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Abstract 
Background: The delivery of high quality health and social care 
services is a fundamental goal for health systems worldwide. The 
measurement of quality in health and social care services is a complex 
task as there are a myriad of determinants and outcome measures to 
choose from. Researchers in this field have assessed a range of 
organisational and environmental factors (for example: staff 
composition, facility ownership, facility size) for an association with 
various measurements for quality. Compliance with regulations is one 
such quality measure. Compliance with regulations is variable and the 
determinants of this variability are under-investigated. Identifying the 
determinants of compliance has the potential to improve regulatory 
processes and can inform quality improvement initiatives undertaken 
by service providers and policy makers. This protocol describes a 
systematic review which will review literature from a wide range of 
study designs and sources to develop an overview of the 
determinants of regulatory compliance in health and social care 
services. 
Methods: A wide range of study designs and grey literature will be 
sought for this review. Searches will be conducted using PubMed, 
MEDLINE, PsycInfo, SocINDEX and CINAHL databases. The studies 
included in the review will be subject to quality appraisal with 
reference to the collection of tools available from the Joanna Briggs 
Institute. Data extraction will be informed by the Consolidated 
Framework for Implementation Research (CFIR). A narrative synthesis 
will be conducted with reference to the CFIR and Normalisation 
Process Theory (NPT). GRADE-CERQual will be used to grade the 
overall body of evidence. 
Conclusion: The findings of this review will be useful to regulators to 
inform regulatory policy and practice. Service providers and policy 
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makers may also use the findings to inform quality improvement 
initiatives aimed at improving compliance and quality across a range 
of health and social care services.
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Introduction
The delivery of quality health and social care services is a 
priority for many countries. Quality is a somewhat nebulous term 
that can be difficult to define. In health and social care, the fol-
lowing have been proffered — by the European Commission 
and the Institute of Medicine — as definitions of quality: “health 
care that is effective, safe and responds to the needs and pref-
erence of patients”1; “Quality of care is the degree to which 
health services for individuals and populations increase the 
likelihood of desired health outcomes and are consistent with 
current professional knowledge”2.

Quality of care is often conceptualised with reference to  
Donabedian’s framework3: structure, process and outcome3. 
To use social care as an example: the number of staff working in 
a centre would represent structure; the frequency with which a 
person has an assessment of need would represent process; and 
the degree to which a person has autonomy to make decisions 
about their care would be an outcome.

Quality of care in health and social care settings is variable. 
Variation in quality may be the result of a structural component 
as demonstrated in a study that assessed the effect of changes 
to staffing levels on the prevalence of pressure sores in nursing 
homes4. It may be process-related as found in a prospective 
cohort study which assessed acute stroke care practices, finding 
that the quality of care varied according to the time or day of the 
week5. Outcomes are also subject to variation such as found 
in an analysis of in-hospital mortality in non-cardiac surgical 
patients across Europe, which found that mortality varied 
across the countries studied6.

Regulation is one response to the variability in quality where gov-
ernments look to establish a set of norms or standards — which 
typically fall under the headings of structure, process and out-
come — to benchmark a certain level of quality. Organisations and 
individuals must then comply with regulations in order to meet 
the desired level of quality and avoid sanction. Regulation is 
a common feature in a wide range of sectors: finance, environ-
ment, transport and healthcare. Selznick (1984) offers a useful 
definition of regulation where it is described as: “sustained and 
focused control exercised by a public agency over activities 
which are valued by a community”7.

Regulations in health and social care are wide-ranging but typi-
cally cover aspects such as, hygiene, governance and management, 
documentation/records, care practices, staffing, training. As 
with components of quality, regulations can also be conceived of 
as falling into the categories of structure, process and out-
come. By way of example, in the context of staffing and patient 
experience: a regulation specifying the staffing ratio represents 
structure; a regulation specifying the supervision or development 
of staff in the humanity of care represents process; and a 
measure of patient experience represents the outcome.

Compliance, in a regulatory context, can be understood as 
“behavior fitting expectations communicated to regulatees 
regarding how the former should or should not behave in a given 

domain”8. Compliance is generally articulated by a regulator 
along a continuum of ‘compliant’ to ‘not compliant’. For 
example, the Care Quality Commission (CQC), regulator for 
health and adult social care in England, has four levels of com-
pliance: outstanding, good, requires improvement, inadequate9. 
These ratings are assessed at the level of individual care 
components and services also receive an overall rating.

