regard. First of all, 
the maximum duration of fixed-term employment 

contracts without material rea-
son (ohne Sachgrund) is to be 
reduced from 24 to 18 months; 
moreover, only one extension is 
to be possible within this period. 
Large employers are to be allowed to 
hire only 2.5% of their employees on 
the basis of a fixed-term contract. 
Furthermore, a fixed-term 
employment relationship 
without material reason must 
be clearly designated as such in 
the underlying contract. In addi-
tion, fixed-term employment is no 
longer to be possible at all if a total employment peri-
od of five years with an employer is exceeded, where-
by periods as a temporary worker are also to be taken 
into account; however, exceptions to this strict regu-
lation are provided for in the case of fixed-term em-
ployment based on a material reason.

These proposals would mean considerable changes 
and push back the flexible instrument of fixed-term 
contracts without material reason, which is popular 
with employers. In addition, deviations from rulings 
of the Federal Employment Court would be codified. 
However, it is rather doubtful that such an important 
topic will be pushed forward shortly before the up-
coming federal elections this year.
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4	 Implementation of the Whistleblowing Directive 
(Whistleblower Protection Act)

The EU Whistleblowing Directive requires compa-
nies to set up confidential internal reporting systems 
through which breaches of EU law can be reported. 
The directive also aims to protect so-called whistle-
blowers from sanctions, particularly under labor law. 

Final legal certainty as to what exactly is in store for 
German companies can only be achieved with the 
transposition into national law, which must take 
place by 17 December 2021 but which is currently 
not foreseeable. It will be particularly relevant wheth-
er the German transposition law will also cover the 
reporting of violations of national law. However, the 

Directive is sufficiently defined in many places, which 
means that companies should not wait for the legisla-
tor or rely on its inactivity (especially since it should 
also be possible to invoke the Directive directly if the 
transposition law does not enter into force in time). 
The establishment and implementation of legally 
compliant internal reporting systems should there-
fore be considered by companies already now.

5	 Association Sanctions Act (Verbandssanktionengesetz)

With the Association Sanctions Act, sanctions for 
companies were to be redesigned and tightened, and 
requirements for internal company investigations 
were to be regulated by law. This was intended to 
make the prosecution of white-collar crime more ef-
fective.

Although this legislative project will not be pursued 
further, at least not in the current legislative period, 
companies should nevertheless use the time gained 
to establish and expand an effective compliance 
management system, which could provide them with 
significant reductions in fines. Companies can al-
ready be subject to severe penalties under the current 
law, so this topic is highly relevant despite the—pre-
sumably temporary–failure of the planned new regu-
lation.  ß
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Cartel	fines	
against	car	
manufacturers	
for	the	
restriction	of	
innovation	
competition	
New challenges for technical coopera-
tion and the birth of green antitrust?
By	Dr	Michael	Holzhäuser	and	Dr	Maria	Held O

n 8 July 2021, the European Commission (Com-
mission) held that Daimler, BMW and the Volkswa-
gen group (Volkswagen, Audi and Porsche) 
breached EU competition law and imposed a total 

fine of around EUR 875.2 million–of which around EUR 
502.4 million on the Volkswagen group and around EUR 
373.8 million on BMW. Daimler received full immunity as 

it revealed the existence of the cartel to the Commission 
and thus escaped a fine of around EUR 727 million. Most 
interestingly, the Commission did not fine the companies 
for "classic" cartel practices, such as price fixing, market 
sharing and/or customer allocation but, for the first time 
in its decision practice, for (secretly) agreeing on restric-
tions of technical development—specifically for colluding 

Dr	Michael	Holzhäuser
Ashurst, Frankfurt am Main 
Lawyer, Partner 

michael.holzhäuser@ashurst.com
www.ashurst.com

Dr	Maria	Held
Ashurst, Munich
Lawyer, Counsel 

maria.held@ashurst.com
www.ashurst.com 

The Commission has emphasized that EU competition law does not stand in the way of pro-competitive cooperation between competitors on R&D and product 
development.
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to limit the development and rollout of car emission con-
trol systems that could reduce harmful nitrogen oxide gas-
es of diesel cars. 

Even though the decision (and thus the details of the 
Commission's considerations) have not yet been pub-
lished, this case is obviously interesting since (1) the Com-
mission, for the first time, imposed a fine for collusion 
solely relating to the restriction of technical development 
and (2) granted a 20% reduction of the fines due to the fact 
that this is the first decision based solely on a restriction of 
technical development". In addition the case may have 
sweeping consequences (3) for many companies engaging 
in industry collaboration on innovative technologies and 
(4) how innovation and sustainability issues may have an 
impact on competitive assessment and competition law 
compliance in the future. 

Facts and background of the cartel

In 2007, European law introduced minimum standards 
for nitrogen oxide (NOx) emissions for cars which were to 
be implemented over time. A method to meet these EU 
regulatory requirements is via selective catalytic reduction 
(SCR) systems which eliminate harmful emissions from 
diesel passenger cars through the injection of urea (also 
called “AdBlue”) into the exhaust gas stream.

Daimler, BMW and the Volkswagen group (Porsche and 
Audi included) held regular technical meetings, internally 
referred to as "circles of five", to jointly develop SCR-sys-
tems for diesel passenger cars meeting the EU regulatory 

requirements. That cooperation allowed them to develop a 
technology to reduce the NOx emissions of new diesel 
passenger cars and to bring that technology swiftly to the 
market.

While Daimler, BMW, Volkswagen, Audi and Porsche 
possessed the technology to reduce harmful emissions 
(even) beyond what was legally required under EU emis-
sion standards, they colluded during their meetings, and 
for over a period of five years, to avoid to compete on us-

ing this technology's full potential. In other words, the 
cartelists essentially agreed not to compete on offering 
technology to consumers that was cleaner than required 
by law and not to exploit the full potential of the technol-
ogy.  

