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The German and European regulatory frameworks need to foster 
an innovation-friendly climate
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Background 

Regulatory impact assessment in Germany currently 
lacks a systematic analysis of the impact of proposed 
regulation on the ability of business to innovate.

Outcome

In the course of this study, an Innovation Check Tool 
was developed for regulatory impact assessment in Ger-
many. The tool includes a short introduction on the 
topic of innovation and ten questions related to the 
potential impact of proposed regulation on the ability 
of business to innovate:

Recommendations

 - Require all ministries to use the tool 

 -  Include the tool in the policymaking process at an 
early stage

 - Have industry use the tool in the context of legislative 
hearings

 - Develop consolidated guidelines for RIA (incorpo-
rating the Innovation Check Tool)

 - Establish a uniform definition of other costs

 - Set up a helpdesk in all ministries

 - Integrate the tool as a module in the training of minis-
terial officials

At a glance

Technological 
neutrality

Is the proposed regulation results-based 
and formulated in a technologically neutral 
way? Does it leave open the processes/
materials/technologies that can be used to 
meet the regulation’s requirements?

Implementation 
timetables

Is the period set for companies to 
implement the proposed regulation 
or adapt their processes long enough 
(particularly if innovation-related 
processual changes and long-term 
investments are involved)?

EU legislation

Does the proposed regulation deviate 
from the EU legislation required to be 
implemented into national law?

Standards and 
norms Would the proposed regulation change 

standards and norms in a way that is likely 
to impact the international competitiveness 
of business?

Skilled staff
Does the proposed regulation have any 
foreseeable impact on the availability of 
qualified skilled staff for companies and/or 
research institutes?

Financing
Does the proposed regulation have any 
foreseeable impact on the access of 
companies and/or research Financing 
institutes to capital and funding?

Research and 
development (R&D)

Does the proposed regulation have any 
foreseeable impact on the opportunities 
of companies and/or research institutes 
to collaborate, and with it their ability to 
conduct R&D activities?

Impetus for 
innovation Does the proposed regulation spur the 

creation of new markets and companies 
and the demand for innovative products 
and services?

Compliance costs
Does the proposed regulation entail 
compliance costs for business that are 
directly related to R&D activities and/or to 
the development, launch and marketing of 
innovations?

Ex-post evaluation
Which of these assessment questions 
should be analysed in an ex-post 
evaluation of the law?
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Objective and methodological approach

The Federal Government has set itself the objective of 
continually promoting and improving framework con-
ditions that stimulate innovation. Furthermore, industry 
has called for an official recognition of an “innovation 
principle” in (European) regulatory practice. But this 
principle requires an empirical approach to present the 
respective impact on the ability of business to innovate. 
An Innovation Check Tool should therefore become an 
integral part of regulatory impact assessment.

The BDI commissioned the study in hand to investi-
gate the possibilities for developing and implementing 
such a tool in Germany. The objective of the study was 
to develop an Innovation Check Tool to enable a sys-
tematic analysis of the impact of proposed regulation 
on the ability of business to innovate and thus create 
transparency regarding the impact of the regulatory 
environment.

The investigation of comparable approaches taken inter-
nationally, which can also be regarded as best practices, 
formed a key part of this study. Interviews were also 
held with 16 national and international experts working 
in the fields of better regulation and innovation policy. 
An analysis of the literature relevant to the topics of 
regulation and innovation was also conducted.

Key findings

 - Regulatory impact assessment in Germany currently 
lacks a systematic analysis of the impact of proposed 
regulation on the ability of business to innovate.

 - Nor is there a tool with which to assess the regulatory 
impact on the ability of business to innovate even 
though all relevant impacts are required to be analysed 
in the regulatory impact assessment with an explicit 
presentation of the other costs.

 - In the course of this study, an Innovation Check Tool 
was developed for regulatory impact assessment in 
Germany. The tool is designed to give political deci-
sion-makers the opportunity to identify potential 
impact on the ability of business to innovate as a basis 
for transparent and sound decision-making.

 - The tool includes a short introduction on the topic 
of innovation and ten questions related to the poten-
tial impact of proposed regulation on the ability of 
business to innovate.

Summary
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Recommendations

The following action recommendations have been 
derived from the findings of this study. They serve as 
guidance on how to take greater consideration of the 
ability of business to innovate and to implement the inno-
vation principle in the drafting of proposed regulation:

 - The tool should be used by all ministries for the imple-
mentation of a systematic analysis and presentation 
of the impact of proposed regulation on the ability of 
business to innovate.

 - In general, consolidated guidelines should be used that 
cover all aspects of regulatory impact assessment. We 
recommend integrating the assessment questions that 
probe how proposed regulation will impact the ability 
of business to innovate into already existing guidelines.

 - A comprehensive, uniform definition of other costs 
is needed to make it possible to present and review 
these costs in the first place. Indirect costs should, for 
example, form an aspect of this definition.

 - The Innovation Check Tool is designed for use not just 
by the federal ministries and the National Regulatory 
Control Council, but also by associations in the context 
of hearings. The aim is that the statements produced 
on how proposed regulation impacts the ability of 
business to innovate have a uniform structure and 
are prepared systematically.

 - As a general rule, the potential impact of proposed 
regulation on the ability of business to innovate should 
be considered early in the political debate, in advance 
of the drafting of the bill and the regulatory impact 
assessment. The interaction of numerous different legal 
rules within one field of regulation often presents a 
substantial barrier to innovation. It is therefore recom-
mended to incorporate possible impacts as early in 
the political debate as possible.

 - A helpdesk should be set up as a central point of contact 
in each ministry to provide support in the review and 
presentation of the possible impact of proposed regu-
lation on the ability of business to innovate.

 - The assessment and presentation of the impact of 
proposed regulation on the ability of business to 
innovate should form a part of the training of minis-
terial officials so that they are better able to identify 
the complex and often indirect correlations between 
proposed regulation and innovation.
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1.1 Background

“The New High-Tech Strategy – Innovations for Ger-
many” of the Federal Government identifies innova-
tions as the “key to growth, employment, prosperity and 
quality of life”.1 Innovations can only be created in an 
environment of creativity, excellence and entrepreneur-
ship. The Federal Government has set itself the objec-
tive of continually promoting and improving framework 
conditions that stimulate innovation as the necessary 
basis for developing a high level of innovative capacity 
and momentum in Germany. Innovation policy should 
thus “focus on providing good conditions for creative 
minds, on promising topics, on ensuring that all play-
ers are closely networked and on providing an inno-
vation-friendly framework, so that knowledge leads to 
value creation”.2 A central aim here is creating a suit-
able regulatory environment.3 

A transparent presentation of the impact of regulation 
on the ability of business to innovate should therefore 
be the first step in making the regulatory environment 
conducive for innovation. 

1 Federal Government (2014): “The New High-Tech Strategy – Innovations 
for Germany”, p. 9.

2 Federal Ministry of Education and Research (2014): “Federal Report 
on Research and Innovation 2014”, p. 20.

3 Ibid. p. 26.

An environment that promotes innovation is a com-
petitive advantage for Germany as a business location 
and a basic condition for German business to hold its 
own in international competition.

Industry has called for an official recognition of an 
“innovation principle” in (European) regulatory prac-
tice. The idea, which was developed by members of 
the European Risk Forum,4 is that if a regulation is 
to be initiated in accordance with the precautionary 
principle, its impact on the ability to innovate should 
be taken into consideration within the political deci-
sion-making process. This kind of innovation principle 
should not promote innovations per se, irrespective of 
their impact on health and the environment. But this 
principle requires an empirical approach to present the 
respective impact on the ability of business to innovate. 
An Innovation Check Tool should therefore become an 
integral part of regulatory impact assessment. The BDI 
commissioned the study in hand to investigate the pos-
sibilities for developing and implementing such a tool 
in Germany.

4 See http://www.riskforum.eu/innovation-principle.html

1. Introduction –  
Why do we need an Innovation Check Tool to assess how 
proposed regulation impacts innovation and the ability of 
business to innovate?
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1.2 Current situation

Regulatory impact assessment does not presently include 
a systematic consideration of the impact of proposed 
regu lation on the ability to innovate. Generally, an 
account of the regulatory impact must be given, whereby: 
“Regulatory impacts means the main impacts of a law. 
This covers its intended effects and unintended side- 
effects.”5 Furthermore, details have to be given on the 
“other costs to industry”,6 which, according to the Fede-
ral Government,7 also include aspects such as a compa-
ny’s capacity to innovate and undertake research and 
development activities. There are currently, however, 
no detailed guidelines for the review and presentation 
of other costs in general and of the impact of proposed 
regulation on the ability of business to innovate specifi-
cally. In view of this, the presentation of the impact on 
the ability to innovate has not been comprehensive. The 
SME test8 introduced in late 2015 is designed, as part of 
regulatory impact assessment, to systematically review 
and present the other costs for small and medium-sized 
enterprises, including the impact on their ability to inno-
vate and conduct research and development. However, 
there are equally no detailed guidelines on conducting 
such a review for business in general or for presenting 
the impact of proposed regulation on the ability of busi-
ness to innovate. And yet transparency on the possible 
impact of regulation is essential for the development 
and consideration of different alternatives, which must 
be presented in the introductory summary (front sheet) 
of Federal Government bills (C. Alternatives).9

5 Joint Rules of Procedure of the Federal Ministries (GGO), Section 
44(1). 

6 GGO, Section 44(5).

7 See “”other costs” (p. 4) in Federal Government (2015): “Guidelines 
on accounting for the needs of SMEs in regulatory impact assess-
ment (SME test)”. https://www.bmwi.de/BMWi/Redaktion/PDF/J-L/
kmu-test-leitfaden-englisch,property=pdf,bereich=bmwi2012,spra-
che=de,rwb=true.pdf

8 Ibid.

9 See Federal Government (2011): GGO, p. 60 and GGO, Section 42(1).

The impact of proposed regulation on innovation can be 
both direct and indirect, usually with complex interde-
pendencies. On the international level, action has been 
taken to specify the impact of proposed regulation on 
the ability of business to innovate explicitly in the impact 
assessment guidelines and to develop specific assessment 
instructions to enable a systematic review and presenta-
tion and therewith achieve transparency on the possi-
ble impact of regulation. An example is the European 
Union’s Better Regulation Toolbox10 (Tool #18: Impact 
on Research & Innovation). The EU is also currently 
conducting a pilot project on what it calls “Innovation 
Deals” aimed at enabling innovators and regulators to 
reach a joint understanding of how new technologies 
and innovations can be progressed in existing regula-
tory frameworks.11

10 European Commission (2015): Better Regulation Toolbox. http://ec.
europa.eu/smart-regulation/guidelines/docs/br_toolbox_en.pdf

11 Directorate-General for Research and Innovation (2016): “Better regu-
lations for innovation-driven investment at EU level”.
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2.1 Objective

The objective of the study in hand is to develop an Inno-
vation Check Tool that enables a more systematic review 
and presentation of the impact of proposed regulation on 
the ability of business to innovate within the context of 
regulatory impact assessment. The aim of this tool is to 
create transparency on how the regulatory environment 
impacts the ability of business to innovate.

Alongside the concrete development of assessment ques-
tions for the Innovation Check Tool, this process also 
included an analysis of the legal basis for such a review 
and the actors that need to be involved.

The Innovation Check Tool is designed to facilitate the 
identification of the potential impact of proposed regu-
lation on the ability of business to innovate and to make 
it possible to present the potential impact identified in a 
transparent and comprehensible manner. This tool thus 
provides the basis for a substantiated analysis of possi-
ble alternatives in the course of conducting a regulatory 
impact assessment (front sheet, C. Alternatives.)

Proposed regulation in all fields can have both direct 
and indirect effects on the ability of business to innovate. 
These effects can be positive, in that the proposed regu-
lation is expected to stimulate innovation and contribute 
to making the climate more conducive to innovation; or 
they can be negative, in that the proposed regulation is 
likely to indirectly impair the capacity for innovation. 
Proposed regulation can also have both a positive and 
negative impact on the ability of business to innovate. 
The correlations between proposed regulation and inno-
vation tend to be very complex and often only become 
apparent over the course of time. This tool includes a 
series of assessment questions to identify these correla-
tions and to sensitise users to the possible impact of pro-
posed regulation on the ability of business to innovate. 
It is not a conclusive list of assessment questions, as a 
complete, all-inclusive checklist of the possible impact 
is not possible on account of the complex correlations 
between proposed regulation and innovation.

