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Introduction

Rationale 1, 2, 3,4 | Regulatory failure is much talked about but little understood. Discussions
about regulatory failure are often about different understandings of what
can be expected of regulatory governance and public regulation. The rhetoric
of regulatory failure (typically a blame game) easily (and often) overshadows
the analytical explanation of it (Baldwin, Cave, & Lodge, 2012, Chapter 5;
Breyer, 1979; Wilson, 1984). As a result, it remains unknown:

- What types of failure can be distinguished from the evidence base of
the academic literature on regulatory failure;

- Under what circumstances regulation is likely to fail and how it fails;

- What strategies are available and have been proven successful in
the prevention of regulatory failure.

Objectives 1, 2,3,4 | The aim of this evidence synthesis is to synthesize the evidence base of the

academic regulatory failure literature and evaluate the effectiveness (and
lack thereof) of strategies to prevent regulatory failure in real-world
situations. To this end, this evidence synthesis will answer the following
guestions:

1. Under what circumstance, when, and how is regulation likely to fail?
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2. What evidence-based typology can be distilled from the regulatory
failure literature?

3. What strategies are applied by governments and other regulators to
prevent regulatory failure and with what level of success?

4. For questions 1 and 3, if heterogeneity is found in studies on
regulatory failure: What is the role of context on the occurrence and
prevention of regulatory failure?

Methods
Eligibility 1, 2, 3,4 | Studies will be selected according to the PICO criteria (participants,
criteria interventions, comparators, outcomes) outlined below:

Study designs

We will include any type of empirical study that assesses the causes of
regulatory failure, the performance of regulatory failure prevention
strategies, or both, as well as single n, medium n, and large n studies of
observed situations of regulatory failure. We will only assess unique
empirical studies once. If an individual study is reported in multiple
publications, we will collate reported research and performance information
for that study.

Participants

There will be no restrictions by background, type or number of participants
(including, but not limited to, people, firms, regulators, and jurisdictions) of
studies.

Interventions

Of interest are studies that empirically observe failure of a regulatory
intervention, or the empirically study the performance of an intervention
that seeks to prevent regulatory failure.

Comparators

Given the broad perspective of regulatory failure (failure to maintain
regulatory independence, over-regulation, under-regulation, failing
enforcement, and so on) and the unlikeliness of (a significant number of)
studies that compare a pre-failure, post-failure, or non-failure situation with
an observed instance of regulatory failure, several types of studies will be
relevant to include to allow for cross-study comparisons:

- Direct non-comparative observations: studies that provide deep
insight in an observed instance of regulatory failure, following, for
example, process tracing methodology, but that do not compare the
failure situation with pre-failure, post-failure, or non-failure
situation

- Direct comparative observations: as per above, but a direct
comparison is made between the failed situation and a pre-failure,
post-failure, or non-failure situation

- Counterfactual observations: studies that compare an observed
instance of regulatory failure with a counterfactual non-regulatory
failure situation

Outcomes
Endpoints important for typology building are of primary interest. Endpoints
important for decision making are of secondary interest (needless to say,
there is overlap between the two).
- Endpoints important for typology building:
o The stage of the regulatory process in which regulatory
failure is observed
o The causal process of regulatory failure observed




o The impact of regulatory failure observed on the regulator
(monetary costs, extra time required to achieve
compliance, etc.)

o The impact of regulatory failure observed on the targets of
regulation (monetary costs, property damaged, lives lost,
extra time required to achieve compliance, etc.)

o The political implications of regulatory failure observed
(loss of confidence in policymakers, shift in policy rhetoric,
etc.)

o The impact of regulatory failure on society at large
(monetary costs, property damaged, lives lost, etc.)

o As per the above for regulatory failure prevention
strategies observed

- Additional endpoints important for decision making:

o Changes in relationships with regulatees (improved,
deteriorated, etc.)

o Spill-over effects (reduced levels of compliance because
regulatees become aware of the regulatory failure)

o Changed working conditions for staff (improved,
deteriorated, etc.)

o Changes in the relationship between regulators and
policymakers/politicians (directly responsible ministers,
members of parliament, etc.)

Timing
There will be no restrictions by time, length, or repetitions (including no
repetitions) of studies.

Setting
There will be no restrictions by the setting(s) of studies.

Language
We will include articles reported in English.

Academic literature

We will only include published peer-reviewed articles, including ‘online first’
and ‘early access’ publications. We will acknowledge the limitations of
excluding non-published academic work and academic publications other
than peer-reviewed articles when reporting findings from the evidence
synthesis (Vevea, Coburn, & Sutton, 2019).