More specifically, Daimler, BMW and the Volkswagen 
group reached an agreement on AdBlue tank sizes and 
ranges and had a joint understanding on the average esti-

Overall, the Commission described the cartel and the Commission's view in the following graphic:

Source: Commission, press release of 8 July 2021, here
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mated AdBlue-consumption. They also exchanged com-
mercially sensitive information on these elements. 

While it appears that the Commission did not find the 
cooperation of the car makers to achieve the legal EU 
standards as such illegal and in particular not agreements 
on the standardization of the AdBlue filler neck, discus-
sions on quality standards for AdBlue or the joint develop-
ment of a software platform for AdBlue, it  found that the 
fine line between legal and illegal cooperation was 
crossed—and this is the basis for the fine—when the car 
manufacturers agreed that none of them will take the 
(available) technology to the point of achieving a reduc-
tion in harmful NOx emissions beyond the legal require-
ments ("over-fulfilment") and when the companies re-
stricted competition with regard to AdBlue-refill ranges 
and comfort.

While BMW appears to have defended itself by saying that 
it had not implemented the agreements, in the Commis-
sion's view the carmakers' discussions already constituted 
an infringement. Cartel authorities can indeed impose 
fines for by object infringements such as the illegal ex-
change of information or the agreement, even if the com-
panies involved in the discussion do not implement them. 
In the past, cartel authorities have made ample use of these 
powers and safeguards against compliance risks from ille-
gal information exchange, in particular, should be a core 
element of each compliance program and cooperation 
agreement between competitors (graphic).

New legal territory due to a new theory of 
harm?

The novelty and significance of the Commission's decision 
stems from the fact that for the first time the Commission 
has concluded that essentially collusion on technical de-
velopment constitutes a cartel, as was illustrated by a state-
ment issued by the Commission's Executive Vice Presi-
dent Margrethe Vestager:

“These car manufacturers illegally 
colluded to restrict competition in the area 
of emission cleaning technology for diesel 
cars. This is the first time that the 
Commission finds that cooperation on 
technical elements, as opposed to price 
fixing or market sharing, amounts to cartel 
behaviour.”

In contrast to price agreements and market sharing, agree-
ments on technology (and related product features) would 
be unlikely to have been caught by EU competition laws in 
the past. Cooperation in the field of research and develop-
ment can be very advantageous for competing companies 
as it enables companies to pool their know-how and re-
sources in order to jointly develop necessary innovations 
that each of them would not be able to develop on their 
own. Accordingly, in many industries—but in particular 

the automotive sector—cooperating on research and de-
velopment and product development is a vital element of 
technical and economic progress and can generally be 
pro-competitive and permitted under EU competition 
law. However, Commissioner Vestager stressed that this 
case "is about how legitimate technical cooperation went 
wrong" since the carmakers jointly developed a technolo-
gy but decided not to compete on exploiting it to its full 
potential. 

While it is also an objective of competition law to ensure 
that companies invest in innovations and are exposed to 
the pressure of competitors, according to the Commission 
the above mentioned collusion of the five car manufactur-
ers on technical development eliminated uncertainty 
about the market behaviour of their competitors (which is 
the litmus test for illegal cartel conduct) and thus consti-
tuted an infringement of the cartel prohibition by object in 
the form of a limitation of technical development. Less 
well-known than typical cartel infringements such as 
price fixing or market or customer allocation, this type of 
infringement is actually explicitly referred to in Article 
101(1)(b) of the Treaty for the Functioning of the Europe-
an Union ("TFEU") and Article 53(1)(b) of the European 
Economic Area (EEA)-Agreement which explicitly pro-
hibit agreements that "limit or control production, mar-
kets, technical development, or investment”.

On this basis, the Commission now for the first time has 
relied its fining decision solely on the restriction of techni-
cal development as a theory of harm given that due to the 
cartelists' behavior consumers were not offered what 
would have been possible in the absence of the collusion 
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– namely cars with better emission control systems (i.e. 
"greener" cars). In this context one may, however, raise the 
question whether such "greener" cars would have been 
available at the same price and, if not, the consumer would 
have bought them and how this may have an impact on 
the theory of harm in the present case where the collusion 
on non-competition on over-fulfilment was in the Com-
mission's view the core allegation. However, the (potential 
of) over-fulfilment of legal EU standards due to better 
technology would not have helped a lot—at least not for 
the achievement of sustainability goals (as will be dis-
cussed later)—if consumers would not buy those cars due 
to (potentially) higher prices. 

At the same time the Commission has recognized the nov-
elty of the case. The Commission granted an additional 
fine reduction of 20% to all companies given that this is 
the first cartel prohibition decision based solely on a re-
striction of technical development and not on price fixing, 
market sharing or customer allocation. 

Protection of innovation and sustainability 
increasingly important  

The focus of the Commission on innovation is not an en-
tirely new development. Already previously—primarily in 
the area of merger control—the Commission had recog-
nized that innovation is a key parameter of competition in 
many industries. 

In a number of merger control cases, such as Dow/DuPont 
(Case M.7932, 2017) and Bayer/Monsanto (Case M.8084, 

2018), the Commission assessed innovation concerns, of-
ten covering two types of effect, i.e. elimination of poten-
tial competition from pipeline products and wider inno-
vation effects. The referenced Dow/DuPont and Bayer/
Monsanto cases involved in particular the wider innova-
tion concerns:

• In Dow/DuPont, the Commission found that the 

merged entity would have lower incentives and a lower 

ability to innovate than Dow and DuPont separately, 

and that the deal would remove incentives to develop 

new pesticides to bring to market. The concerns arose 

not in relation to particular pipeline products, but in 

relation to the general overlap of the parties’ R&D ac-

tivities in respect of pesticides, where the companies 

were two of just five globally integrated R&D players. 