The assessment questions of the Innovation Check Tool 
are designed to raise awareness of certain important deter-
minants of the ability to innovate – it does not replace 
an extensive review of the impact of proposed regulation 
on business in general.

2. Objective of the study and summary of approach
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2.2 Summary of approach

The project was divided into five phases. These project 
phases and the methodological steps are presented in 
the figure below.

As Figure 1 shows, the results of this study are based 
largely on the analysis of literature and documents, as 
well as qualitative interviews with experts and work-
shops that were held with a large number of actors work-
ing on innovation policy and regulatory improvement. 
The following institutions and actors were involved in 
the study in the form of qualitative interview and/or 
workshops:

National Regulatory Control Council (NKR), Federal 
Chancellery, Federal Ministry of Economics and Energy, 
Federal Ministry of Education and Research, Federal 
Ministry of the Interior, Federal Ministry for the Envi-
ronment, Nature Conservation and Building and Nuclear 
Safety, Office for Technology Assessment at the Ger-
man Bundestag, Mannheim Centre for European Eco-
nomic Research (ZEW), German Institute for Economic 
Research, European Commission, Finnish Ministry of 
Economic Affairs and Employment, Department for 
Business, Innovation and Skills (United Kingdom).

A detailed presentation of our methodological approach 
is included in Annex I: Methodological approach 
(Chapter 5).

Figure 1: Project phases

Phase 0 Phase I Phase II Phase III Phase IV

Project launch and 
stock-take

Identification 
and definition of 
indicators (how)

Review of integration  
of Innovation Check 
Tool in the RIA (where/
when)

Selection of an 
independent review body 
(who)

Development of action 
recommendations and 
reporting

 - Kick-off meeting

 - Exploratory 
interviews

 - Desk research 
to analyse 
current situation 
from a process 
perspective

 - Literature research

 - Expert interviews

 - International best 
practice analysis

 - Set of indicators 
/ assessment 
questions

 - Analysis of where to 
integrate the Innovation 
Check Tool – in which 
RIA guidelines and where 
on the front sheet – and 
when this should be 
done

 - Identification of possible 
independent review 
bodies

 - Interviews with 
representatives of 
potential review bodies

 - Synthesis and processing 
for selection

 - Validation of assessment 
questions (ministerial 
workshop)

 - Identification of examples

 - Synthesis of findings and 
development of action 
recommendations

 - Reporting

 - Presentation of findings

Source: BDI
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The central outcome of the study is the Innovation Check 
Tool developed in the course of the study and which is 
presented in the following section (Chapter 3.1). A fur-
ther aspect of study was to explore who would be the 
targeted users of the Innovation Check Tool, at what 
stage in the regulatory process such a review would 
be must useful and what legal basis there is in current 
legis lation for such a review (Chapter 3.2).

3.1 Innovation Check Tool 

The Innovation Check Tool is set out in detail on the 
following pages. The following aspects were given par-
ticular consideration in the development of this tool: 

 - A tool that can be used to present all theoretically 
possible effects of a proposed regulation on the ability 
to innovate is impossible on account of the complex 
correlations and the large differences between the 
various legal areas. Guidelines that consider all possible 
aspects would not aid regulators but would rather be 
seen as an additional burden. Given the fact that there 
are many different guidelines that need to be followed 
in the context of a regulatory impact assessment and 
the generally high degree of time pressure under which 
proposed regulation is drafted, extensive and detailed 
guidelines that take all possible effects into account 
would not be expedient.

 - The Innovation Check Tool is therefore limited to a 
few central assessment questions pertaining to the 
ability of business to innovate. All selected assessment 
questions meet the following criteria:

 - They are within the scope of the impact assessment 
of a regulation and therefore within the scope of 
influence of the respective ministerial official.

 - They can be estimated ex-ante in the course of a 
regulatory impact assessment.

 - They are as of yet not systematically reviewed in 
relation to the ability of business to innovate.

 - The questions are formulated in a simple way and expla-
nations on possible correlations have been included 
for every assessment question. The listed correlations 
should be regarded as examples. The explanations 
serve to illustrate possible interdependencies in order 
to distinguish between those effects on business that 
are conducive to innovation and those that impede 
innovation.

 - This tool is not intended to explore the substantive 
content of regulation with regard to innovation funding 
or similar factors, nor to evaluate whether a proposed 
regulation contains particularly innovative elements 
itself. The tool is also not intended to be used to eval-
uate between the ability of business to innovate and 
other, possibly divergent, interests. This would go 
beyond the scope of a tool of this nature.

In sum, the tool is designed to help establish 
transparency on how a proposed regulation 
will potentially impact the ability of business to 
innovate.

 

3. Outcome – The tool and its possible application
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Tool used within RIA to review how a proposed 
regulation will impact the ability of business to 
innovate (Innovation Check Tool)

What are innovations?
An innovation is the implementation of a new or sig-
nificantly improved product (good or service), or pro-
cess, a new marketing method, or a new organisa-
tional method.12

The objective of the Innovation Check Tool

The Innovation Check Tool is designed to facilitate 
the identification of the potential impact of proposed 
regulation on the ability of business to innovate and 
to make it possible to present the potential impact 
identified in a transparent and comprehensible man-
ner. This tool thus provides the basis for a substan-
tiated analysis of possible alternatives in the course 
of conducting a regulatory impact assessment.

Proposed regulation in all fields can have both direct 
and indirect effects on the ability of business to inno-
vate. These effects can be positive, in that the pro-
posed regulation is expected to stimulate innovation 
and contribute to making the climate more condu-
cive to innovation; or it can be negative, in that the 
proposed regulation is likely to indirectly impair the 
capacity for innovation. 

12  Definition of innovation from OECD and Eurostat (2005): Oslo Manual – 
Guidelines for collecting and interpreting innovation data, 3rd edition. 
A presentation and delineation of the different definitions of the term 
“innovation” is included in Chapter 6.

Proposed regulation can also have both a positive 
and negative impact on the ability of business to 
innovate. The correlations between proposed regu-
lation and innovation tend to be very complex and 
often only become apparent over the course of time.

This tool includes a series of assessment questions 
to identify these correlations and to sensitise users 
to the potential impact of proposed regulation and 
the ability of business to innovate. It is not a con-
clusive list of assessment questions, as a complete, 
all-inclusive checklist of the potential impact is not 
possible on account of the complex correlations 
between proposed regulation and innovation. The 
assessment questions of the Innovation Check Tool 
are designed to raise awareness of certain important 
factors in the ability to innovate – it does not replace 
an extensive review of the impact of proposed regu-
lation on business in general.
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Why is important to assess how proposed 
regulation will impact innovation?
“The New High-Tech Strategy – Innovations for Ger-
many” of the Federal Government identifies innova-
tions as the “key to growth, employment, prosper-
ity and quality of life”.13 The Federal Government 
has set itself the objective of continually promoting 
and improving framework conditions that stimulate 
innovation as the necessary basis for developing 
a high level of innovative capacity and momentum 
in Germany. Innovation policy should thus “focus 
on providing good conditions for creative minds, 
on promising topics, on ensuring that all players 
are closely networked and on providing an innova-
tion-friendly framework, so that knowledge leads to 
value creation”.14

In view of the current structural transformation ta king 
place towards a knowledge society, the ability of 
societies to expand and exploit their knowledge base 
and translate this into innovations that lead to sustain-
able products and services is becoming of increasing 
importance.15 A central aim here is creating a suitable 
regulatory environment.16 Policymakers must at an 
early stage be able to identify firstly whether a new 
technology requires new regulation, and secondly, 
whether the regulation is likely to impact the ability 
of business to innovate.

The ability of business to innovate constitutes one 
of the most important factors for the international 
competitiveness of Germany as a business location. 
An environment that promotes innovation is a com-
petitive advantage for Germany as a business loca-
tion and a basic condition for German business to 
hold its own in international competition. 

13  Federal Government (2014): “The New High-Tech Strategy – Innova-
tions for Germany”, p. 9.

14  Federal Ministry of Education and Research (BMBF) (2014): “Federal 
Report on Research and Innovation 2014”, p. 20.

15  Ibid. p. 17

16  Ibid. p. 26

All parameters for innovations that are specified in 
the following assessment questions should there-
fore, ideally, also always be considered in an inter-
national comparison.17

For whom are the assessment questions relevant?
The following assessment questions provide assis-
tance in identifying possible direct and indirect effects 
of a proposed regulation on innovation and the ability 
of business to innovate. The assessment questions 
are targeted primarily at the following three actors:

 - Ministerial officials 
For ministerial officials, the assessment questions 
are a tool to aid them in detailing the main impacts 
of the regulation under review, covering its intended 
effects and unintended side-effects (Section 44(1) 
GGO), and in presenting the other costs to indus-
try (Section 44(5) GGO). It is in this context that 
a regulation’s impact on the ability of business to 
innovate is to assessed. The following assessment 
questions are designed to assist the identification 
of the potential impact and the structured presen-
tation of this impact in the explanatory memo-
randum and introductory summary (front sheet) 
of the draft bill.

 - Associations 
For associations, the assessment questions are 
a tool to assist them in structuring statements on 
proposed regulation that impacts innovations.

 - National Regulatory Control Council (NKR)
For the National Regulatory Control Council, the 
assessment questions are a tool to help examine 
the presentation of other costs to industry pur-
suant to Section 1(3) of the Law on the National 
Regulatory Control Council (NKRG).

17  In practice, the review of all aspects of regulatory impact on an 
international comparison is very time-consuming. Ideally, the impact 
on business should always include a comparative examination by the 
respective addressees in order to ensure a comprehensive assessment 
of the relevant regulatory impact.
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The assessment questions of the Innovation Check Tool

Is the proposed regulation likely to have direct or indirect effects on the ability of business to innovate?

Technological 
neutrality

Is the proposed regulation results-based and formulated in a technologically neutral way? Does it leave open 
the processes/materials/technologies that can be used to meet the regulation’s requirements?

Proposed regulation that is results-based and technologically neutral tends to be more conducive to innovation than 
regulation that stipulates the use of specific processes/materials/technologies. By specifying particular processes/materials/
technologies, regulation tends to reduce the incentive to develop new, more innovative processes/materials/technologies. 
Proposed regulation that is formulated in a results-based and technologically neutral way leave companies the leeway to 
develop innovative processes/materials/technologies to meet the targets stipulated by the regulation. 

Implementation 
timetables 

Is the period set for companies to implement the proposed regulation or adapt their processes long enough 
(particularly if innovation-related processual changes and long-term investments are involved)?

Bringing forth innovations tends to be a costly and long-winded process, and is accompanied by high risks. Setting short 
periods of implementation in which companies are required to fulfil the specifications stipulated by the proposed regulation 
can thus obstruct long-term innovation planning. Short periods of implementation also stand in the way of combining the 
legally required investments with a company’s own planned investments in an economically sensible manner, and this can 
lead to disproportionately higher conversion costs for companies. Longer periods of implementation, in contrast, enable 
companies to include certain investments and conversions in their longer-term innovation planning and thus reduce costs 
by combining the legally required changes with the company’s own planned changes.

EU legislation Does the proposed regulation deviate from the EU legislation required to be implemented into national law?

Proposed regulation that deviates from the EU legislation requires to be implemented into national law (e.g. by stepping 
up requirements to such an extent that they are out of proportion with EU legislation) can have a negative impact on the 
ability of companies in Germany to innovate. If, for example, an innovative product does not meet the requirements of 
other EU member states, this product might not be allowed to be sold in these countries. This reduces the incentive 
companies have to invest in innovations as it is not possible to sell the innovations in potential markets. Proposed 
regulation that does not, in contrast, deviate from EU legislation can have a positive impact on the ability to innovate 
as it contributes to further standardising the single market.

Standards and 
norms

Would the proposed regulation change standards and norms in a way that is likely to impact the international 
competitiveness of business?