Determining the level of compliance with a specific regula-
tion requires varying degrees of judgment on behalf of an 
inspector. For example, assessing compliance with a structural  
requirement, such as a regulation that requires a person in charge 
to have “a minimum of 3 years’ experience in a management 
or supervisory role in the area of health or social care”10, is a  
straight-forward task of identifying the appropriate documen-
tation. Judging whether a service has admitted residents in “a  
competent, equitable, timely, and respectful manner”11, requires 
a little more interrogation and evidence gathering. Assessing  
compliance in a regulation which specifies an outcome, such 
as one that seeks to “ensure respect for the personal privacy 
of each person in care”12, requires a lot of evidence gathering  
as well as observation. 

As with quality, compliance with regulations is also variable. 
This is evidenced in a number of reports by regulators in the 
health and social care sectors13–15. Various factors have been 
assessed for their association with compliance in health and social 
care settings such as: ownership, facility size, patient feedback, 
staff levels and competencies, availability of amenities, 
location, presence of an ombudsman and patient/resident 
characteristics16–23. In the case of some of the above, there is a 
danger of a type of circular reasoning because it may be a factor 
that is regulated. For example, if there is a regulation requiring 
managers to have a certain qualification, then it is difficult to 
construe this as a determinant because it is a pre-requisite for 
compliance.

Aside from organisational or environmental factors, there may 
also be other factors influencing compliance, such as how the 
regulator and the regulatee interact i.e. the nature of engage-
ment. Various theories have been posited in the context of regu-
lation and on the means by which regulators seek to ensure 
compliance24–26. The disposition or modus operandi of a regu-
lator can be conceptualised as being plotted along a spectrum. 
At one end are those that are intolerant of any form of non- 
compliance and quick to deploy punitive measures. At the other 
end of the spectrum there is a greater acceptance that 
compliance can fluctuate and the regulator will adopt a 
more consultative approach which coaxes providers into 
compliance24–26.

Some studies have analysed the disposition of regulatees and 
their attitude towards compliance25,27,28. Non-compliant organisa-
tions may be ‘political citizens’, generally agreeing with the goals 
of regulation but objecting to the prescriptions of the regula-
tor in terms of how this is to be achieved. Or, they may simply 
be ‘organisationally incompetent’ and fail to understand or 
manage the demands of the regulations or the regulator25. Some 

Page 3 of 19

HRB Open Research 2021, 4:13 Last updated: 16 JUN 2021



organisations may fully subscribe to the goals of regulation 
and be ‘model citizens’ that strive to meet or exceed the stand-
ards that have been set. Others pay ‘lip service’ to these goals and 
do the minimum to satisfy the regulator, giving the appearance 
of compliance27.

The regulator can also be interpreted by organisational actors 
as being either an ally, threat or obstacle29. The regulator 
being perceived as a threat can mean the threat is at the level of 
an individual (their job or esteem) or at the level of the organisa-
tion (profits or reputation). As an ally, the regulator is perceived 
as competent and regarded as encouraging an organisation into 
compliance, offering advice and support to achieve common 
goals29. The regulator as obstacle is seen as lacking authorita-
tive technical expertise in the particular field or where “compli-
ance requirements…are inadequately connected to the underlying 
regulatory goals”29.

As set out above, compliance is not only influenced by struc-
tural or organisational factors such as the size of a facility or 
who owns it. It is also an outcome of the nature of engage-
ment between regulator and regulatee and contingent on their 
respective dispositions towards compliance. Normalisation proc-
ess theory (NPT) represents a theory within which to understand 
these relationships and contingencies. NPT facilitates “systematic 
exploration of why some processes lead to a practice becom-
ing successfully (or not) embedded (i.e. normalised) and sus-
tained, by attempting to understand the intervention in relation to 
the work that people do”30. The intervention in the case of this 
study is regulation and the outcome of interest is compliance. 
NPT facilitates an exploration of what factors are associated 
with the successful integration and alignment of an organisa-
tion’s goals with those of regulation. Such an approach has  
been adopted elsewhere30 but the author has found no stud-
ies that have used NPT as a theory to aid understanding of  
regulatory compliance in organisations. 

Conceptualising regulation as an intervention also allows for 
the introduction of the Consolidated Framework for Imple-
mentation Research (CFIR) which is an overarching typology 
used in implementation science31. The CFIR was developed 
by including “constructs from a synthesis of existing theories” 
and is concerned more with what works where and why as 
opposed to simply ‘what works’31. There are five domains within 
the CFIR: intervention characteristics, outer setting, inner set-
ting, characteristics of the individuals involved, and the proc-
ess of implementation. Each of these have multiple constructs 
within each domain. For example, evidence strength and qual-
ity, complexity, and cost, are constructs within the intervention 
characteristics domain.