To remedy its concerns, the Commission required the 

divestment of much of DuPont’s global pesticide R&D 

organization.

• In Bayer/Monsanto, the Commission also applied a 

similar approach, and found that the transaction 

would have ‘significantly reduced competition in a 

number of markets and ‘significantly reduced innova-

tion’. As part of the remedy package, Bayer committed 

to divest three important lines of its global R&D or-

ganization.

The fining decision at stake illustrates that the Commis-
sion considers innovation to be relevant in the broader 
realm of competition law and that any type of restriction 
may amount to a cartel. This is even more the case since, 
for the Commission, competition and innovation are es-

sential for the EU to meet its ambitious Green Deal Objec-
tives. Indeed, Executive Vice-President of the Commis-
sion Margrethe Vestager, stated: "Competition and inno-
vation on managing car pollution are essential for Europe 
to meet our ambitious Green Deal objectives. And this 
decision shows that we will not hesitate to take action 
against all forms of cartel conduct putting in jeopardy this 
goal.” 

It appears that the main reason for the Commission to 
choose this case to set an example of how restricting inno-
vation competition constitutes a cartel, is the Commis-
sion's willingness to use competition law enforcement to 
contribute to the realization of the "European Green Deal" 
to tackle the challenges of environmental protection. In 
the Commission's view, aspects of sustainability are prod-
uct features that can be relevant to customers and without 
the carmakers’ collusion, the consumers would have had 
the choice of a car that has better emission control than 
the cars offered as a result of the agreements. It can thus be 
expected that, in the future, innovation competition for 
more environmentally friendly technologies and environ-
ment-related agreements in general will come under much 
closer scrutiny of the Commission in cartel cases. Since 
Commissioner Vestager already indicated that a guidance 
letter sent to the parties will become publicly available to-
gether with the decision, there is hope that such letter can 
provide some guidance for other companies who want to 
enter into technological development cooperations.

It remains to be seen how "intensively" the Commission 
intends to enforce sustainability objectives in the competi-
tion law context in the future. In May 2021 the Commis-
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sion published the findings of its evaluation of the hori-
zontal block exemption regulation and related guidelines 
which will expire on 31 December 2022 and thereafter be 
replaced by new rules. Executive Vice-President Mar-
grethe Vestager commented: 

"The evaluation has shown that the rules 
on horizontal agreements between 
companies and the Horizontal Guidelines 
are useful tools for businesses. At the 
same time, the evaluation has identified 
several areas where the rules are not 
sufficiently adapted to digitization and the 
pursuit of sustainability goals. The 
Commission will now reflect on how to 
revise these rules in order to ensure that 
they remain fit for purpose.”

Since respondents also identified issues regarding condi-
tions for research and development cooperation, the case 
at stake could serve as a starting point for the differentia-
tion of legal and illegal horizontal cooperations, particu-
larly in the field of technological developments consider-
ing sustainability issues. The Commission announced that 
the new horizontal block exemption regulation and its 
guidelines shall aim at promoting effective protection of 
competition and increasing legal certainty for companies 

with regard to different types of horizontal cooperation 
agreements, including agreements pursuing sustainability 
goals (See the Commission's inception impact assessment 
of 7 June 2021; here)

Legal vs. illegal cooperation: what is the 
dividing line? 

The Commission has emphasized that EU competition 
law does not stand in the way of pro-competitive cooper-
ation between competitors on R&D and product develop-
ment. Such cooperation can bring efficiency gains, for ex-
ample in the form of a faster development and marketing 
of improved products because of the combined skills and 
assets. In the context of this case, the Commission provid-
ed guidance to the companies on aspects of their technical 
cooperation which raise no competition concerns. 

For the Commission the dividing line is clear: companies 
must not coordinate their behavior to limit the full poten-
tial of any type of technology. Companies must not restrict 
their competition on performing better than what is re-
quired by law and they should continue to compete for the 
benefit of the consumers. Agreeing not to do so is there-
fore anti-competitive and illegal. 

The guidance letter sent to the parties in the case at stake, 
which shall become publicly available with the decision 
shortly, will hopefully provide more guidance for compa-
nies who want to enter into technological development 
cooperations.

Conclusions and outlook 

The case shows that technical cooperation can create sig-
nificant compliance risks. This is even more the case at this 
stage where it is not (yet) clear to what extent competition 
authorities may and will increasingly take innovation 
competition into consideration in cartel and antitrust pro-
ceedings—in particular innovation for the benefit of sus-
tainability irrespective of effects on prices, market alloca-
tions and other aspects which have so far been more on 
the radar of competition authorities to date. 

In any case, even though the restriction of technical devel-
opment has been ever explicitly prohibited by Article 101 
lit. b TFEU, the "prosecution" of companies for agreeing to 
withhold technical innovations is breaking new legal 
ground or at least a new antitrust enforcement practice 
with potentially broad implications for the automotive 
sector but also beyond. While so many questions are still 
open given that key guidance documents have not yet 
been published or are under revision, the dividing line—
against the background of the Commission's decision—is 
that cooperation is possible, but companies may not limit 
the full potential of technology.   