Proposed regulation that defines or steps up standards within the country, for example, by making certain product 
requirements or norms more stringent, can have a negative impact on the competitiveness and innovative capacity of 
domestic business. This is mainly the case when a proposed regulation defines higher standards for German business than 
those of international competitors, which can lead to higher costs for domestic innovations on an international comparison. 
Higher standards can, for example, trigger an increased relocation of production capacities and R&D departments abroad.

In principle, however, stepping up standards within the country can also help trigger innovations and thus contribute to 
the competitiveness of domestic business in the long term if, for example, the standards create the right environment for 
higher-quality or particularly safe products or services for which there is also demand (esp. from abroad). 

Skilled staff
Does the proposed regulation have any foreseeable impact on the availability of qualified skilled staff for 
companies and/or research institutes?

A wide pool of domestic skilled staff (particularly in the STEM disciplines) and opportunities for the legal immigration of 
qualified skilled staff are important to the development of innovative capacity. Proposed regulation that narrows domestic 
education opportunities and impedes foreign-trained skilled staff from accessing the German labour market can have 
a negative impact on the ability to innovate. Proposed regulation that contributes to increasing the number of qualified 
skilled staff can, on the other hand, have a positive impact on the ability to innovate.
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Financing
Does the proposed regulation have any foreseeable impact on the access of companies and/or research 
institutes to capital and funding?

Bringing forth innovations tends to be a costly and long-winded process, and is accompanied by high risks. Companies 
(esp. start-ups and SMEs) are often dependent on the availability of external financing and funding. Proposed regulation 
that restricts the financing of innovations or the access of companies to capital in general can therefore have a negative 
impact on the ability to innovate. Proposed regulation that facilitates the financing or access to (venture) capital can have 
a stimulating impact on innovations.

Research and  
Development

Does the proposed regulation have any foreseeable impact on the opportunities of companies and/or research 
institutes to collaborate, and with it their ability to conduct R&D activities?

Many innovations are created in the context of collaborations, for example, between companies and (public/private or 
university/non-university) research institutes. Innovation networks in which these players collaborate are thus often an 
important precondition for innovations on account of the knowledge and infrastructure shared in this collaboration.

Proposed regulation that restricts collaboration in the innovation environment and with it the access to knowledge and 
infrastructure can have a negative impact on the ability to innovate. Proposed regulation that, on the other hand, is 
favourable to or supports (also financially) collaboration and the sharing of knowledge can have a positive impact on 
innovation activities and contribute to improving the regulatory environment for innovations.

Impetus for 
innovation

Does the proposed regulation spur the creation of new markets and companies and the demand for innovative 
products and services?

Proposed regulation can impede the creation of new markets and companies and with it innovations by, for example, 
creating high barriers to market entry. The regulation of the demand for products and services can weaken the incentive 
for innovative companies both to increase their market share and to make further investments in innovations.
Proposed regulation, on the other hand, that spurs the creation of new markets and companies, for example, by dismantling 
market entry barriers or deregulating certain areas can have a positive impact on innovations.

Compliance costs for business and impact of these costs on ability to innovate

Compliance 
costs 

Does the proposed regulation entail compliance costs for business that are directly related to R&D activities 
and/or to the development, launch and marketing of innovations?

The compliance costs of a proposed regulation can generally have two major impacts on innovations:
1. Compliance costs related to the development of innovations or the production factors necessary to achieve 
these innovations (skilled staff and/or financing) or to the launch or marketing of innovations are a disincentive for 
innovations. For example, a proposed regulation could lead to high compliance costs for the hiring of qualified skilled 
staff or for the launch of a new innovative product or service.
2. Generally speaking, the higher the compliance costs, the fewer resources a company has to invest in innovation 
development.

Ex-post evaluation

Ex-post evaluation
If you have calculated compliance costs of more than one million euros and therefore plan to evaluate the regulation, 
please note whether, on the basis of these assessment questions, you suspect that the proposed regulation will have 
an impact on innovations that should be analysed in an ex-post evaluation of the law.
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Selected examples to illustrate the correlations 
between individual assessment components

Example 1: AMNOG

Regulation: 

 - The Act on the Reform of the Market for Medicinal 
Products (AMNOG) also introduced an early bene-
fit assessment of innovative medicinal products.

 - Section 35a of the Fifth Book of the Social Code 
(SGB V) stipulates that a benefit assessment needs 
to be conducted for all newly authorised medici-
nal products directly after introduction to market. 
The outcome is used to decide how much the 
German statutory health insurance funds (GKV) 
pay the manufacturer for the medicinal product.

 - Since the entry into force of the 14th Act to Amend 
the Fifth Book of the Social Code over two years ago, 
the discounted price negotiated between the manu-
facturer and the GKV is required to be made public. 

Barrier to innovation: 

 - AMNOG stifles innovation as the whole process of 
an early assessment of benefits does not give the 
participants sufficient planning certainty.

 - The requirements in the authorisation procedure 
should be harmonised with the requirements set 
out in the benefit assessment and be subjected 
to similar criteria. Otherwise there is a risk that 
patients are denied access to innovative medici-
nal products as the health insurance funds are 
not just focused on day-to-day medical care and 
clinical practice, but also have an eye on the later 
reimbursement price.

 - These different assessment procedures often 
harbour the danger that the value of medicinal 
products are not identified or not recognised for 
formal reasons.

 - If this results in inadequate reimbursement prices, 
this has a negative impact particularly on SMEs 
whose main market is Germany. This can also be 
a real barrier to innovation for large international 
corporations as well.

 - Amending the law with the requirement that the 
agreed discounted price is made public has had the 
result that 70 percent of the prices for new medicinal 
products in Germany are below those in 15 Euro-
pean countries taken as a comparison. Around one-
third of the prices are even the lowest in the area of 
comparison. Germany serves as a price reference 
country for around 80 countries, which makes the 
basis for negotiations in those countries exceed-
ingly poor. Pharmaceutical companies abroad are 
feeling increasing pressure from the publicly dis-
closed discounted prices as these prices are often 
regarded as the upper limit.

Classification according to the Innovation Check Tool: 

 - This provision of the AMNOG, and above all the 
amending act, fall into the category of “Standards 
and norms”.

 - The standard introduced in the regulatory environ-
ment stifles innovation. This problem should be 
remedied in the near future as part of the dialogue 
with the pharmaceuticals industry18.

Example 2: REACH regulation 

Regulation: 

 - The REACH regulation19 (Registration, Evaluation, 
Authorisation and Restriction of Chemicals) (Regis-
tration, Evaluation, Authorisation and Restriction of 
Chemicals) entered into force in June 2007. REACH 
was designed to ensure a high level of protection 
of human health and the environment as well as 
the free circulation of substances on the internal 
market. It was also designed to enhance compe-
titiveness and innovation.20

18 Federal Ministry of Health: “Bericht zu den Ergebnissen des Pharma-
dialogs”, p. 26, accessible on http://bmg.bund.de/fileadmin/dateien/
Downloads/P/Pharmadialog/Pharmadialog_Abschlussbericht.pdf

19 See Regulation on the Registration, Evaluation, Authorisation and 
Restriction of Chemicals (EC 1907/2006). 

20 See European Commission (2013): “General report on REACH”, p. 
2, accessible on http://eur-lex.europa.eu/LexUriServ/LexUriServ.
do?uri=COM:2013:0049:FIN:EN:PDF
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Barrier to innovation: 

 - Experts criticise the authorisation process mainly 
for being too complex and too costly and for 
causing a high degree of legal uncertainty.

 - The authorisation of substances are decided on a 
case-by-case basis and only for a certain period of 
time set by the European Commission. An exten-
sion has to be applied for a minimum of 18 months 
before this period expires. This application is, again, 
decided on a case-by-case basis, and an exten-
sion does not necessarily have to be granted for 
the same substance.21

 - Companies can therefore not be absolutely certain 
that they will receive an authorisation extension, and 
this barrier ultimately has a negative effect on inno-
vative capacity. This affects SMEs in particular, as 
the high costs and complex processes impede their 
development of new substances.

Classification according to the Innovation Check Tool: 

 - The requirements of the REACH regulation fall into 
the category of “Standards and norms”.

 - Although this is an EU regulation, it has created a 
procedural standard that produces legal and plan-
ning uncertainty for companies.

Example 3: De-Mail Act 

Regulation: 

 - The Federal Government initiated the Law on De-Mail 
Services in Electronic Communications (De-Mail 
Act) 22 with the aim of regulating the authorisation  
 
 
 

21 See Regulation on the Registration, Evaluation, Authorisation and 
Restriction of Chemicals (EC 1907/2006), Article 60 et seq. 

22 See Law on De-Mail Services in Electronic Communications (De-Mail 
Act) of 28 April 2011 (Federal Gazette I, p. 666), as last amended by 
Article 3(8) of the Act of 7 August 2013 (Federal Gazette I, p. 3154).

 
of so-called de-mail service providers23 and the 
activities that they may conduct.

 - According to the explanatory memorandum of the 
law,24 de-mail services should, among other things, 
enable citizens, companies and the public admin-
istration to reduce the amount of paper mail that 
send and receive.

Barrier to innovation: 

 - The assumption here is that the use of electronic 
messages can significantly reduce the material and 
process costs of paper mail and therefore lead to a 
substantial reduction of overall costs.

 - However, the regulation is formulated with concrete 
specifications of processes/materials/technologies 
by including detailed technical guidelines in the tech-
nical section of the regulation.

 - According to expert opinion, this has reduced the 
incentives to develop new and more innovative 
processes/materials/technologies.

 - In contrast, the European Commission adopted a 
regulation on electronic identification and trust ser-
vices for electronic transactions in the internal mar-
ket (eIDAS Regulation),25 the structure of which is 
much more positive regarding ability to innovate: 

 - This regulation also regulates digital delivery ser-
vices but only the fundamental issues of security 
and legal consequences. 

 - The design of products and services is left to the 
providers so they are free to develop innovative 
processes/materials/technologies to meet the for-
mulated targets.

23 These are defined as providers of “services on an electronic commu-
nication platform designed to be a secure, confidential and verifiable 
business correspondence for everyone on the internet”, see Section 
1(1) De-Mail Act.

24 See http://dip21.bundestag.de/dip21/btd/17/036/1703630.pdf

25 See: Regulation (EU) No 910/2014 of the European Parliament and 
of the Council of 23 July 2014 on electronic identification and trust 
services for electronic transactions in the internal market and repealing 
Directive 1999/93/EC.
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Classification according to the Innovation Check Tool: 

 - The regulations of the De-Mail Act fall into the cate-
gory of "Technological neutrality".

 - Specific stipulations of technical details and the 
consequent restrictions on implementation can 
work against the further development of already 
developed technologies and there with innovation.

Example 4: The X-Ray and the Radiation 
Protection Ordinance 

Regulation: 

 - An evaluation of the radiation exposure of a clinical 
research project with accompanying diagnostics 
using ionising radiation is regulated in the X-Ray 
and Radiation Protection Ordinance (StrlSchV).26

 - As part of the authorisation procedure in Germany 
of a clinical trial by the regulatory authority and the 
ethics committee (national vote), the Federal Office 
for Radiation Protection (BfS) must be included in 
the national vote and thus also legally obliged to 
adhere to the time periods set out in the EU Regu-
lation on Clinical Trials (EU-CTR27).

Barrier to innovation:

 - This procedure is only required in this form in 
Germany.

 - According to expert estimates, the additional author-
isation required from the Federal Office for Radiation 
Protection has led to delays of between two and nine 
months for the start of a clinical study in Germany.

26 See Verordnung über den Schutz vor Schäden durch ionisierende 
Strahlen (Strahlenschutzverordnung – StrlSchV).

27 See Regulation (EU) No. 536/2014 of the European Parliament and of 
the Council of 16 April 2014 on clinical trials on medicinal products 
for human use.

 - The outcome of this regulation and the raising of 
standards in Germany is longer and less predicta-
ble authorisation periods.

 - Experts claim that this has led some companies 
to decide not to conduct such studies in Germany 
any longer.

Classification according to the Innovation Check Tool: 

 - The additional requirements in the authorisation 
procedure of clinical trials fall into the category of 
“Standards and norms”.

 - This regulation sets down higher standards for the 
authorisation procedure than in the European regu-
lation, which hampers the ability of German compa-
nies to innovate in the face of European competition.