The CFIR may be applied to regulation and compliance 
as follows:

•   �intervention characteristics: how difficult is it to imple-
ment the regulatory requirements and what degree of 
complexity is involved in complying?

•   �outer setting: what incentives/disincentives exist to 
encourage compliance; what are peer organisations doing 
and how are they performing?

•   �inner setting: what is the culture in the organisation in 
terms of attitudes towards the regulator; how ‘mature’ is 
the organisation?

•   �characteristics of the individuals: self-efficacy – how 
confident are individuals in their ability to achieve or 
improve rates of compliance? 

•   �process of implementation: what approach does the 
regulator take in judging compliance and in the use of 
punitive measures?

Used in this manner, NPT and CFIR complement one another. 
CFIR can provide a means through which to categorise and 
list determinants of compliance as shown above. NPT then 
provides the theoretical foundation upon which to understand 
these determinants. By way of example, consider a service pro-
vider’s disposition towards the regulator as falling into the inner 
setting category of the CFIR e.g. a political citizen27. The sub-
domain of legitimation — within the cognitive participation 
domain in NPT — applies in this instance as it considers to 
what degree an intervention is viewed as legitimate by those 
charged with its implementation.

To the best of the authors’ knowledge, there is no systematic 
review which looks to summarise and synthesise the evidence 
pertaining to the determinants of regulatory compliance. The find-
ings will be of benefit to regulators as they may inform changes 
to regulatory policy and practice. In addition, service provid-
ers and policy makers may use the findings to develop quality 
improvement initiatives to improve rates of compliance 
and, ultimately, provide a better quality service.

Research question: What are the determinants of regulatory 
compliance in health and social care services?

The protocol will describe the:

•   process for a comprehensive search for relevant articles

•   eligibility criteria for the inclusion of such articles

•   method for screening articles for inclusion

•   �appraisal method for assessing the quality of individual 
studies

•   �approach to data extraction and synthesis and appraisal 
of the overall body of evidence.

Protocol
Criteria for inclusion
The phenomena of interest are the determinants of regulatory 
compliance in health and social care services.

There are no limits on the articles for inclusion in terms of 
publication date or language.

Articles — either qualitative, quantitative or mixed-methods — 
will be included if they:

•   �Describe factors or characteristics that are related to 
regulatory compliance. A wide range of constructs 
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will be considered for inclusion including, but not limited 
to, the following: service characteristics (size, location, 
model of care, ownership); organisational characteristics 
(culture, management/governance structure, matu-
rity); service user characteristics (age, disability type, 
disease/illness); nature of engagement (punitive, 
adversarial, collaborative).

•   �Discuss barriers or facilitators to regulatory compliance 
for health and social care services. 

•   �Are focused on quality of care in health and social care 
services and use regulatory compliance as an outcome 
measure.

Studies will be excluded if they:

•   �Analyse regulatory compliance in a field other than 
in a health or social care setting or service.

•   �Use an outcome measure that is not equivalent to regula-
tory compliance in accordance with the definitions set out 
above. For example: adherence to voluntary standards 
or codes of conduct; compliance concerning individuals 

as opposed to organisations as is the case with 
regulations for specific health care professionals.

Types of study to be included
There will be no specific limitations on the types of study 
considered for inclusion. Given the nature of the research 
question and the topic under review it is anticipated that the 
studies will generally fall into the categories of: cross-sectional 
designs for quantitative studies; and ethnographic or focus group/
interview designs for qualitative studies. Preliminary searches 
have found studies that use compliance data from regulators cou-
pled with cross-sectional data on services which are sourced either 
directly through surveys or via national repositories such as 
the Centers for Medicare and Medicaid Services (CMS) in the 
USA.

Search methodology
The CIMO (Context, Intervention, Mechanisms, Outcome) 
framework for developing a search strategy will be used for this 
systematic review (see Table 1). The search terms in the 
framework are set out in Table 2 below.

Table 1. Context, Intervention, Mechanisms, Outcome (CIMO) framework for this study.

Context

Any health or social care service (e.g. hospital, nursing home, residential disability service). 

Intervention(s)

Regulation is the intervention. The term ‘regulation’ may differ in a given context but it is generally taken to mean a process of 
external evaluation by an independent or statutory agency which is underpinned by enforcement powers. 