Finally; following the logic of cartel proceedings in terms 
of decisions on fines, the question arises, if the cartelists 
are likely to face follow-on cartel damages claims. While a 
large number of cartel damage claims are pending across 
Europe relating to the various cartels in the past (in par-
ticular concerning the truck cartel), it is questionable 
whether follow-on damage claims could be brought here. 
If one were to assume that in absence of the cartel, the 
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consumer would have had the opportunity to buy "green-
er" cars (potentially at the same price or a higher price), it 
is doubtful—unlike in typical price cartel cases—who ac-
tually suffers financial damages by the restriction of inno-
vation competition (as opposed to price competition), 
what the damage would be in the present case and how it 
could be quantified. Even more than in other cases, it will 
be crucial to involve specialized competition economists 
from the very beginning, in order to examine if a claim 
has realistic and good prospects, and management of po-
tential cartel victims could be required to consider enter-
ing into competition litigation under the business judge-
ment rule. ß
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Rising	pressure
The effects of the current European 
ESG regulatory framework and 
respective challenges for Compliance
By	Jaqueline	Peukert	LL.M.,	Peter	Hansen	and	Dr	Veit	Schmelzle

Introduction

ESG – a catchphrase that everybody is currently talking 
about. With the focus on incorporating Environmental 
(E), Social (S) and Governance (G) aspects further into 
the daily business life, it is a topic that affects more and 
more companies across all industries and services.

At first, this was primarily driven by challenges such as the 
ongoing climate change or the political and societal chang-
es towards environmentally friendlier behavior especially 

backed-up by activist groups such as Fridays for Future 
[1]. Now, the international responses to the recent global 
pandemic are more oriented towards sustainability as well 
as the pressure which is now also increasing from stake-
holders and regulators across the globe [2].

Especially regulations determining and disclosing ESG as-
pects within the financial industry are growing on a global 
scale. The European Union, with its landmark agreement, 
is the first supranational regulator that established a com-
mon standard for defining when an economic activity can 
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brings enormous risks to the financial services companies that have to implement it
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be classified as environmentally sustainable [3]. With fur-
ther requirements on the ESG disclosure, the European 
Union is accelerating its European Action Plan to support 
a more sustainable community [4].

On the one hand, ESG can be used as a material advantage 
against competitors and is seen as a promising business 
opportunity to consider the changing customer    prefer-
ences more adequately.

On the other hand, new regulatory changes for enhanced 
disclosure of ESG aspects not only create further transpar-
ency for investors, but also inherit compliance risks asso-
ciated with non-disclosure, inaccurate, incomplete and/or 
false disclosure as well as greenwashing. In addition, it can 
also lead to major compliance and reputational risks when 
enterprises knowingly mislead investors by claiming to 
pursue ESG strategies whilst at the same time investing in 
companies that do not comply with them, as recent news 
showed [5].

Overview on the European regulatory ESG 
framework

One element of the European Action Plan calls for imme-
diate action by updating the existing regulatory landscape 
and by complementing it with new regulations to tackle 
the consequences of climate change, resource depletion 
and other sustainability-related issues, also with the in-
volvement of the financial industry. The aim is to reduce 
information asymmetries for end investors and to create 
overarching harmonized standards [6; recital 8, 10].

Several newly created regulations are based on or include 
soft law requirements such as the well-known United Na-
tions Charter with its Sustainable Development Goals 
(SDGs) [6; recital 2]. These soft law requirements often 
reflect changing societal norms and are per se not binding, 
but by including them into hard law regulations their im-
portance is being emphasized.

Furthermore, the German Federal Financial Supervisory 
Authority (Bundesanstalt für Finanzdienstleistungsauf-
sicht, BaFin), published several guidelines considering the 
European ESG regulatory framework, which are also 
non-binding for the financial services sector, but are con-
sidered unwritten law to be obeyed. The ‘Guidance Notice 
on Dealing with Sustainability Risks’ should provide addi-
tional guidance when implementing the various legal and 
regulatory ESG risk requirements [7]. With the planned 
draft guidelines on sustainable investment (Nachhaltiges 
Investmentvermögen) the risk of greenwashing should be 
reduced by ensuring that investment funds described as 
sustainable also comply with the respective binding regu-
latory requirements in their terms of investment [8].

The hard law regulations, the Taxonomy ((EU) 2020/852) 
and the Sustainable Finance Disclosure Regulation (SFDR, 
(EU) 2019/2088), with its regulatory technical standards 
and planned delegated acts form the center of the Europe-
an ESG regulatory framework. These newly created regu-
lations are binding for all European Member States and 
have been enacted to widen the scope and importance of 
the Non-Financial Reporting Directive (also known as the 
Corporate Social Responsibility Directive, 2014/95/EU) 
to undermine the European Union’s commitment for 

reaching the Paris Agreement and the 2030 Agenda for 
Sustainable Development [6; recital 2].

The Taxonomy defines the requirements for when an eco-
nomic activity can be classified as sustainable and, in the 
future, also for the social and governance classification. It 
lays out the overall standards and sets the fundamentals. 
With the SFDR, the lawmakers intend to make the inte-
gration of sustainability risks, their impact on the return, 
the consideration of adverse sustainability impacts, the 
sustainable investment objectives, and the promotion of 
environmental or social characteristic more transparent 
within the investment decision-making and the advisory 
processes [6]. To complement the requirements from the 
SFDR, the MiFID II regulations (EU) 2017/565 and (EU) 
2017/593 are amended to include the sustainability prefer-
ences of the customer into the advisory process [9; 10].

Furthermore, the Directives on Alternative Investment 
Fund Managers (AIFMD) and the Directive on Undertak-
ings for the Collective Investments in Transferable Securi-
ties (UCITS) are two of a few more regulations that will 
also be updated to include ESG aspects.

On top, in Germany, the Federal Constitutional Court 
with its recently published revolution of the concept of 
freedom (enshrined in the Basic Law) set another mile-
stone for ESG and its further (national, regulatory) devel-
opments. The concept of freedom is expanded to include 
climate protection, meaning that too little climate protec-
tion is seen as restricting freedom, and “a consequentially 
blind use of freedoms today reduces the freedom of to-
morrow” so that “a proportional distribution of opportu-
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nities for freedom over all the generations is necessary” 
[11].

Effects o the current European ESG 
regulatory framework on Compliance

The wide range of mentioned regulations, though, no mat-
ter whether soft or hard law, brings several difficulties for 
financial services companies.