 

3.2 Which actors should be involved in assessing 
how proposed regulation impacts innovation 
and the ability of business to innovate?

The federal ministry with overall responsibility is 
generally required to present the regulatory impact 
of proposed regulation. According to the majority of 
experts surveyed, an analysis and presentation of how 
proposed regulation on the ability of business to inno-
vate can have a beneficial effect on regulation if it is 
conducted as early as possible in the legislative process. 

The review and presentation of the impact of proposed 
regulation on the ability of business to innovate includes, 
as outlined above, an analysis of complex correlations, 
which are often of an indirect nature. With this in mind, 
the various actors that are involved in the legislative 
process should also be incorporated in the analysis and 
presentation of the impact of proposed regulation on 
the ability of business to innovate.

The following figure shows the process of drafting a 
regulation and the opportunities for considering the 
impact of the proposed regulation on the ability of busi-
ness to innovate.
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In the early phases of drafting a regulation, there are three 
actors in particular that take on a central role in relation to 
the review and presentation of the regulatory impact and 
therewith also the potential impact on the ability of busi-
ness to innovate. These should also be the target recipients 
of the Innovation Check Tool and include: 

 - the respective federal ministry,

 - the relevant associations, and

 - the National Regulatory Control Council. 

The federal ministry with overall responsibility is required 
to present the major impacts of a regulation (Section 
44(1) GGO), and other costs to industry (Section 44(5) 
GGO). These other costs include the impact on the 
ability of business to innovate. The basic duty to review 
and present the impact therefore lies with the responsi-
ble federal ministry. The Innovation Check Tool devel-
oped in the course of this study should be interpreted 
as an aid to meet this statutory duty, one that provides 
guidance for the systematic identification of the major 
impacts of a proposed regulation on the ability of busi-
ness to innovate. The tool familiarises ministerial offi-
cials with the topic of innovation while also providing 
them with guiding questions as an introduction to ana-
lysing and presenting the impact on the ability of busi-
ness to innovate. 

If28their interests are affected, central and umbrella asso-
ciations and the expert community at the federal level 
should be involved early on and provided with the draft 
bill as soon as possible.29 The Innovation Check Tool is 
thus also targeted at associations and expert communi-
ties. Statements that address the impacts of a proposed 
regulation on the ability of business to innovate should 
be structured according to the assessment questions and 
systematically present the impacts. Ideally, the presented 
correlations should be substantiated with quantitative 
data. Associations can play a key role in the provision 
of data and practical evidence, which is important as 
there is generally very little data available on the impact 
on the ability of business to innovate. This, in turn, 
makes the work of the federal ministries more difficult. 

28 Source: The Potsdam eGovernment Competence Center, Vollzugsori-
entierte Gesetzgebung: Wie können EU, Bund, Länder und Kommunen 
die Folgekosten rechtlicher Vorgaben besser ermitteln? Expert opinion 
commissioned by the NKR.

29 “The timing, scope and selection will be left to the discretion of the 
lead Federal Ministry, unless specific rules stipulate otherwise.” GGO, 
Section 47(3).

Figure 2: Legislative drafting process 28

Source: The Potsdam eGovernment Competence Center, Vollzugsorientierte Gesetzgebung: Wie können EU, Bund, Länder und Kommunen die 
Folgekosten rechtlicher Vorgaben besser ermitteln? Expert opinion commissioned by the NKR.
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According to Section 1(3) of the Law on National Regu-
latory Control Council (NKRG), the Council examines 
“in particular […] the description of the compliance 
costs of new regulations for citizens, the business sec-
tor and public administration in terms of comprehensi-
bility and correct methodology, as well as the description 
of the other costs to industry and especially for small 
and medium-sized enterprises”. The National Regula-
tory Control Council thus has the duty to review the 
presentation of other costs to industry with regard to 
the impact on the ability of business to innovate. The 
Innovation Check Tool can also be used as a basis for 
the NKR to review the other costs.

The following figure illustrates the respective roles of 
the three actors. The impacts of a proposed regulation 

on the ability of business to innovate identified through 
the use of the Innovation Check Tool can also provide 
guidance to the Bundestag in the next stages of the 
legislative process in terms of evaluating proposals and 
forming political opinions.

In sum, various actors are currently involved in the pre-
sentation and review of regulatory impact. The actors 
specified in the GGO as responsible for the presen-
tation and review of other areas of regulatory impact 
should also be responsible for presenting and reviewing 
the regulatory impact on the ability of business to inno-
vate. As this is a complex issue, the tool can be useful 
to assist them in their impact assessment.

.

Figure 3: Targeted users of the Innovation Check Tool

Source: BDI
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4. Recommendations

The action recommendations listed below are derived 
from the findings of this study. They serve as guidance 
on how to take greater consideration of the ability of 
business to innovate and to implement the innovation 
principle in the drafting of proposed regulation:

 - A systematic review and presentation of the impact 
of proposed regulation on the ability of business to 
innovate requires action-based guidelines that assist 
the federal ministries in drafting regulation that takes 
this impact into account. 

 - In the interests of maintaining clarity and comprehen-
sibility, a consolidated set of guidelines for all aspects 
of regulatory impact assessment are generally prefer-
able to separate guidelines for every different aspect. 
We recommend integrating the assessment questions 
that probe how proposed regulation will impact the 
ability of business to innovate into already existing 
guidelines and/or to include them in the eGesetzge-
bung30(e-legislation) project. 

 - The review and presentation of the impact of proposed 
regulation on the ability of business to innovate is 
not a new task in regulatory impact assessment. It is 
already one of the tasks of the National Regulatory 
Control Council. In practice, however, the presentation 
of these costs and their review has not been compre-
hensive. We make the following two recommendations 
to improve this situation:

 - A comprehensive, uniform definition of other 
costs is needed to make it possible to present and 
review these costs in the first place. The first steps 
in this direction have been taken already. A clear 
definition now needs to be agreed upon and used 
across the board. Indirect costs and the impact on 
the ability of business to innovate should form a 
part of this definition.

 - Although the presentation and review of the impact 
of proposed regulation on the ability of business 
to innovate is not a new task in regulatory impact 
assessment from a legal standpoint, it is, in practice, 
a new activity as it has not been carried out compre-
hensively in the past. To increase the fulfilment of 

30 Federal Ministry of the Interior (BMI) (2015): eGesetzgebung. Detailed 
project description accessible on http://www.verwaltung-innovativ.
de/SharedDocs/Publikationen/Gesetzgebung/projektdarstellung_e_
gesetzgebung.pdf?__blob=publicationFile&v=2

these review and presentation duties in practice, 
sufficient personnel resources have to be made avail-
able to carry out this task. This applies in particular 
to the National Regulatory Control Council’s activi-
ties relating to the review of the presentation of 
other costs. The tasks of the National Regulatory 
Control Council have increased steadily, so the 
amount of personnel required for these tasks need 
to be calculated and provided for.

 - The Innovation Check Tool is designed for use not 
just by the federal ministries and the National Regu-
latory Control Council, but also by associations in the 
context of hearings so that the statements produced 
on how proposed regulation impacts the ability of 
business to innovate have a uniform structure and are 
prepared systematically. A presentation of possible 
effects based on the assessment questions of the 
Innovation Check Tool would make the statements 
from associations more systematic and enable the 
presentation of concrete correlations on the basis 
of defined indicators – ideally supplemented with 
concrete figures and practical evidence. The work of 
the federal ministries would be made much easier if 
the information is provided according to a uniform 
standard and defined criteria.

 - As a general rule, the potential impact of proposed regu-
lation on the ability of business to innovate should be 
considered early in the political debate, in advance of 
the drafting of the bill and the regulatory impact assess-
ment. The interaction of numerous different legal rules 
within one field of regulation often presents a substan-
tial barrier to innovation. This is generally beyond the 
scope of influence of the respective ministerial official 
who is tasked with drafting regulations. This barrier 
was therefore outside the scope of investigation of 
this study. As already mentioned, first steps have been 
taken on the international level to address this matter. 
The EU is currently, for example, conducting a pilot 
project called “Innovation Deals”. Its aim is to improve 
the understanding among regulators and innovators of 
innovations in the context of the legislative process. 
It would make sense to review to what extent such 
approaches could be a relevant option for Germany.

 - A helpdesk should be set up as a central point of contact 
in each ministry to provide support in the review and 
presentation of the potential impact of proposed regu-
lation on the ability of business to innovate.
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 - The review and presentation of the impact of proposed 
regulation on the ability of business to innovate should 
be incorporated in the training of ministerial officials. 
The complex and often indirect correlations between 
proposed regulation and the ability of business to 
innovate are easier to classify once examples of these 
correlations have been illustrated. In practice, in the 
process of drafting concrete proposed regulation there 

is often not the time to analyse examples that could 
assist in the identification of correlations. To further 
aid the actors involved, the Innovation Check Tool 
should be further developed on a continuous basis and 
supplemented with more concrete examples to illustrate 
the interdependencies of the individual components 
being assessed.
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The project was divided into five phases, which are 
shown in the figure below:

The individual steps are described in detail in the fol-
lowing sections.

Phase 0 – Project launch and stock-take

The objective of this phase was to finalise the concrete 
research questions of the study, including the parame-
ters, methodology and detailed project planning.

A kick-off meeting was held on 2 October 2015 to jointly 
specify the concrete research questions and to coordi-
nate the next steps with regard to project communica-
tion and project timetable.

For an initial stock-take of the current situation on con-
sidering innovations within the RIA process in Germany, 
a total of three exploratory interviews were held,31 sup-
ported by web-based desk research.

 

31 See Table 1 for a detailed overview of all expert interviews held.

Phase I – Identification and definition of indicators 
(how)

The aim of Phase 1 was to identify an adequate set of 
indicators/questions that could be used within RIA to 
assess the impact of proposed regulation on innovation.

Literature was analysed, including studies, essays and 
working papers, on topics ranging from innovation, 
legislative procedures and regulatory impact assessment 
to the impact of regulation on innovative capacity and 
international RIA guidelines of other countries and the 
EU. The analysis also included looking at the extent 
to which indicators of existing sets of innovation indi-
cators, such as those of the BDI Innovation Indicator 
and the EU Innovation Scoreboard, could be used in 
an ex-ante assessment within RIA.

To validate the results of the literature analysis and to 
identify adequate indicators/assessment questions for 
the ex-ante review of the impact of proposed regula-
tion on innovations, qualitative interviews were held 
with innovation experts working on the national and 
international level.

5. Annex I: Methodological approach

Figure 4: Project phases
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The analysis of international best practices included 
examining the guidelines for regulatory impact assess-
ment of the following countries: Denmark, Estonia, 
Finland, the United Kingdom, the Netherlands, Austria, 
Poland, Sweden and the United States. The relevant 
guidelines of the European Commission (especially the 
Better Regulation Toolbox and Regulatory Screening) 
were also analysed. Based on the analysis of these inter-
national guidelines and the recommendations given in 
the exploratory interviews, the United Kingdom and Fin-
land and the European Union were selected as areas of 
investigation in the analysis of international best prac-
tices. The objective of this analysis was to learn from the 
experiences of other countries that already incorporate 
an assessment of innovation effects in their respective 
RIA guidelines.

 - How can the impact of proposed regulation on inno-
vation be reviewed within RIA? What information is 
necessary for this?

 - Where do the results have to be presented, and when 
does the review have to take place?

 - Who conducts the review? 

Alongside the analysis of the guidelines available from 
the respective lawmaking bodies, four expert interviews 
were held with each institution.

Figure 5: Selecting assessment questions for the Innovation Check

Source: BDI

The questions were selected and operationalised in a mehrstufigen process. Phase I

Identification of all common assessment questions and innovation barriers

Selection of feasible, ex-ante measurable assessment questions /
Innovation barriers

Selection of final assessment questions 
Assessment 
questions must be:
- relevant
- easy to assess
- and comprehensible
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The following table provides an overview of all the 
semi-structured expert interviews conducted as part of 
the study.