Mechanism

Factors influencing, or determinants of, compliance; barriers and facilitators to compliance; nature of engagement between 
regulator and regulatee. 

Outcome

Main outcome: regulatory compliance. 
 
Additional outcome(s): Other measures that are consistent with compliance will be included (e.g. in the USA, equivalent terms 
for non-compliance may be a ‘deficiency’ or ‘violation’). 

Table 2. Key search terms.

Context “healthcare system*” OR “health care system*” OR “care system*” OR “social care” OR ”healthcare 
service*” OR ”health care service*” OR ”social care service*” OR “hospital*” OR “health care setting*” 
OR “healthcare setting*” OR “social care setting” OR “residential facilit*” OR “care facility*” OR 
“nursing home*” OR “residential care” OR “residential disability service” OR “long-term care” OR 
“long term care” OR “disabilit*” OR “disability service” OR “care home” OR “aged care” OR “aged-care”

Intervention “regulation” OR “regulator*” OR “inspect*” OR “enforcement” OR “licens*” 

Mechanisms “factor*” OR “barrier*” OR “facilitator*” OR “enabler*” OR “determinant*” OR “characteristic*” OR 
“indicator*” OR “association*” OR “relationship*” OR “cause*” OR “engagement” OR “attitude*”

Outcome “compliance” OR “non-compliance” OR “violat*” OR “deficienc*” OR “sanction*” OR “citation*” OR 
“failure*” OR “failing*”
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Information sources
Searches will be carried out on the following databases: 
PubMed, MEDLINE, PsycINFO, CINAHL and SocINDEX. 
In addition, the bibliographies of the included full-text articles 
will be hand searched for relevant articles. The search terms for 
one electronic database (PubMed) are provided in Table 2.

Searches will also be conducted on established grey literature 
databases including OpenGrey System for Information on Grey 
Literature in Europe and OpenSIGLE. Targeted searches 
will also be carried out on websites of regulatory organisations 
and Government agencies/departments involved in health and 
social care regulation, identified by referring to the Organisation 
for Economic Development and Cooperation’s (OECD) resources 
on regulatory policy internationally32.

Software
The software used for screening articles is the online tool 
Covidence and the bibliography manager is EndNote X8.2 
by PDF Tron™ Systems Inc.

Screening
All references returned by the search terms from each infor-
mation source will be imported into Covidence. Duplicate 
references will be removed. Two researchers will independ-
ently screen the titles and abstracts of each of the retrieved  
articles against the inclusion/exclusion criteria using Covidence. 
Any disagreements on inclusion/exclusion will be resolved, 
in the first instance, by discussion. Any disagreements not 
resolved by discussion will be adjudicated on by a third author.  
Full-text review and bibliography searches will be performed 
by PD. The search strategy and study selection process will be 
reported in accordance with the Preferred Reporting Items for  
Systematic reviews and Meta-Analyses (PRISMA) statement33.  
A PRISMA flow diagram will be generated.

Quality appraisal
As referenced above, a wide range of study designs will be con-
sidered for inclusion in the systematic review. Preliminary 
searches have found studies that are entirely quantitative or 
qualitative as well as mixed-methods. Quality appraisal tools 
will be selected dependent on the type of study. As such, the 
suite of appraisal tools made available by the Joanna Briggs 
Institute will be used34. Grey literature will be appraised for 
quality with reference to Tyndall’s checklist which assesses the 
following aspects: authority, accuracy, coverage, objectivity, 
date and significance (AACODS)35.

Two reviewers will independently assess the quality of arti-
cles selected for data extraction. Any disagreements on quality 
appraisal will be resolved by consensus or, if necessary, 
a third author will be consulted for final decision. 

Data extraction
Two reviewers will independently carry out data extraction of 
all articles deemed eligible for inclusion, using a data extraction 
table (see Extended data36). The data to be extracted includes 
general information (title, author(s), publication date) as well as  

specific data under each of the CFIR domains. The data extrac-
tion template has been piloted and refined using studies retrieved 
during preliminary searches. The extracted data will be com-
pared to ensure agreement and identify any discrepancies; disa-
greements will be resolved by discussion. Any disagreements 
not resolved by discussion will be referred to a third author 
for arbitration or, where appropriate, through contact with the 
study authors. 