At first, (new) regulations need to be analyzed, set in con-
text, and have to be harmonized with existing regulations 
in order to be able to be compliant with them. With new 
regulations and respective technical standards and guid-
ance being published nearly monthly, it is currently hard 
to keep track of what exactly is required, what is replaced 
or changed, when it needs to be implemented and by 
whom. It also seems that some of the regulations are not 
aligned or even contradict each other. Misaligned time-
lines, differing parameters and conflicting terminology 
are just a few risks the influential advisory group Securi-
ties and Markets Stakeholder Group has warned the three 
European supervisory authorities (ESAs) about [12]. This 
can lead to ‘diverging measures being adopted at national 
level and different approaches in different financial servic-
es sectors might persist’ [6; recital 9], also causing prob-
lems of availability and quality of required data in the near 
future. In addition, so far only a green taxonomy has been 
produced, products focused on social objectives would 
end up being labelled non-compliant with the Taxonomy 
by default. This fragmented ESG regulatory framework 
not only undermines the sustainability agenda of Europe-

an lawmakers’, but also brings enormous risks to the finan-
cial services companies that have to implement it. Even 
small differences in scope and wording can have serious 
consequences, including costs in compliance, and conse-
quently may lead to reputational damage. Furthermore, 
misaligned regulations place an unnecessary administra-
tive burden on institutions and risk repetitive workflows 
with the constant need for adjustment to existing process-
es and created outcomes.

Eventually, not only the alignment of European regula-
tions will be required, but it will be necessary to effectively 
tackle the arising worldwide environmental, social and 
governance challenges, and it will be essential to reach a 
global common understanding.

Nevertheless, to be able to tackle the mentioned inconsist-
encies of and keep track with the prevailing regulatory 
ESG landscape, an effective, comprehensive, and operative 
compliance program and regular alignment with the busi-
ness sector is essential. If not yet existing or not running 
efficiently, the following aspects with Compliance involve-
ment can help to reduce the administrative burden:

• Ensure that there is a new regulation monitoring pro-

cess in place to warrant timely information concerning 

all incoming regulations, regulatory standards, guid-

ance or other supporting materials;

• Check ESG-related pre-contractual information, mar-

keting materials and other client reports for accuracy, 

consistency and (regulatory) completeness;

• Review and assess existing policies and procedures to 

verify whether additional policies and/or procedures 

might be necessary;

• Constantly exchange and take part in discussions with 

banking associations;

• Benchmark with competitors;

• Ensure that the data delivered from data providers or 

cooperation partners is reliable, accurate and consist-

ent with regulatory reporting requirements and own 

given standards;

• Promptly set up (first and second level) internal con-

trols which include the new ESG aspects;

• Ensure effective (in-house) training of staff on regula-

tory aspects and the respective importance of ESG re-

quirements, the institution’s classification system as 

well as ESG-related product criteria matching to client 

preferences.

These examples show that Compliance ‘can play a valuable 
role by working with the business to ensure ESG disclo-
sures are accurate, truthful, and complete’ [13], hence in-
crease investor confidence and trust and reduce regulatory 
consequences at a later stage.
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Conclusion

The above assessment shows that the pressure from all 
sorts of stakeholders, involving lawmakers, regulators or 
even society at large on the financial industry to adhere to, 
disclose and report against ESG metrics is rising and in-
creasingly urgent and compelling.

To be able to fulfill the ambitious European Action Plan 
with its various numbers of frequently arising regulations 
and comprising materials, enormous efforts have to be 
made, especially by financial services companies. Involv-
ing Compliance as early as possible into adjustments of 
existing processes, policies, client documents and others 
could reduce or minimize unnecessary compliance costs, 
regulatory consequences, and increase investor trust. Ad-
ditionally, to ensure a timely, accurate and complete im-
plementation of the requested (regulatory) requirements, 
a transitional application of the new taxonomy-related 
regulatory technical standards as well as further align-
ments and harmonization of the European ESG-related 
regulations would limit the negative effects on the busi-
ness and compliance processes of financial services com-
panies. ß
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Transforming a Push for Legal Inno-
vation into a Sustainable Pull Towards 
Change
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Corporate legal teams have the power, and a unique opportunity, to change minds through innovation. By being confident in themselves and the skills they hold, they 
can serve as role models for other departments
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W
hether increasing capacity at a start-up or mod-
ernizing a corporation, digital optimization 
within companies can be as difficult as it is nec-
essary. We’ve seen it many times: well-intended 

initiatives dedicated to facilitating collaboration result in 
the utilization of numerous applications that vary across 
departments, hindering task transparency and efficiency. 
Technology solutions that were once cutting-edge and ex-
peditious are now outdated and slow down work efforts. 
Thus, it is not surprising that instituting new processes can 
often be met with confusion, hesitation, or even resist-
ance. The key, as we outline below, is to focus on unmet 
needs or pain points, and take a human-centered, rather 
than a tech-centered, approach. 

The Association of Corporate Counsel recently hosted its 
2020 ACCelerate Innovation virtual conference. During 
the “Building an Innovation Management Function” ses-
sion, legal thought-leaders Anne Graue, Fatima Hussain, 
Mads Hviid Jensen, and Maurus Schreyvogel shared their 
experiences and words of wisdom. The panelists struc-
tured the discussion into three focus areas of how corpo-
rate legal departments can efficiently optimize: where to 
start and what to focus on, how to encourage innovation, 
and how to choose the right tools.