Table 1: Overview of expert interviews

Institution
Department / division / 

orgnisational unit

National Regulatory Control Council Secretariat

National Regulatory Control Council
Secretariat Head / 
Deputies 

Federal Chancellery 
Bureaucracy Reduction 
Office

Federal Ministry for Economic 
Affairs and Energy

Future of the EU, Justice 
and Home Affairs, Better 
Regulation

Federal Ministry for Economic 
Affairs and Energy

Special Bureaucracy 
Reduction Projects, 
deregulation

Federal Ministry for Economic 
Affairs and Energy

Innovation and 
Technology Policy

Federal Ministry of Education and 
Research

Innovation Strategies

Federal Ministry of the Interior

Better Regulation, 
Bureaucracy Reduction, 
Act on E-Government, 
Local Authorities 

Office of Technology Assessment Deputy Directors 

Centre for European Economic 
Research 

Economics of Innovation 
and Industrial Dynamicst 

German Institute for Economic 
Research 

Firms and Markets

European Commission
DG Research & 
Innovation - Innovation 
Union Policy

European Commission
Secretariat-General - 
Impact Assessment

European Commission
DG Research & Innovation 
- Evaluation Unit

Ministry of Employment and 
Economy, Finland

Better Regulation

Department for Business, Innovation 
and Skills, United Kingdom

Better Regulation

Phase II – Review of integration of Innovation 
Check Tool in the RIA (where/when)

The objective of this phase was to define at what stage 
in the regulatory process such a review would be most 
useful and what legal basis there is in current legisla-
tion for such a review.

For this purpose, the relevant legal parameters were ana-
lysed, in particular the Joint Rules of Procedure of the 
Federal Ministries (GGO) and the Law on the National 
Regulatory Control Council (NKRG). Further informa-
tion was gleaned from the expert interviews.

This analysis was supplemented by an analysis of the 
relevant guidelines, such as the “Manual for the Prepa-
ration of Legal and Administrative Regulations”32, the 
“Manual for Drafting Legislation”33, the “Guide to Regu-
latory Impact Assessment”34 and the “Guide to Deter-
mining Compliance Costs”35.

Phase III – Selection of an independent review 
body (who)

The objective of this phase was to analyse which insti-
tution(s) should conduct a review of the impact of pro-
posed regulation on innovation within the RIA process.

The first step here was to identify the various tasks 
of a “review”: 1) Identification of potential impacts; 
2) Analysis of these potential impacts; 3) Monitoring 
whether the review of potential impacts on innovation 
was carried out.

Possible organisations that could take on one or more 
of the tasks listed above were then identified. Three 
expert interviews were then held with organisations 
that could take on one or more of these tasks.

32  Federal Ministry of the Interior (2012): “Handbuch zur Vorbereitung 
von Rechts- und Verwaltungsvorschriften”, Bundesanzeiger Verlag.

33 Federal Ministry of Justice (2008): “Handbuch der Rechtsförmlichkeit”, 
Bundesanzeiger Verlag, 3rd edition.

34 Federal Ministry of the Interior (2000): Leitfaden zur Gesetzesfolgen-
abschätzung, accessible on http://www. bmi.bund.de/SharedDocs/
Downloads/DE/Broschueren/2000/Leitfaden_Gesetzfolgenabscha-
etzung.pdf?blob=publicationFile

35 Federal Government (2012): Leitfaden zur Ermittlung und Darstellung 
des Erfüllungsaufwands in Regelungsvorhaben der Bundesregierung, 
accessible on http://www.bundesregierung.de/Content/DE/Stati-
scheSeiten/Breg/Buerokratieabbau/2011-11-07-leitfaden-buerokra-
tieabbau.pdf?blob=publicationFile
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The results of this phase are the identification of organi-
sations that we recommend should be involved in a 
review of the impact of innovations within RIA.

Phase IV – Development of action 
recommendations and reporting

The objective of this phase was to bring together and 
process all findings produced so far.

The practical application of the developed assessment 
questions were discussed in an ministerial workshop 
on 26 January 2016. Participants from a number of 
federal ministries were invited to participate. The fol-
lowing figure shows which ministry representatives took 
part in the workshop.

Table 2: Participating ministries
– ministerial officials workshop

Participants

Federal Ministry for 
the Environment, 
Nature Conservation, 
Building and Nuclear 
Safety

Division G II 1 (Freedom of Information 
Legislation, Environmental Liability 
Legislation, Better Regulation)

Federal Ministry for 
Economic Affairs and 
Energy

Division I B 6 (Public Procurement, 
Procurement Review Office, Real Estate 
Sector)

Federal Ministry for 
Economic Affairs and 
Energy

Division VIIA 6 (Better Regulation)

Federal Ministry of the 
Interior

Division O2 (Better Regulation, 
Bureaucracy Reduction, Act on 
E-Government, Local Authorities)

The results of the ministerial workshop were, where 
relevant, fed into the final revision of the assessment 
questions of the Innovation Check Tool.

An outcome of the ministerial workshop were examples 
of how regulations have impacted innovative capacity; 
these examples were incorporated into the Innovation 
Check Tool. Further possible examples were identified 
through an internal survey of selected BDI member com-
panies. The examples were then analysed with regard 
to their relevance and comprehensibility before being 
integrated into the Innovation Check Tool.
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6. Annex II: Definition and literature analysis

6.1 Definition and delineation of scope of study

The OECD defines innovation as the implementation 
of a new or significantly improved product (good or 
service), or process, a new marketing method, or a new 
organisational method.36 The ability of innovate is the 
ability to implement an idea for a new or significantly 
improved product, service or process, and to successfully 
introduce the new solution (innovation) on the market. 

The ability of business to innovate is thus the ability of 
business to create and bring to market new or signifi-
cantly improved products (goods or services) or pro-
cesses, or new marketing or new organisational methods.

The object of the study in hand was to examine the 
options for a systematic review of the impact of proposed 
regulation on the ability of business to innovate within 
the context of regulatory impact assessment. The focus 
of the study was thus on the identification of the aspects 
of proposed regulation that could impact the ability of 
business to innovate. The study did not focus on ana-
lysing the different kinds of innovations (such as tech-
nical, organisational, institutional or social innovations 
or innovations relating to specific business segments).37 

In Joseph Schumpeter’s classical definition of innovation, 
he describes the essence of innovation as the “introduc-
tion of new combinations”. Schumpeter’s definition of 
innovation distinguishes innovation from the invention 
phase in that it pertains to introducing new business, 
technical or organisational solutions on the market. 
This definition does not include diffusion as forming 
an aspect of new combinations.

This definition diverges from the R&D phases, which 
the OECD includes under “technology innovation 
activities”:

“Technology innovation activities are all of the scien-
tific, technological, organizational, financial and com-
mercial steps, including investments in new knowledge, 
which actually, or are intended to, lead to the imple-
mentation of technology in new or improved products 
and processes.”38

36 Definition of innovation from: OECD and Eurostat (2005): Oslo Manual 
– Guidelines for collecting and interpreting innovation data. 3rd edition.

37 Fichter, K.; Hintemann, R. (2014): Grundlagen des Innovationsmanage-
ments. Carl von Ossietzky University of Oldenburg, 6th edition, p. 14

38 OECD & Eurostat (1997): Oslo Manual, 2nd edition.

So, innovations do not only comprise product innova-
tions or technical aspects but also include new organisa-
tional methods and business models/methods. The dif-
ferent types of innovation can be classified as follows: 39

 - Technical innovations (new product features/charac-
teristics, novel products and production processes, etc.).

 - Organisational innovations (new structures or proce-
dures, new management systems, etc.).

 - Innovations related to specific business segments 
(new services and service concepts, fundamentally 
new procurement and sales markets, etc.).

 - Institutional innovations (new organisations such as 
funding agencies, new systems of regulation such as 
certification systems, etc.).

 - Social innovations (new lifestyles, etc.).

Innovations can also be further differentiated between 
incremental and radical, or disruptive, innovations:40

 - Incremental innovations are relatively minor improve-
ments in already existing product lines, service offerings 
and processes.

 - Radical, or disruptive, innovations are the introduction 
of completely new products, processes or business 
models that lastingly change the “rules of the game” 
on the market. 

6.2 Literature and document analysis

The ability of business to innovate is determined by a 
number of factors. The regulatory environment is one 
of these factors, while other factors are largely beyond 
the scope of legal influence.

Furthermore, proposed regulation is generally embed-
ded in an extensive legal framework. which makes it 
more difficult to identify the specific causes (proposed 
regulation) of specific impacts (promoting or hindering 

39  Fichter, K.; Hintemann, R. (2014): Grundlagen des Innovationsma-
nagements. Carl von Ossietzky University of Oldenburg, 6th edition, 
p. 14.

40  Stewart, L. A. (2010): “The Impact of Regulation on Innovation in 
the United States: A Cross-Industry Literature Review.” Information 
Technology & Innovation Foundation, p. 2.
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innovation). The literature on this subject usually points 
out this ambiguous causal relationship:

In sum, scientific literature specifies three aspects of 
this causal relationship:

 - Relations between regulation and innovation are 
seldom linear. These two variables are embedded 
in existing systems in which interdependencies and 
complex chains of cause and effect are the norm.41

 - The regulatory environment can be either positive and 
promote innovation, or negative and hinder innova-
tion. It can also be a mixture of the two, having both 
a positive and a negative impact at the same time.42 
The assessment of which category applies depends 
not least on which excerpt of reality the assessment 
is based, i.e. which sectors, industries, innovation 
phases,43 innovation types,44 positions in the innovation 
network, and time periods (short-term or long-term) 
are being examined. 

 - The majority of innovation processes develop gradually 
over time (incremental innovation), making them very 
difficult to quantify/measure. There is consequently 
rarely clear empirical data available to substantiate 
statements on negative or positive correlations. 

There are a number of studies on the casual relationship 
between regulation and innovation. Studies done by the 
Union of Industrial and Employers’ Confederation of 
Europe (UNICE), the European Commission and the 
German Chemical Industry Association all identify fac-
tors that determine the level of innovation. 

Many of these factors are outlined in the following.

41  Hemmelskamp, J.; Leone, F. (ed.) (1998): “The Impact of EU Regulation 
on Innovation of European Industry”.

42  Blind, K. (2012): “The Impact of Regulation on Innovation”. Compen-
dium of Evidence on the Effectiveness of Innovation Policy Intervention.

43  These include: i) invention phases in R&D ii) phases in the implemen-
tation of innovative goods on the market. See: Pelkmans, J., Renda A. 
(2014a): “Does EU regulation hinder or stimulate innovation?” European 
Commission, p. 16.

44  Fichter, K.; Hintemann, R. (2014): Grundlagen des Innovationsmanage-
ments. Carl von Ossietzky University of Oldenburg, 6th edition, p. 14.

UNICE surveyed 2,500 companies in 14 European 
countries on the impact of regulation on innovation.45

It identified the following six “principal determinants 
of successful innovations”:

 - Minimisation of costs

 - Low time to market

 - Fulfilment of customer requirements

 - Ability to gain access to new ideas

 - Having a flexible organisation

 - Low level of uncertainty

For each of these six factors, the companies surveyed 
were asked whether legal standards made meeting these 
conditions easier or more difficult.

The following four “determinants of successful innova-
tions” were rated by the surveyed companies as being 
made more difficult or much more difficult through 
regulation:

 - Minimisation of costs (75% of companies surveyed)

 - Having a flexible organisation (59% of companies 
surveyed)

 - Low time to market (54% of companies surveyed)

 - Low level of uncertainty (49% of companies 
surveyed)

45  UNICE (1995): Releasing Europe’s Potential Through Targeted Regu-
latory Reform. In: OECD: “Regulatory Reform and Innovation”, p. 12
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In its report “Does EU-regulation hinder or stimulate 
innovation?”, the European Commission46 identifies 
the following five aspects of regulation that impact 
innovation:

 - Administrative burdens  
Regulation that creates red tape or administrative 
burdens for companies can limit its (time) resources 
for innovation activities. These regulatory market entry 
barriers are particularly problematic for start-ups and 
potential new market participants.

 - Compliance burdens (stringency)  
Compliance burdens relate to how difficult and costly 
it is for firms to comply with new regulatory require-
ments using existing ideas, technologies, processes and 
business models. Compliance burdens are particularly 
high where firms need to significantly change their 
behaviour or develop new technology in order to 
comply with the regulation.47

 - Timing 
The amount of time that a regulation gives to the 
targeted stakeholders for compliance with the regu-
latory requirements is essential to stimulate innova-
tion. Making this period too short leads to excessive 
compliance costs and restricts the time available for 
the development and implementation of alternative 
processes, technologies and business models.