Data synthesis
Due to the wide range and heterogeneity of the studies that will 
be returned through the search strategy, a narrative synthesis 
will be performed. Narrative synthesis uses text and illustrations 
to describe, compare and combine heterogeneous qualitative 
findings and quantitative results37. This approach places the focus 
on the interpretive synthesis of the narrative aspects of research 
findings, as opposed to any attempt to synthesise findings in 
a quantitative manner, such as in a meta-analysis.

The extracted data will first be tabulated in accordance with the 
CFIR and its respective domains and constructs. The data will 
then be summarised in narrative form, incorporating elements 
of Popay et al.’s38 methodology of narrative synthesis, and in 
line with the CFIR domains and constructs in addition. Overall 
confidence in the evidence will be appraised with reference 
to GRADE-CERQual39.

Dissemination of information
The systematic review will be submitted to an academic jour-
nal on completion. Conference abstracts arising out of the 
systematic review will also be submitted to appropriate confer-
ences for presentation. The findings of the systematic review 
will be circulated and presented to regulation staff in the Health 
Information and Quality Authority, Ireland. Review findings 
will be circulated to other regulators in Europe through the 
Supervision and regulation Innovation Network for Care 
(SINC).

Study status
Database searches using the search terms outlined in Table 2 
have commenced.

Strengths and limitations
To the best of the author’s knowledge, this review will be the 
first to systematically assess the determinants of regulatory 
compliance. In addition, the methodological approach (includ-
ing a wide range of study designs; synthesising the data using 
narrative synthesis with reference to the CFIR and NPT) 
allows for a comprehensive exploration of what factors are asso-
ciated with the successful integration of regulatory requirements 
with an organisation’s goals. The use of GRADE-CERQual 
in appraising the quality of the overall body of evidence will 
aid knowledge users in establishing which determinants are 
appropriate for inclusion in any quality improvement 
initiatives.

In terms of limitations, it is possible that some relevant stud-
ies may not be retrieved due to the multiplicity of terms used in 
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the literature to refer to regulation and compliance. This has 
been ameliorated with reference to resources from a range of 
countries to ensure that equivalent words and phrases are used 
in the search terms.

Conclusion
This protocol describes the methodological approach for 
searching, synthesising and quality appraisal of the available 
literature to answer the research question, what are the 
determinants of regulatory compliance in health and social 
care services? The findings of the systematic review will be of 
interest to organisations working in a regulatory capacity across 
diverse fields and may also inform quality improvement ini-
tiatives for service providers and policy makers in the health 
and social care sector.

Data availability
Underlying data
No data are associated with this article.

Extended data
Figshare: Supplementary File 1 - Data Extraction Tool.docx https://
doi.org/10.6084/m9.figshare.1354666436

This project contains the following extended data:

•	� Supplementary file 1. This data extraction tool pro-
vides for the extraction of data for the systematic  
review. It includes general information about stud-
ies in addition to fields specific to the Consolidated  
Framework for Implementation Research (CFIR).

Reporting guidelines
Figshare: PRISMA-P checklist for ‘Determinants of regula-
tory compliance in health and social care services: a systematic 
review protocol’ https://doi.org/10.6084/m9.figshare.13553882.
v240

Data are available under the terms of the Creative Commons  
Attribution 4.0 International license (CC-BY 4.0).

Acknowledgements
Engagement with fellow scholars on the SPHERE Programme, 
funded by the Health Research Board, was invaluable in 
the development of this protocol. 

References

1.	 European Commission: EU Actions on Patient Safety and Quality of 
Healthcare. Madrid, European Commission; 2010.  
Reference Source

2.	 Institute of Medicine: Medicare: A Strategy for Quality Assurance: Volume 1. 
Washington (DC): National Academies Press; 1990.  
Reference Source

3.	 Donabedian A: Evaluating the quality of medical care. 1966. Milbank Q. 2005; 
83(4): 691–729.  
PubMed Abstract | Publisher Full Text | Free Full Text 

4.	 Hickey EC, Young GJ, Parker VA, et al.: The effects of changes in nursing home 
staffing on pressure ulcer rates. J Am Med Dir Assoc. 2005; 6(1): 50–3.  
PubMed Abstract | Publisher Full Text 

5.	 Bray BD, Cloud GC, James MA, et al.: Weekly variation in health-care quality 
by day and time of admission: a nationwide, registry-based, prospective 
cohort study of acute stroke care. Lancet. 2016; 388(10040): 170–7.  
PubMed Abstract | Publisher Full Text 

6.	 Pearse RM, Moreno RP, Bauer P, et al.: Mortality after surgery in Europe: a 7 
day cohort study. Lancet. 2012; 380(9847): 1059–65.  
PubMed Abstract | Publisher Full Text | Free Full Text 