Where to Start? Remember: A Rising Tide 
Lifts All Ships

It can feel incredibly daunting to disrupt the status quo 
and figure out where to begin. But it is important to re-
member that an integrated communications system is in-

tegral for rapid scaling and sustained growth—helping the 
legal department and others in the organization. Taking 
the steps necessary to facilitate seamless delegation and 
automation of basic tasks will free up precious time for the 
legal team to focus on high priority/high risk matters, al-
low for better interaction with their peers throughout the 
company, and ultimately yield all-around improved per-
formance. To help ensure broad use and integration, it is 
essential to choose one collaboration platform that bene-
fits the most departments. Hopefully the department or 
team managing this process will seek input from all stake-
holders to better inform the decision-making process. 
From there, the legal department can then assess how best 
to adapt this technology to the legal processes required 
within your organization. As Fatima Hussain, corporate 
counsel for Tesla in Germany, reminded the audience: 
“Technology in the legal department doesn’t have to be 
legal tech.”

Encouraging Innovation

One of the panel’s key take-aways was the need for on-go-
ing encouragement and communication during the pro-
cess of onboarding a new platform. As such, they recom-
mended that each department assign an internal “ambas-
sador” to aid in the onboarding process. Anne Graue, legal 
counsel at Volkswagen AG in Germany, detailed that by 
answering questions, providing assistance, and incentiviz-
ing proper use of the platform, these designated employ-
ees within each individual department can be instrumen-
tal in helping the process run more smoothly. “You don’t 
have to go full-scale at the beginning,” panelist Mads Hviid 

Jensen, team leader of global legal operations at Novo 
Nordisk in Denmark, added. “Dare to pilot tools and test 
new solutions so departments can explore which platform 
is the most effective for everyone.” Improving task man-
agement and communication will be worth it in the end, 
so don’t be afraid to make it exciting and try some new 
things!

Choose the Right Tools to Address 
Organizational Pain Points

While it might seem obvious, it needs to be reiterated: A 
key facet of innovation is that it must come from a need 
within the organization. Workshop discussions with legal 
professionals, stakeholders, executive boards, and other 
key members of an organization provide an essential op-
portunity for discussing and clearly identifying what 
changes are needed, and why. “When I first started out in 
legal innovation, or legal operations as it was called at the 
time, I was like a car salesman: I was trying to motivate 
people by flaunting these bright, shiny tools—and that 
didn’t work at all,” Maurus Schreyvogel, chief legal innova-
tion officer at Novartis International AG in Switzerland, 
shared with the audience. “It was only once our teams sat 
down together and thought about the “why” change was 
needed, that we could actually transform from pushing 
innovation in the legal function to starting to feel a pull 
towards change.” Addressing specific, demonstrated needs 
will help cultivate champions within the organization to 
help further facilitate that technology integration. 
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Once a shared challenge is identified and a mutually ben-
eficial solution is reached, companies can then turn to IT 
departments for recommendations on what platforms to 
implement and how to do so. As they are constantly adapt-
ing to new technologies, IT departments are an excellent 
resource for guidance on how to roll out the latest systems. 
From streamlining projects to optimizing costs-innova-
tive management platforms are a long-term investment 
with a potentially huge pay-off. However, the benefits of 
new technologies are not always immediately seen, or au-
tomatically and evenly distributed throughout the organi-
zation. A platform’s full potential will only be realized by 
those who are more willing to adapt to changes and dis-
ruption more quickly. Corporate legal teams have the 
power, and a unique opportunity, to change minds 
through innovation. By being confident in themselves and 
the skills they hold, they can serve as role models for other 
departments.

For the better part of eighteen months, COVID-19 has 
kept co-workers apart, and important conversations that 
previously would be had over coffee or at a water cooler 
have now fallen through the cracks. Optimizing corpora-
tions for enhanced methods of digital communication will 
not only improve task management, it will also facilitate 
cohesive channels for employee collaboration across the 
organization. That’s why encouraging and implementing 
innovation within a company will benefit not only the le-
gal team and the tech department, but everyone in be-
tween.

To learn more on this topic, these ACC resources might have 
the solution you are looking for:

• View the recording of the Building an Innovation 

Management Function session at a 2020 ACCelerate 

Innovation to learn more about building a cohesive, 

cross-functional innovation process, featuring ongo-

ing sourcing, evaluating, prototyping, testing and roll-

ing-out new solutions.

• The in-house legal practice is changing. The more-for-

less challenge is becoming increasingly intense. In re-

sponse, savvy in-house counsel are creating and imple-

menting new and clever ways to deliver legal services. 

These exciting in-house innovations not only address 

current in-house challenges but also help future-proof 

the career trajectories of their creators. But sometimes, 

there is no budget for innovation and technology. 

What then?

• Check out the ACC Maturity Model Foundational 

Toolkits on Innovation Management and Technology 

Management. The toolkits can save you time and 

money when optimizing processes, technology, and 

human capital to improve efficiency and cost-effec-

tiveness. (Included in ACC Membership). ß
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M&A	in	Highly	
Regulated	
Industries
The Challenges Transactions in the 
Life Sciences Sector Face in Light of 
the New Medical Devices Regulation
By	Dr	Heiner	Feldhaus

I
n highly regulated industries, regulatory compliance is 
of increased importance, as it determines the marketa-
bility of the products and therefore the future viability 
of the business. The already highly regulated market of 

medical devices now faces even stricter regulations due to 
the Medical Devices Regulation (EU) 2017/745 (MDR), 
which has been directly applicable in all EU member states 
since 26 May 2021. The new regulations affect almost 
every business in the sector of medical devices as well as 
the entire process of transactions in this market.

The Medical Devices Regulation (MDR)

The European Parliament and the Council passed the 
MDR on 5 April 2017, with effect from 25 May 2017. Since 
26 May 2021 the MDR is directly applicable in all EU 
member states. As an EU regulation, the MDR does not 
need to be transposed into national law to be applicable in 
the respective member state. This especially serves busi-
nesses operating in different European countries, as it 
standardizes the legal framework that has to be complied 
with.