 - Flexibility 
Performance- or outcome-based regulation stimulates 
innovation more than purely prescriptive regulation 
in that it sets rules and requirements for end products 
without specifying the means (processes/materials/
technologies). 

46  Pelkmans, J., Renda A. (2014a): “Does EU regulation hinder or sti-
mulate innovation?” European Commission.

47  For a detailed regulation cost model, see: Renda, A., L. Schrefler, G. 
Luchetta and R. Zavatta (2014), “Assessing the Costs and Benefits 
of Regulation”, study for the Secretariat-General of the European 
Commission.

 - Uncertainty 
Uncertainty with regard to future regulation and legal 
standards that lack stability/consistency can act as an 
inhibitor of innovation because investment in R&D 
generally entails long-term capital commitment.

In a study commissioned by the German Chemical Indus-
try Association (VCI),48 just under 200 VCI member 
companies in chemicals and pharmaceuticals were sur-
veyed on innovation inhibitors both within and outside 
of the company and asked to rank these inhibitors.

 - The external innovation inhibitors cited as having 
a bearing on the regulatory environment were as 
follows:49

 - Regulation and bureaucracy, and the comparatively 
unfavourable regulatory environment in Germany, 
were clearly identified as being the most significant 
obstacle to innovation. This includes notification 
and authorisation procedures for new products and 
processes and other provisions (such as documen-
tation requirements) that tie up (time) resources. 
Furthermore, a changing, unstable or inconsistent legal 
framework can cause uncertainty that ultimately stifles 
innovation. Because “often, the greatest obstacle is 
not the regulatory requirements themselves but the 
inability to predict how they will evolve in the course 
of the innovation project. When there is a high level 
of uncertainty of whether the regulations in place at 
the start of the innovation process will remain stable 
over the long term, the risk to companies of investing 
in this project goes up.”50

 - Skilled employees with specialist expertise and “inno-
vation competence” are the cornerstones of innovative 
processes. This makes a broad education in STEM 
subjects and in research equally important as improving 
the immigration opportunities for foreign qualified 
personnel.

 - Collaboration and innovation environment: Innova-
tions are often developed in collaborative projects 
organised in innovation networks, with (university) 
research institutions and R&D departments providing 

48  VCI (2014): “Innovationen den Weg ebnen”.

49  Another external inhibitor, though unrelated to the study in hand, was 
public acceptance.

50  Ibid. p. 53.



Federation of German Industries (BDI) 33
Digitalisation, Innovation and Healthcare

Innovation Check in Regulatory Impact Assessment
Making regulation innovation-friendly

the (e.g. technological) inputs for the entrepreneurial 
outputs. The regulatory framework should therefore 
facilitate the establishment of such collaboration.

 - The typically low credit ratings and minimal collateral of 
start-ups and SMEs makes them dependent on external 
financing and support.51 The German venture capital 
market is too small to close the financing gap of these 
target groups (above all in the start-up phase), as are 
the German funding schemes.

The findings produced by the literature and document 
analysis presented here formed the basis for develop-
ing the Innovation Check Tool’s assessment questions. 
These were discussed with experts in interviews. The 
summary of these findings is presented in Chapter 3.1.

Other sources for the identification of regulatory obsta-
cles to the ability of business to innovate were the BDI 
Innovation Indicator52 and the EU Innovation Score-
board.53 The categories and individual indicators of these 
two innovation indexes are outlined in the following:

BDI Innovation Indicator: 
 - The 38 individual indicators (see Table 3) are divided 
into five categories: education, state, enterprises, public 
research and society.

 - The indicators were classified as either input indicators 
(e.g. early-stage venture capital in relation to GDP) and 
output indicators (e.g. public science sector patents 
per inhabitant).

51  Zimmermann, V. (2012): “Innovationshemmnisse im Mittelstand”, KfW 
ECONOMIC RESEARCH, No. 6.

52  See: http://bdi.eu/themenfelder/innovation/innovationsindikator/

53  See: http://ec.europa.eu/growth/industry/innovation/facts-figures/
scoreboards/index_en.htm

EU Innovation Scoreboard:
 - Has a total of 25 individual indicators (see Table 4) 
divided into the following three categories: 

 - Enablers 
e.g. Venture capital (% of GDP).

 - Firm Activities 
e.g. R&D expenditure in the business sector 
(% of GDP).

 - Outputs 
e.g. exports of medium and high-technology products 
as a share of total product exports.

Most of the indicators in the two indicator sets pre-
sented above are individual indicators whose assessment 
is only possible ex-post. These indicators are therefore 
not suitable for an assessment as part of the (ex-ante) 
regulatory impact assessment. The individual categories 
of the indicator sets nonetheless provided the starting 
point for the development of some of the assessment 
questions in the Innovation Check Tool.
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Table 3: Indicators of BDI Innovation Indicator Category

Education

Foreign students as percentage of all students

Input

Tertiary students per 55+ year old academic employee

Share of employees with at least secondary (non-tertiary education)

OutputPopulation with ISCED 6 level education in mathematics, sciences, and engineering

Share of employees with tertiary education

Education / State

Annual education expenses per student (tertiary incl. R&D) per student

Input

Quality of education system (on a scale of 1 to 7 based on expert assessments)

Quality of the mathematical and natural science education (on a scale of 1 to 7 based on expert assessments)

Index of PISA results in sciences, reading, mathematics (on an open scale with mean of 500 and standard deviation 100)

State

Public demand for advanced technologies (on a scale of 1 to 7 based on expert assessments) Input

State / Enterprises

B-index for tax-based funding of business R&D

Input

Publicly funded R&D in enterprises as a share of GDP

Enterprises

Demand of companies for technological products (on a scale of 1 to 7 based on expert assessments)

Input

Early-stage venture capital relative to GDP

Importance of marketing (on a scale of 1 to 7 based on expert assessments)

Share of international co-patents

Share of employees in knowledge-intensive services

Intensity of domestic competition (on a scale of 1 to 7 based on expert assessments)

Share of university R&D financed by enterprises

Internal business R&D expenditures as share of GDP
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Share of value-added in high-tech sectors in total value added

Output

GDP per capita

Transnational patent applications

USPTO patent applications per capita

Value added per hour worked (in constant PPP-$)

Trade balance in high-tech goods per capita

Public Research

Number of researchers in FTE per 1,000 employees

Input

Quality of research institutions (on a scale of 1 to 7 based on expert assessments)

Share of international SCI co-publications 

Country share among the top 10% of most highly cited publications 

Number of SCI publications relative to population

OutputField-specific expected impact rate of SCI publications

Public science sector patents per inhabitant

Public Research / State

R&D in public research institutions and universities as share of GDP Input

Society

Life expectancy in years

Input

Share of women in total working population

Number of press releases on science and research per inhabitant

Share of post materialists (Inglehardt) in population
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Table 4: Indicators of the EU Innovation Scoreboard

Number Indicator Definition Numerator Definition Denominator

Human resources

1.1.1
New doctorate graduates (ISCED 6) per 
1000 population aged 25-34

Number of new doctorate graduates (ISCED 6) Population aged 25-34 

1.1.2
Percentage population aged 30-34 
having completed tertiary education

Number of persons in age class with some form of post-secondary 
education (ISCED 5-8)

Population aged 30-34

1.1.3
Percentage youth aged 20-24 having 
attained at least upper secondary level 
education

Number of persons in age class having attained at least upper secondary 
level education, i.e. with ISCED level of at least 3a, 3b or 3c

Population aged 20-24 

Open, excellent and attractive research systems

1.2.1
International scientific co-publications 
per million population

Number of scientific co-publications with at least one co-author based 
abroad (where abroad is non-EU for the EU28)

Total population

1.2.2

Scientific publications among the top 
10% most cited publications worldwide 
as % of total scientific publications of 
the country

Number of scientific publications among the top-10% most cited 
publications worldwide

Total number of scientific 
publications 

1.2.3
Non-EU doctorate students as 
percentage of all doctorate students

For EU member states: Number of doctorate students coming 
from a non-EU country (for non-EU countries: Number of doctorate 
students coming from another country)

Total number of 
doctorate students

Finances and Support

1.3.1
R&D expenditure in the public sector as 
percentage of GDP

All R&D expenditures in the government sector (GOVERD) and the 
higher education sector (HERD)

Gross domestic product

1.3.2
Venture capital investment as percentage 
of GDP

Venture capital investment is defined as private equity being raised for 
investment in companies. Management buyouts, management buy-
ins, and venture purchase of quoted shares are excluded. Data include 
two investment stages: Early stage (seed + start-up) and Expansion 
and replacement.

Gross domestic product
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FIRM ACTIVITIES

Firm Investments

2.1.1
R&D expenditure in the business sector 
as percentage of GDP

All R&D expenditures in the business sector (BERD). Gross domestic product

2.1.2
Non-R&D innovation expenditures as 
percentage of turnover

Sum of total innovation expenditure for enterprises, in euro 
thousands and current prices excluding internal and external R&D 
expenditures.

Total turnover for all 
enterprises

Linkages & Entrepreneurship

2.2.1
SMEs innovating in-house as percentage 
of SMEs

Sum of SMEs with in-house innovation activities. Innovative enterprises 
are defined as enterprises which have introduced new products or 
processes, either in-house or in combination with other enterprises.

Total number of SMEs

2.2.2
Innovative SMEs collaborating with 
others as percentage of SMEs

Sum of SMEs with innovation co-operation activities. Enterprises with 
co-operation activities are those that had any co-operation agreements 
on innovation activities with other enterprises or institutions in the three 
years of the survey period.

Total number of SMEs

2.2.3
Public-private co-publications per million 
population

Number of public-private co-authored publications. The definition of the 
“private” sector excludes the private medical and health sector. These 
co-publications are allocated to one or more countries according to 
the geographical location of the business enterprise (or enterprises).

Total population

Intellectual Assets

2.3.1
Public-private co-publications per million 
population

Number of patents applications filed under the PCT, at international 
phase, designating the European Patent Office (EPO). Patent counts 
are based on the priority date, the inventor’s country of residence 
and fractional counts.

Gross domestic product 
in purchasing power 
standard euros

2.3.2

PCT patent applications in societal 
challenges (environment-related 
technologies; health) per billion GDP 
(purchasing power standard euros)

Number of PCT patent applications in environment-related technolo-
gies and health. Patents in environment-related technologies include 
those in general environmental management (air, water, waste), energy 
generation from renewable and non-fossil energy sources, clean com-
bustion technologies (e.g. in the use of fossil fuels, biomass, waste, 
etc.) climate change mitigation technologies that potentially or indi-
rectly reduce emissions, emissions reduction and fuel efficiency in 
transportation and energy efficiency in buildings and lighting. Pat-
ents in health-related technologies include those in medical technol-
ogy (IPC-Codes (8th edition) A61 [B, C, D, F, G, H, J, L, M, N], H05G) 
and pharmaceuticals (IPC codes A61K, excluding A61K8).

Gross domestic product 
in purchasing power 
standard euros

2.3.3
Community designs per billion GDP 
(purchasing power standard euros)

Number of new applications for community designs.
Gross domestic product 
in purchasing power 
standard euros

2.3.4
Community designs per billion GDP 
(purchasing power standard euros)

Number of new applications for community designs.
Gross domestic product 
in purchasing power 
standard euros
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OUTPUTS

Innovators

3.1.1
SMEs introducing product or process 
innovations as percentage of SMEs

Number of SMEs who introduced a new product or a new process 
to one of their markets.

Total number of SMEs

3.1.2
SMEs introducing marketing or 
organisational innovations as 
percentage of SMEs

Number of SMEs who introduced a new marketing innovation or 
organisational innovation to one of their markets.

Total number of SMEs

3.1.3
Employment in fast-growing enterprises 
(percentage of total employment)

Employment in fast-growing enterprises in innovative sectors is 
calculated through sector-specific innovation coefficients, reflecting 
the level of innovativeness of each sector, serving as a proxy for 
distinguishing innovative enterprises. These coefficients are weighted 
with sectoral shares of employment in fast-growing enterprises, 
providing an indication of the dynamism of fast-growing enterprises in 
innovative sectors. Fast-growing enterprises are defined as enterprises 
with average annualised growth in number of employees of more than 
10% a year, over a three-year period, and with 10 or more employees 
at the beginning of the observation period (period of growth).