Non-academic literature

There will be no selection of non-academic literature. Our interest is
primarily in empirical findings on regulatory failure reported by the academic
community. We will acknowledge the limitations of excluding non-academic
literature when reporting findings from the evidence synthesis (Mahood, Van
Eerd, & Irvin, 2014).

This is, to the best of our knowledge, the first systematic evaluation of the
regulatory failure literature following formal meta-research methodology. As
such, the synthesis may become a starting point for future studies to
synthesise other areas of the knowledge on regulatory failure—including, but
not limited to, grey literature and academic literature beyond peer-reviewed
journal articles.

Information 1,4 Both qualitative and quantitative studies will be sought. Documents will be
sources sourced from the following databases: WorldCat, Scopus and Web of Science.
Search strategy | 1,2, 3,4 | Search strategies for each database:




- WorldCat search:

o all articles with the words “regulatory failure” in any
searchable field, published in English, since 1900, in the
following subject areas: business and economics, law,
sociology, political science.

- Scopus search:

o all articles with the words “regulatory failure” in their titles,
abstracts, or keywords, published in English, since 1900 in
the following subject areas: social sciences; business,
management and accounting; economic, econometrics and
finance.

- Web of Science search:

o all articles with the words “regulatory failure” in any
searchable field, published in English, since 1900, in the
following disciplines: business economics, government law,
public administration, social issues, social sciences other
topics.

Study records 1,4 We will use MS Excel to for data management (document selection and
and data document coding) and a shared Dropbox folder to share files.
management

Selection 1,2,4 Two reviewers (JH and NV) will independently screen articles against the
process following inclusion criteria. This will be done in three rounds:

- Round1
o Article titles, abstract and keywords will be screened to
exclude articles that are unlikely to deal with regulatory
failure or its prevention, that are explicitly not empirical, or
both. The reviewers will use the following scores: yes
(include), no (exclude), unsure (include). Intercoder
reliability scores will be reported (agreement percentage
and Cohen’s kappa). In this round, we take a liberal
approach to inclusion and will only exclude the
combinations of ‘no’ and ‘no’ (i.e., if at least one of the
coders uses the score ‘yes’ or ‘unsure’, the article is
included for screening in the next step).
- Round2
o Article research design sections (or similar) will be screened
to exclude articles that are not dealing with an observed
instance (or instances) of regulatory failure or a regulatory
failure prevention strategy, and article method sections (or
similar) will be screened to exclude articles that are
explicitly not empirical. The reviewers will use the following
scores: yes (include), no (exclude), unsure (include).
Intercoder reliability scores will be reported (agreement
percentage and Cohen’s kappa). In this round, we resolve
all intercoder disagreements for the combinations ‘yes’ and
‘no’ (i.e., all articles coded with the combination ‘yes’ and
‘ves’, ‘yes’ and ‘unsure’, and ‘unsure’ and ‘unsure’ are
included for screening in the next step; all other
combinations are resolved).
- Round 3
o Articles are screened in full to exclude articles that are not
dealing with an observed instance (or instances) of
regulatory failure or a regulatory failure prevention
strategy, that are explicitly not empirical, or both. The
reviewers will use the following scores: yes (include), no
(exclude), unsure (include). Intercoder reliability scores will




be reported (agreement percentage and Cohen’s kappa). In
this round, coders resolve all conflicts.
- Round 4:

o Articles are screened in full to cluster articles that report on
the same study (this to prevent ‘double counting’ of
individual studies). To ensure consistency across the
reviewers, we will conduct calibration exercises. We will
resolve disagreements by discussion.

Data items

(variables and

outcomes)

Data 1,2,3,4 | Data will be abstracted from the articles following the PICO criteria discussed

abstraction above. Data abstracted will be recorded in text (to be coded later). A
standardized Excel form will be used to ensure that both reviewers (JH and
NV) abstract similar data from the articles. To ensure consistency across the
reviewers, we will conduct calibration exercises. We will resolve
disagreements by discussion.