The MDR contains several new regulations and changes, 
of which the following have the greatest practical impact:

• The scope of the MDR has been extended to include 

specific product groups without medical purpose

• The classification rules were extended and modified, 

leading to a higher risk classification of many products

• Stricter requirements are placed on notified bodies, 

which additionally have to be certified under the new 

regulations

• A new obligation for manufacturers to label their 

products has been introduced and higher standards 

for quality and risk management, clinical evaluation as 

well as technical documentation are being set

• Manufacturers are now additionally obliged to be able 

to provide sufficient financial coverage in respect of 

their potential liability.

The new regulations impact various aspects of transac-
tions especially if a business operating in the medical de-
vices sector is being acquired. Compliance with the MDR 
is not only subject to (legal) due diligence but must also be 

Dr	Heiner	Feldhaus
Gütt Olk Feldhaus, Munich
Lawyer, Partner

heiner.feldhaus@gof-partner.com
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Manufacturers are now obliged to implement a Unique Device Identification 
system (UDI) according to the requirements of the Medical Devices Regulation 
(MDR) and separately label each device accordingly
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considered in the structure of a transaction and in the 
share or asset purchase agreement.

Impact on (legal) due diligence

To fully comprehend the opportunities and risks of a 
transaction in a highly regulated industry extensive due 
diligence is necessary, requiring sufficient expertise in the 
relevant sector. In addition, conducting due diligence is 
essential to successfully negotiate an allocation of the lia-
bility risks between the seller and the purchaser, which is 
in both their interest. Especially in the current buy-
er-friendly transaction market, thorough due diligence is 
important for the purchaser as extensive guarantees are 
very difficult to enforce. Specific risks immanent to the 
regulations on medical devices and relevant to the busi-
ness in question must be identified in order to be reflected 
accordingly in the subsequent agreements.

The first question to identify potential risks is whether the 
target company is dealing with products classified as med-
ical devices. The definition of a medical device has re-
mained mostly unchanged under the MDR, so that the 
scope of application has hardly changed. The only reform 
is, that particular products without medical purpose are 
now subject to the regulation (e.g. colored lenses or lasers 
used for skin resurfacing). Therefore, it needs to be exam-
ined whether non-medical products are now considered 
medical devices (according to Art. 1 Par. 2 and Annex XVI 
MDR). Besides that, borderline cases can complicate the 
determination of the scope of application, especially re-

garding medical apps which, in individual cases, may be 
considered as medical devices.

The second question should be what type of economic 
operator the target company is. The MDR identifies man-
ufacturers, importers and dealers as the main economic 
operators and sets different legal requirements for each of 
them. Additionally, the role of suppliers is of practical im-
portance, although it is not explicitly defined by the MDR.

If the target company is a manufacturer of medical devic-
es, as it is mostly the case, the following aspects are espe-
cially important for the (legal) due diligence:

• Correct declarations of conformity based on a con-

formity assessment according to the regulation

• Product-specific documentation meeting the regula-

tory requirements

• CE marking of all manufactured products

• Correct labelling of the products

• Sufficient financial coverage in respect of potential lia-

bility risks

The aspects of conformity and CE marking carry the ma-
jor risk, as a failure of the target company to comply with 
the regulatory requirements, e.g. due to increased obliga-
tions under the MDR, results in a loss of company value. 
Most importantly, the manufacturer must be able to pro-
vide valid certification and CE marking for the respective 
product, otherwise the product is not marketable. As the 
rules of classification have changed and are now stricter 
under the MDR, it also has to be reviewed, if products 
must be placed in a higher risk category than before. This 

also determines the requirements for the conformity as-
sessment and whether a notified body has to be consulted 
in the process. With the EU declaration of conformity, the 
manufacturer then has to issue, he assumes responsibility 
for compliance with the requirements of the MDR and all 
other EU legislation applicable to the device.

Furthermore, manufacturers are now obliged to imple-
ment a Unique Device Identification system (UDI) ac-
cording to the requirements of the MDR and separately 
label each device accordingly. This is meant to allow the 
identification and facilitate the traceability of devices to 
allow future safety precautions relating to a specific prod-
uct more efficient.

Another obligation established by the MDR is, that “man-
ufacturers shall, in a manner that is proportionate to the 
risk class, type of device and the size of the enterprise, 
have measures in place to provide sufficient financial cov-
erage in respect of their potential liability”. The specifics of 
this obligation are not clear as the regulation fails to pro-
vide further details or a definition of what is meant by 
“sufficient financial coverage”. Whether the manufactur-
er’s financial coverage is sufficient or not can therefore not 
be evaluated in a legally secure way. The remaining risk 
resulting from this uncertainty can reduce the purchase 
price or lead to a warranty or indemnity.

In addition to the product and internal processes, the 
stricter regulations of the MDR can also impact existing 
agreements of the manufacturer with suppliers and deal-
ers as well as joint venture agreements. In terms of the 
MDR, it is crucial to what extent detailed product specifi-

m E r G E r S  &  A C Q U I S I t I O N S

Issue 3 | September 2021 20

http://www.businesslaw-magazine.com


cations and licenses are determined in the respective con-
tract. It is a major financial risk for the manufacturer if the 
products do not meet the requirements of the MDR and 
are therefore no longer compliant with the respective 
agreement. This could not only result in a loss of income 
but also in claims for damages by the contracting party.

It is therefore recommended to adjust the agreements with 
suppliers and dealers to the increased regulatory duties of 
both parties. This should especially be observed in agree-
ments with original equipment manufacturers. These are 
manufacturers that take over the actual manufacturing 
but label the product with the name and brand of another 
company, the agent and legal manufacturer. According to 
the MDR, the manufacturer has to be able to provide all 
necessary documentation in case of audits by the relevant 
authorities. Provided that by manufacturer the MDR 
means the legal manufacturer, the agreement with the 
original equipment manufacturer has to secure direct ac-
cess to the relevant documentation. Otherwise, there is a 
risk, that the declaration of conformity, and with it the CE 
marking of the affected products, are no longer valid.