Total employment

Economic Effects

3.2.1
Employment in knowledge-intensive 
activities (manufacturing and services) 
as percentage of total employment

Number of employed persons in knowledge-intensive activities in 
business industries. Knowledge-intensive activities are defined, based 
on EU Labour Force Survey data, as all NACE Rev.2 industries at 
2-digit level where at least 33% of employment has a higher education 
degree (ISCED 5-8).

Total employment

3.2.2
Medium and high technology product 
exports as percentage of total product 
exports

Value of medium and high technology exports, in national 
currency and current prices. Medium and high tech exports 
include exports of the following SITC Rev.3 products: 266, 267, 
512, 513, 525, 533, 54, 553, 554, 562, 57, 58, 591, 593, 597, 598, 
629, 653, 671, 672, 679, 71, 72, 731, 733, 737, 74, 751, 752, 759, 
76, 77, 78, 79, 812, 87, 88 and 891

Value of total product 
exports

3.2.3
Knowledge-intensive services exports 
as percentage of total service exports

Exports of knowledge-intensive services is defined as the sum of 
credits in EBOPS 2010 (Extended Balance of Payments Services 
Classification) items SC1, SC2, SC3A, SF, SG, SI, SJ and SK1.

Total value of services 
exports measured by 
credits per EBOPS 200

3.2.4
Sales of new-to-market and new-to-firm 
innovations as percentage of turnover

Sum of total turnover of new or significantly improved products 
either new to the firm or new to the market for all enterprises.

Total turnover for all 
enterprises

3.2.5
License and patent revenues from 
abroad as percentage of GDP

Export part of the international transactions in royalties and 
license fees.

Gross domestic product
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7. Annex III: International best practice analysis

7.1 Objective and selection of area of study

The analysis of international best practices entailed gath-
ering information from other countries relevant to the 
development of the Innovation Check Tool. The guide-
lines of other countries (both within and outside of the 
EU) and of the EU itself were analysed and interviews 
conducted with selected experts in the field.

The aim was to investigate the respective methodologi-
cal and practical approach taken in the impact assess-
ment of proposed regulation on innovation. This infor-
mation was then used to define best practices for the 
study objectives.

Table 5 shows which impact assessment guidelines were 
examined in the course of the desk research. The guide-
lines of the EU, Finland, the United Kingdom, Austria 
and Poland are the only ones that refer to innovation 
effects in their RIA guidelines. The most detailed docu-
ments on the investigation of how new regulation might 
impact innovative capacity are those published by the 
European Commission.

54

Table 5: Overview of countries investigated

Country
Are RIA guidelines 
available?

Is impact on innovation 
explicitly mentioned in 
guidelines?

Is impact on competitiveness 
explicitly mentioned in 
guidelines?

Recommended by experts

EU ✗ ✗ ✗ ✗

Finland ✗ ✗ ✗ ✗

United Kingdom ✗ ✗ ✓ ✗

Austria ✗ ✗ ✗ ✓

Poland ✗ ✗ ✗ ✓

Sweden ✗ ✓ ✗ ✗

Denmark ✗ ✓ ✗ ✗

Canada ✗ ✓ ✗ ✓

US ✗ ✓ ✓ ✓

Estonia ✗ ✗ ✓ ✓

Netherlands 54
✓ ➖ ➖ ✓

54 The Netherlands do not have conventional guidelines but have an 
online information platform on impact assessment.

The Finnish Impact Assessment Guidelines were pub-
lished as far back as 2008 so first experiences with the 
requirement to consider innovation have already been 
gathered. Finland also has a regulatory environment that 
is very conducive to innovation. In addition to guide-
lines that relate to innovation, the United Kingdom 
has extensive experience in “better regulation” overall. 
The European Commission has an extensive catalogue 
of guidelines and tools on the subject of innovation in 
regulatory impact assessment. The EU, Finland and 
the United Kingdom were also referred to expressly in 
the exploratory interviews, so these examples became 
the focus for the international best practice analysis. 
Semi-structured interviews were conducted with experts 
from the relevant institutions in the individual coun-
tries and of the EU.

The findings of the guidelines analysis and the expert 
interviews are presented below. The following results 
and experiences were an important basis for the devel-
opment of the Innovation Check Tool. 
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7.2 Finland – Best practice findings 

The impact of regulation on innovation has been included 
in impact assessment in Finland since 2007. RIA in Fin-
land is based on the document “Impact Assessment in 
Legislative Drafting – Guidelines”, which the Finnish 
Ministry of Justice published in 2008.55

These guidelines stipulate the need to consider the poten-
tial impact of proposed regulation, both positive and 
negative, and direct and indirect.56 The section of the 
guidelines entitled “Impact on Businesses” includes the 
following assessment question on the topic of innova-
tion: “Does the proposal have an impact on investment, 
research and development, or innovation?” The question 
is supplemented by a qualitative description of possible 
interdependencies (see table below).

Table 6: Finnish guidelines to assess the impact 
of proposed regulation on innovation 57

Does the proposal have an impact on investment, research and 
development, or innovation?

Regulation may have an impact on investment and investment 
opportunities. One element of business impact assessment is to 
determine whether businesses are likely to increase their investments 
as a result or whether it is more probable that the investment rate will 
decrease. Regulation may also impact investment targets and timing. 
In many business sectors, investment in research and development is a 
vitally important factor of productivity and competitiveness. Moreover, 
investment e.g. in environment-friendly production technologies and 
products may be promoted by means of regulation. Innovation, for its 
part, is impacted e.g. by the financing available to businesses and by 
the regulation governing intellectual property rights.

In addition, it is important to consider the predictability of regulation 
at the drafting stage, because only in this way can businesses plan 
their investments and operations with a long enough time perspective.

55 Ministry of Justice, Finland (2008): “Impact Assessment in Legislative 
Drafting – Guidelines.”

56 Ibid. p. 10.

57 Ibid. p. 22

According to the expert interviewed, it is mandatory to 
answer this question. So, in Finland, there is a general 
duty to assess the regulatory impact on innovation. The 
responsibility for this assessment is with the lead minis-
try. The explanatory text of the “Impact Assessment in 
Legislative Drafting – Guidelines” is available to assist 
ministerial officials. If they have further questions on 
assessing the impact on innovation, they can contact 
the Better Regulation Group at the Finnish Ministry of 
Economic Affairs and Employment. The expert inter-
viewed said that the additional information available 
from the helpdesk was, however, rather sparse and that 
there are no additional checklists or examples on impact 
assessment on innovation available.

In the annex to the “Impact Assessment in Legislative 
Drafting – Guidelines” there is a checklist featuring 
more detailed and concrete questions that expand on 
the assessment questions in the guidelines as well as 
tick boxes with the options “yes”, “no” and “to be deter-
mined”. These do not, however, provide any in-depth 
specifications on the topic of innovation, as shown in 
the following table. 58

Table 7: Excerpt of “Checklist for impact 
identification” on innovation

Does the proposal have an impact on investment, research and 
development, or innovation?

 - Does the proposal have an impact on investment or investment 
opportunities?

 - Does the proposal promote innovation, that is, the development of 
new production methods, products and services?

According to the expert interviewed, the checklist is 
generally designed to help identify relevant impact. Not 
all conceivable effects of regulation should be investi-
gated, but instead focus should be given to the effects 
that are most relevant. Experience with the applica-
tion of the official guidelines so far has shown that a 
detailed checklist on the topic of innovation with which 
to review the impact of proposed regulation in more 
detail is missing.

58 Ibid. p. 47
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The information in the guidelines was generally regarded 
as inadequate. Furthermore, according to the expert 
interviewed, the impact on innovation is only assessed 
in rare cases. 

In Finland there is currently no independent review 
body that monitors RIA. But the country plans to estab-
lish such a body in 2016.

The expert’s main recommendation is a simple, logically 
structured checklist on the topic of innovation, which is 
generally regarded as one of the most difficult aspects 
of regulatory impact assessment.

7.3 The United Kingdom – Best practice findings 

Impact assessment in the United Kingdom is conducted 
according to the “Better Regulation Framework Man-
ual”, which the Department for Business, Innovation 
and Skills published in March 2015. The manual sets 
out at what stage to carry out impact assessment and 
when to apply the fast track alternative. These catego-
ries also define the general scope of the required impact 
assessment.59

The “Better Regulation Framework Manual”, includes 
questions to assess the impact of proposed regulation 
on innovation, such as “Will proposals impact on inno-
vation e.g. new low-carbon technologies?” 60 It does not 
provide, however, any further, more specific guidelines.

59 Department for Business, Innovation and Skills (2015): “Better Regu-
lation Framework Manual – Practical Guidance for UK Government 
Officials”. p. 4 et seqq.

60 Ibid p. 65.

Table 8: Excerpt of Better Regulation Manual  
- Step 4: Identify the impacts 61

The following questions should be addressed when considering 
potential impacts (although this list is not exhaustive): 

Economic / Financial

a. How will proposals impact on the market and specifically 
consumers and businesses? In particular, consider the impacts 
on small and start-up businesses (see SMBA guidance for more 
details).

b. Will all businesses be affected in the same way, or will there be 
some that benefit, while others bear costs?

c. What are the expected impacts on the wider economy (e.g. 
labour market)?

d. What are the impacts on competition? Will the number or range 
of suppliers be limited? Will their ability to compete be limited or 
the incentive to compete vigorously be reduced?

e. Will proposals impact on innovation e.g. new low carbon 
technologies?

f. What are the expected financial and resource impacts on other 
Departments (e.g. the Justice system)? Note that if the policy has 
an impact on local authorities then this must be assessed in line 
with guidance on new burdens.

The interviewed expert from the Department for Busi-
ness, Innovation and Skills explained that while there 
is a general requirement to assess all impacts, including 
the impact on innovation, officials are also required 
to maintain a “proportionate approach” according to 
which only the relevant impact is assessed. The focus 
of impact assessment is generally on calculating the 
direct costs of the proposed regulation. Given that 
the impact on innovation is often indirect, this area 
of impact is often not investigated in any detail. The 
general rule is that a more extensive impact assess-
ment is conducted if a signi ficant correlation between 
the proposed regulation and its impact on innovation 
is identified at the beginning of the assessment. The 
lead ministry (“department”) of the proposed regu-
lation is also responsible for conducting regulatory 
impact assessment. The Better Regulation Unit is 
available to provide the departments with assistance 
and advice on this procedure. The assessment is then 
reviewed by the Regulatory Policy Committee, which 
checks whether the obvious regulatory impacts have 
been correctly identified.

61 Ibid p. 56.
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7.4 European Union – Best practice findings 

Impact assessment is required for those European Com-
mission initiatives62 that are likely to have significant 
economic, social or ecological impact. For the impact 
assessment on European level, the Better Regulation 
Guideline and the Better Regulation Toolbox apply. The 
guidelines specify the Directorate-General responsible 
for the initiative as the body responsible for impact 
assessment.

Where an initiative is regarded as requiring impact 
assessment, this is carried out by an interservice steer-
ing group composed of members of all Commission 
offices relevant to the initiative.

One of the first tasks of the steering group is then to 
identify possible impacts in an initial screening. This also 
includes considering the impact on innovation. Cases 
where significant regulatory impact is to be expected 
are then assessed in more depth. To maintain the prin-
ciple of a proportionate analysis, the steering group 
selects the relevant impacts and then assesses these. 
The procedure is based on the understanding that it is 
not feasible in practice to investigate every conceivable 
impact of the proposed regulation.

The impact assessment process includes the collection 
and analysis of relevant data and the consultation of 
stakeholders. The results of the initial screening, the 
Inception Impact Assessment, are published on the Com-
mission’s internet platform. Important information is 
thus already made available to external parties at the 
beginning of the assessment, who then have the oppor-
tunity to point out possible problem areas or possible 
alternatives based on their own experience. Further con-
sultations are carried out throughout the course of the 
assessment to collect additional information and opin-
ions. This also includes public online participation. The 
findings of the consultation procedure are published on 
the internet to achieve as much transparen  cy as possible.