Primary 1,2,3,4 | JHand NV will abstract:

variables - Geographical location lead author

- Geographical location(s) of regulatory failure (or prevention
strategy) studied

- Calendar year(s) regulatory failure (or prevention strategy) occurred

- Calendar year(s) regulatory failure (or prevention strategy) was
studied

- Policy area(s) regulatory failure (or prevention strategy) studied

- Type of observation (direct, counterfactual, indirect — see above)

- Regulatory stage at which failure is observed (or prevention strategy
was introduced)

Secondary 1,2,3 JH will abstract:

variables - Causal narrative of regulatory failure (or prevention strategy)

- Other relevant observations about the ‘input’, ‘throughput’ or
‘output’ of the instance of regulatory failure (or prevention strategy)
studied

Primary 1,2,3,4 | JH will abstract (if applicable/reported):

outcomes - Impact on regulator (as per above)

- Impact on target of regulation (as per above)

- Political impact of regulatory failure (or prevention strategy)

- Societal impact of regulatory failure (or prevention strategy)
Secondary 1,2,3 JH to abstract.:
outcomes - Decreased/improved relationships with regulatees

- Spill-over effects

- Decreased/improved working conditions for staff

- Decreased/improved relationship between regulator and

policymaker(s)/politician(s)

Note The exact set of data items to be abstracted will be affected by the selection
process. Engagement with the literature in this process will give a better
understanding of the variables and outcomes that can be abstracted from
the selected articles.

Risk of bias

individual

studies

Risk assessment | 1,4 We expect to predominantly find single-n in-depth, or small-n comparative

gualitative studies. This limits the extent to which we can use accepted
protocols for assessing potential bias of these studies. To the extent possible,
the reviewers (JH and NV) will assess selection bias, performance bias,
detection bias, attrition bias and reporting bias (Mayo-Wilson & Grant, 2019).




This will be done at the time of round 4 of the selection process (discussed
above). The reviewers will use the following scores: low risk of bias, unclear
risk of bias, high risk of bias.

Data synthesis

Quantitative 1,2,4 We do not expect to find a large enough number of studies that report an
synthesis, effect-size to allow for a quantitative synthesis (e.g., fixed effects or random
methods effects models).

Additional 1,2,4 If possible, we will provide descriptive statistics when presenting the findings

quantitative from the evidence synthesis — while keeping in mind the risks of such ‘vote

analyses counting’ (Borenstein, Hedges, Higgins, & Rothstein, 2009).

Qualitative 3 If the abstracted data allow, we will follow a realist synthesis approach, “a

synthesis, theory-driven synthesis aimed at unpacking mechanisms of how complex

methods programs or interventions work (or why they fail) in particular contexts and
settings” (Heyvaert et al., 2017, 237).

Additional 3 If the abstracted data do not allow for a realist synthesis approach, we will

qualitative fall back on a more traditional (but systematic) synthesis approach and

analyses present findings in a transparent, consistent and comprehensive manner. We
will aggregate and integrate data where possible and aim to generate a new
inductive understanding of regulatory failure (i.e., an interpretive approach)
(Howell Major & Savin-Baden, 2010; Saini & Shlonsky, 2012).

Meta-bias(es)

Assessment 1,3,4 The main publication bias that our evidence synthesis is subject to is the sole
focus on articles in peer-reviewed academic journals. There is a risk that we
will find a relatively high number of positive experiences with regulatory
failure (and prevention strategies) that may not be representative of all the
experiences with regulatory failure (and prevention strategies) (i.e., a
selective reporting bias). We will be explicit about this possible bias when
presenting the findings of the evidence synthesis. Unfortunately, we will not
be able to run tests for sample biases (Hardwicke et al., 2020) as we expect
to predominantly find single-n in-depth, or small-n comparative qualitative
studies.

Confidence or

quality

assessment

Method 1,2,3,4 | We expect to predominantly find single-n in-depth, or small-n comparative

qualitative studies. This limits the extent to which we can use accepted
protocols for assessing the quality of these studies. To the extent possible,
the reviewers (JH and NV) will assess the quality dimension of the studies
using the CASP Checklist for qualitative research (CASP, 2018). This will be
done at the time of round 4 of the selection process (discussed above). The
coders will use the following scores: risk of low quality, unclear risk of low
quality, little risk of low quality. An average risk estimation will be calculated
from the coders’ scores. Please note, this quality dimension assessment is
not meant to judge the quality of the individual studies, but to assess how
much weight we can reasonably assign to findings presented in the evidence
synthesis (Heyvaert et al., 2017).

Guides used: (1) AMSTAR 2 = MeaSurement Tool to Assess Systematic Reviews version 2 (Shea et al., 2017); (2)
MARS = American Psychological Association (APA) Meta-Analysis Reporting Standards (essentially the MARS

protocol is modified from, Cooper, 2017); (3) MMRS = Mixes Methods Research Synthesis protocol (Heyvaert
et al,, 2017); (4) PRISMA-P = Preferred Reporting Items for Systematic Meta-Analyses (Shamseer et al., 2015).
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