If the target company is an importer, the (legal) due dili-
gence now also has to take compliance with the MDR into 
account as it for the first time explicitly specifies regulato-
ry duties for importers. Importers are in particular re-
quired to only place products on the European market 
that are compliant with the MDR. They are obliged to ver-
ify the necessary CE marking and declaration of conform-
ity for all products they deal with. Additionally, importers 
have to label the products with their contact information 
in order to trace them.

As a dealer, the target company has to ensure that the 
products are transported and stored according to the 
manufacturer's guidelines. Furthermore, the dealer has to 
implement a complaint management system and commu-
nicate any complaints to the manufacturer to ensure con-
formity of the product or eliminate a risk caused by it.

Suppliers and original equipment manufacturers are only 
mentioned in the context of audits as access to technical 
documentation is essential for not only MDR compliance, 
but also for the protection of intellectual property rights.

Impact on the transaction structure

Considering the structure of a transaction, it has to be 
decided, whether a share deal or an asset deal is more fa-
vorable. Besides tax law arguments, the structure has a 
major impact on the risks resulting from MDR compli-
ance or rather a lack thereof.

Taking the regulatory consequences into account, a share 
deal is more straightforward than an asset deal. In the case 
of a share deal, the target company maintains its legal 
identity and remains a regulatory market participant. 
Therefore, also the target company’s declarations of con-
formity and CE markings for its products remain valid as 
well as the contracts with notified bodies. Furthermore, all 
other contractual relations, e.g. with suppliers and dealers, 
are maintained except for contracts with change of control 
clauses, that are especially common in joint venture agree-
ments. In this case the continuance of the contractual rela-

tionship depends on the other party’s decision to exercise 
its right to disengage from the contract.

Nevertheless, it should be noted that, if in addition to the 
change of shareholders the target company’s structure is 
being affected, especially in the areas of production and 
quality management, it is possible that the products may 
be required to undergo a new certification process. A loss 
of the CE marking might also be caused by a change in 
contracting parties due to the exercise of change of control 
clauses. Regulatory consequences can also follow from a 
change of the company name, which has to be notified to 
the supervisory authority and the notified body.

It is therefore recommended to ensure that in the event of 
internal restructuring prior to the transaction the target 
company, which is subject to the transaction, has effective-
ly obtained all relevant CE markings.

In the case of an asset deal, the regulatory consequences 
are very different, resulting in a higher risk regarding the 
target company’s value and the marketability of its prod-
ucts. First, the target company is not the object of purpose, 
its assets are. Therefore, it does not remain the regulatory 
target after the transaction. Second, as the legal entity, 
contrary to a share deal, is not being transferred, the CE 
markings cannot be transferred to the new manufacturer. 
The CE markings are strictly bound to the manufacturer 
who issued the corresponding declaration of conformity 
in accordance with the MDR. Consequently, an initial 
proposal has to be made to the notified body (“Change 
Audit”). Such a new certification process in order to be 
granted the respective CE markings is always necessary, if 
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changes are being made to the manufacturer’s company 
and/or its structural or procedural organization. If, how-
ever, the purchaser only takes over single operating sites 
without any changes, in individual cases a report to the 
supervisory authority and the notified body might be suf-
ficient.

Overall, an asset deal is far more complicated and, as it has 
a larger regulatory impact, requires auditing of numerous 
processes as well as new labelling of products due to the 
change of the manufacturer. Consequently, it makes the 
(legal) due diligence regarding regulatory compliance 
more difficult, especially considering the strict regulations 
the MDR states.

Impact on SPA or APA

It may be useful to consider MDR compliance in the clos-
ing conditions, e.g. the adjustment of contracts or the re-
newal of the certification and CE marking of highly rele-
vant products. In case of a longer period between signing 
and closing, it is recommended to agree on certain addi-
tional duties regarding the implementation of and/or the 
compliance with the MDR. Furthermore, a material ad-
verse change clause connected to severe regulatory chang-
es might also be considered.

All the risks mentioned above, especially those resulting 
from products losing their CE marking due to new regula-
tions or the transaction structure as well as insufficient 
implementation of the MDR impact the revenues and the 
value of the target company. Therefore, they have to be 

taken into account in the purchase pricing. It can also be 
considered to reduce the purchase price, if the target com-
pany does not meet the requirements set by the MDR re-
garding sufficient financial coverage for potential liability. 
With regard to adjustments of the purchase price it should 
also be considered to allocate the risk of delayed MDR 
compliance caused by third parties. As the MDR also plac-
es stricter requirements on notified bodies, there currently 
might not be enough notified bodies already certified un-
der the new regulation that are able to conduct the con-
formity assessment necessary to obtain the respective CE 
marking.

Implementation of and compliance with the MDR can 
also be ensured by a warranty issued by the seller, assuring 
the purchaser that he is not going to suffer any disadvan-
tages due to the new regulations. Another option to deal 
with potential claims of third parties as well as known 
risks in conjunction with the MDR are indemnities in fa-
vor of the purchaser.

Conclusion

In transactions in industries as highly regulated as the 
medical device sector, it is particularly important to navi-
gate the transaction process carefully and thoroughly. In 
doing so, special attention should be paid to the (legal) 
due diligence in order to adequately reflect the identified 
risks in the SPA or APA. The major risks regarding the 
MDR occur in connection with the declaration of con-
formity and the CE marking of devices which are essential 
for the marketability of the product and therefore the val-

ue of the target company. Finally, the challenges faced by 
businesses in the medical devices sector in connection 
with the certification process of their devices and compli-
ance with the new regulations should guide the decision of 
whether to structure the transaction as a share or asset 
deal. ß
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