62 These include legislative proposals and non-legislative initiatives (white 
papers, action plans, spending programmes, negotiating guidelines 
for international agreements) as well as implementing provisions and 
delegated legal acts.

The members of the steering group have a range of 
documents to help them with the impact assessment. 
One of the most important aids is the Better Regulation 
Toolbox, which the European Commission published 
in 2015. The Toolbox includes the key tools for better 
regulation as well as guidelines on carrying out impact 
assessment and how to assess the possible impact of 
legislative initiatives.

The principle of proportionate analysis also applies to 
the investigation of potential impact on innovation. 
Tool #18 (Impacts on Research & Innovation) of the 
toolbox has guidelines for identifying those factors that 
could have an impact on research and innovation.63 The 
application of Tool #18 is not mandatory, but is availa-
ble to assist in cases where the steering group identifies 
significant potential impact on research and innovation.

Tool #18 can be used to help investigate the poten-
tial impact of a proposal on research and innovation 
activity. It presents factors that can have an impact 
on research and innovation and explains the possi-
ble effects. Tool #18 also has a range of questions 
that need to be considered in the course of impact 
assessment. The following table contains a selection 
of these factors and questions.

63 European Commission (2015): Better Regulation Toolbox. p. 122 et 
seqq.
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Table 9: Excerpt of Tool #18: Selection of factors affecting innovation 64

Regulatory factors Impact on innovation

Process-related vs 
outcome-related 

Prescriptive regulations set out in detail the means by which outcomes are to be achieved, including the inputs 
and technologies to be used and the types of business processes, practices and models permitted. They can 
discourage innovation since firms have limited freedom to try out new technologies, business process, practices 
and models. On the other hand, performance or outcome-based regulations grant greater flexibility to businesses 
in how they achieve the desired outcome, stipulating only at a relatively high-level what they can and cannot do. 
For their success, business activities must be appropriately incentivised and enforced. 

Establishment of strict 
results

A regulation is judged to be stringent if firms need to significantly change their behaviour or develop new 
technologies, processes or business models in order to comply with it. Although the evidence of the impact 
of stringency of regulation on innovation is ambivalent,65 it appears that more stringent regulations are likely to 
induce radical innovations, provided that the distance between regulatory requirements and the status quo is not 
excessive and that the outcome is specified in a technology-neutral manner.66

Timing

The time given to firms to comply with a new regulation can play an important role in determining the overall 
impact on innovation. There is a trade-off between the benefits of innovation and the benefits of compliance. 
If operators are given too little time to adjust to a specific regulatory framework, this may result in an inferior 
technological, economic and social outcome. On the other hand, while granting firms longer (but definitive) 
time frames to comply may encourage them to develop more innovative technological and non-technological 
solutions, they may also delay the benefits of regulation. 

Compliance costs

The opportunity cost of allocating limited resources to complying with regulation can imply ‘lost’ innovation. The 
amount of innovation which may be lost as a result of regulation depend in part on whether compliance costs 
are one-off or recurring, and also how quickly firms can rebuild their finances to fund further innovation activity. 
It may also depend on the size of firms. Lost innovation may be greater for smaller firms than larger companies 
because the cost of complying with regulation is disproportionately greater. An important element of compliance 
cost is spending on defensive R&D (in order to assure safety of existing substances), which may divert R&D from 
innovation, lock-in old technology or reduce product availability.67 

Regulatory uncertainty
Although there are examples where anticipation of future regulation has encouraged innovation, uncertainty about 
the regulatory approach, its actual shape or form is likely to hamper innovation. Developing new products and 
improved processes is a risky and costly process and regulatory delay and uncertainty can add to this.

Interactions with other 
policies

Regulatory intervention may encourage innovation if it strengthens other government policies aimed at reducing 
barriers to innovation (e.g. competition policy, education and skills development, procurement). On the other 
hand, regulatory intervention may work against other government policies by reducing the incentives to innovate 
or introducing distortions in the allocation of resources in the innovation system.

64 Ibid p. 122 et seqq.

65 See K.Blind (2012): The impact of regulation on innovation. NESTA 
working paper. 

66 See Pelkmans, J., Renda, A. (2014b): How can EU Legislation enable 
and/or disable innovation. European Commission.

67 European Commission (2015): Better regulation toolbox. Box 2 Example: 
veterinary products – innovation stifled by the regulatory regime to such 
an extent that there is a lack of medicines to treat animals. p. 126.
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Table 10: Excerpt of Tool #18: Questions to be considered on “Factors Affecting Research & Innovation” 69

How the broader context may affect research and innovation is key to designing mutually reinforcing interventions. The following 
questions should be considered:

 - What are the main research and innovation needs in the sector? Which of those needs might be affected by the proposed intervention?
 - What are the drivers and barriers to innovation in the targeted sector?
 - How does the regulatory landscape in the sector impact the innovation system? How is the existing regulation or policy implemented? How does that 

support or hinder innovation activities?

Table 11: Excerpt of Tool #18 on how the proposed policy option/intervention affects the innovation 
capacity of companies, notable SMEs70

How does the proposed policy option/intervention affect the innovation capacity of companies, notable SMEs?

Innovation activities are costly and long-term processes which involve high risks but they create new value and new markets. 
Regulation may alter incentives and choices for investment in R&I. This should be considered using the following questions:

 - Would the intervention privilege or prohibit characteristics a new type of good or service could have? Could this even lead in the extreme to 
preventing a product group or, conversely, leading the market to a single technological solution?

 - Would the proposed intervention level the market conditions between incumbent and new offers, e.g. by abolishing privileges to the former or 
granting incentives to purchase the latter?

 - Does the implementation of the intervention put an administrative burden specifically on introducing new goods, services and production plants on a 
market or on their demonstration prior to market introduction?

 - Does the intervention alter the rewards from innovation (e.g. the length of patent protection)?
 - What is the impact on product development and is there a possibility that some products would be taken from the market (i.e. de-selected) or 

technologies lost?
 - What is the impact on market confidence, consumer acceptance or demand for new products or technologies?
 - Are there indirect effects in other sectors or policy areas such as health, employment or consumer protection? 

Regulation can affect resources (human as well as financial means) available for innovative activities:

 - Does it impinge on the price, quantity or mobility of human resources with skills appropriate to new technologies and work methods, be it 
vocationally trained workers or experienced managers?

 - Would public or private sources (internal, credit, early stage venture capital et al.) of financing be affected? This could regard not only R&D 
and other innovation activities such as a first production plant, but also the first buyers of innovations or the distribution of risk and revenue in 
public private partnerships, for instance.

 - May the intervention indirectly influence a company owners' preference for keeping a firm size below a certain limit and hence R&D capacity, 
e.g., because of labour, tax or administrative rules?

Innovation is a dynamic and evolutionary process with constant interaction and feedback between the different stages, with ideas and 
knowledge often being developed and exchanged. Regulation can impact on the creation and diffusion of knowledge:

 - Does the proposed intervention impact the generation of new ideas, their adaptation and application, including from the knowledge base 
to industry?

 - Does it affect the co-operation (e.g. circulation of data, research results or researchers) among public researchers and between public and 
corporate R&D and with intermediaries that provide advice and support to R&I activities, e.g., the openness to co-operate or the distribution 
of benefits?

 - Does the proposed intervention potentially affect the establishment of, access to and functioning of research and innovation infrastructures?
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Despite the fact that there is no general requirement to 
apply Tool #18, one of the experts interviewed pointed 
out that there is a general requirement to assess the 
impact on competitiveness and the impact on small and 
medium-sized enterprises. In certain cases an assessment 
of the proposed regulation on innovation can therefore 
be required as innovation is expressly specified in these 
binding assessments.

Many of the tools of the Better Regulation Toolbox and 
other better regulation tools of the European Commis-
sion address the impact on innovation. The experts inter-
viewed specified the following as particularly relevant:

 - Better Regulation Toolbox

 - Tool #12: Risk Assessment and management 

 - Tool #13: How to set objectives

 - Tool #14: How to identify policy options 

 - Tool #15: The choice of policy instruments

 - Tool #16: Identification / screening of impacts

 - Tool #17: Impacts on sectoral competitiveness 

 - Tool #18: Impacts on Research & Innovation

 - Tool #19: The "SME TEST" 

 - Tool #23: ICT assessment, the digital economy and 
society 

 - Operational Guidance for Assessing Impacts on 
Sectoral Competitiveness within the Commission 
Impact Assessment A Competitiveness Proofing Toolkit 
for use in Impact Assessments 68

68 See e.g. European Commission (2012): “Commission Staff Working 
Document – Operational Guidance for Assessing Impacts on Secto-
ral Competitiveness within the Commission Impact Assessment. A 
Competitiveness Proofing Toolkit for Use in Impact Assessments”.

There is also the guide “Regulatory Sreening. A short 
guide on the innovation effects of regulation Research 
and Innovation”, which the Commission’s Directo-
rate-General for Research and Innovation published 
in 2014. But the tools in this guide are not binding.69 

The resulting Impact Assessment Report is submitted 
to the Regulatory Scrutiny Board,70 which reviews the 
Impact Assessment Report and issues an opinion on it. 
The board checks that all relevant impacts have been 
taken into consideration. “In principle, a positive opin-
ion is required from the Board, in order for a proposal 
to be tabled to the Commission along with the impact 
assessment.” 71 Where the impact on innovation has 
not been assessed sufficiently, the Regulatory Scrutiny 
Board can draw attention to this at this stage.

As this procedure has only been in application for a short 
period of time, little experience has been gathered as yet 
both on the application of the Better Regulation Tool-
box in general and the application of Tool #18 specifi-
cally. The experts were therefore unable to evaluate the 
application of these tools in practice. One of the experts 
surveyed informed us that additional methodological 
guidelines to make Tool #18 of the Better Regulation 
Toolbox more concrete are currently being developed.

Ex-post evaluations on the impact on innovation were 
also regarded as another important aspect by experts 
from the Commission. This is important because, on 
account of the complex interdependencies involved in 
calculating the impact on innovation, unintended nega-
tive effects can arise despite thorough prior impact assess-
ment. Another point referred to by the experts was the 
importance of involving stakeholders at an early stage 
in order to obtain further information and data on the 
impact on innovation. A good culture of collaboration 
and communication was also seen as essential for regu-
latory impact assessment on the European level.

69 European Commission (2014): “Regulatory Screening. A short guide 
on the innovation effects of regulation.

70 European Commission (2009): “Impact Assessment Guidelines”. p. 10.

71 See European Commission (2015): “Better Regulation – Regulatory 
Scrutiny Board”, http://ec.europa.eu/smart-regulation/impact/iab/
iab_en.htm (15 January 2016)
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7.5 Summarised action recommendations of the 
international experts interviewed

 - The interviews with international experts addressed not 
only questions relating to the concrete impact assess-
ment of proposed regulation in terms of innovation, 
but also general recommendations for the preparation 
of supporting and guiding material. These are summa-
rised in the following:

 - The large majority of experts interviewed agreed that 
one of the biggest challenges in impact assessment 
was estimating the impact on innovation. This is due 
to the fact that the term “innovation” is very abstract, 
the interdependencies (particularly through indirect 
effects) are frequently not clear to the ministerial offi-
cials and specialist expertise on innovation inhibitors 
is not sufficiently available. A further impediment is 
that impact on innovation is often ambiguous.

 - Some experts expressed the opinion that it is important 
to take account of potential impact on the ability of 

business to innovate as early as possible in the legis-
lative procedure. It was repeatedly underlined that 
it is practically impossible to identify all conceivable 
effects on innovation and that, this being so, the focus 
should be put on the most important aspects.

 - A key success factor identified for an innovation check 
within the regulatory impact assessment was applica-
tion-based guidelines designed for use also by persons 
without expertise in the field of innovation. One of 
the experts working in better regulation, expressly 
mentioned that a checklist that officials can “work 
through” is particularly user-friendly. In their opinion, 
there should also be a point of contact for officials 
who have queries concerning how to apply an impact 
assessment tool.

 - Another point that was emphasised was that an inde-
pendent body that reviews the regulatory impact report 
must be aware of the importance of innovative capacity 
and must therefore act in its control role to ensure 
this is examined in the impact assessment.
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