7.	 Selznick P: Focusing organisational research on regulation. In: R N, (Ed). 
Regulatory policy and the social sciences. Berkeley: University of California Press; 
1985.  
Reference Source

8.	 Etienne J: Compliance theory: A goal framing approach. Law Policy. 2011; 
33(3): 305–33.  
Publisher Full Text 

9.	 Towers AM, Palmer S, Smith N, et al.: A cross-sectional study exploring the 
relationship between regulator quality ratings and care home residents’ 
quality of life in England. Health Qual Life Outcomes. 2019; 17(1): 22.  
PubMed Abstract | Publisher Full Text | Free Full Text 

10.	 Government of Ireland: Care and Support of Residents in Designated 
Centres for Persons (Children and Adults) with Disabilities) Regulations 
2013. Dublin, The Stationery Office; 2013. 
Reference Source

11.	 Standards New Zealand: Health and Disability Services (Core) Standards. 
Auckland, Standards New Zealand; 2008.  
Reference Source

12.	 Government of British Columbia: Community Care and Assisted Living Act 
- Residential Care Regulation. Vancouver, Government of British Columbia; 
2020.  
Reference Source

13.	 Care Quality Commission: The state of health care and adult social care in 
England 2019/20. London, Care Quality Commision; 2020.  
Reference Source

14.	 Care Inspectorate: Care Inspectorate 2019/20 Quarter 3 Statistical Report 
Tables. Glasgow, Care Inspectorate; 2020.  
Reference Source

15.	 Care Inspectorate Wales: Chief Inspector’s Annual Report 2018-19. Cardiff, 
Care Inspectorate Wales; 2020.  
Reference Source

16.	 Hjelmar U, Bhatti Y, Petersen OH, et al.: Public/private ownership and quality 
of care: Evidence from Danish nursing homes. Soc Sci Med. 2018; 216: 41–9.  
PubMed Abstract | Publisher Full Text 

17.	 O'Neill C, Harrington C, Kitchener M, et al.: Quality of care in nursing homes: 
An analysis of relationships among profit, quality, and ownership. Med 
Care. 2003; 41(12): 1318–30.  
PubMed Abstract | Publisher Full Text 

18.	 Harrington C, Olney B, Carrillo H, et al.: Nurse staffing and deficiencies in the 
largest for-profit nursing home chains and chains owned by private equity 
companies. Health Serv Res. 2012; 47(1 pt 1): 106–28.  
PubMed Abstract | Publisher Full Text | Free Full Text 

19.	 Harrington C, Zimmerman D, Karon SL, et al.: Nursing home staffing and 
its relationship to deficiencies. J Gerontol B Psychol Sci Soc Sci. 2000; 55(5): 
S278–S87.  
PubMed Abstract | Publisher Full Text 

20.	 Netten A, Trukeschitz B, Beadle-Brown J, et al.: Quality of life outcomes for 
residents and quality ratings of care homes: is there a relationship? Age 
Ageing. 2012; 41(4): 512–7.  
PubMed Abstract | Publisher Full Text 

21.	 Hyer K, Thomas KS, Branch LG, et al.: The influence of nurse staffing levels on 
quality of care in nursing homes. Gerontologist. 2011; 51(5): 610–6.  
PubMed Abstract | Publisher Full Text | Free Full Text 

22.	 Baldwin R, Chenoweth L, dela Rama M, et al.: Does size matter in aged care 
facilities? A literature review of the relationship between the number of 

Page 7 of 19

HRB Open Research 2021, 4:13 Last updated: 16 JUN 2021

https://doi.org/10.6084/m9.figshare.13546664
https://doi.org/10.6084/m9.figshare.13546664
https://doi.org/10.6084/m9.figshare.13553882.v2
https://doi.org/10.6084/m9.figshare.13553882.v2
https://creativecommons.org/licenses/by/4.0/legalcode
https://creativecommons.org/licenses/by/4.0/legalcode
https://www.seguridaddelpaciente.es/resources/documentos/VI_Conferencia/02graafmans.pdf
https://books.google.co.in/books/about/Medicare.html?id=JtpvxAEACAAJ&redir_esc=y
http://www.ncbi.nlm.nih.gov/pubmed/16279964
http://dx.doi.org/10.1111/j.1468-0009.2005.00397.x
http://www.ncbi.nlm.nih.gov/pmc/articles/2690293
http://www.ncbi.nlm.nih.gov/pubmed/15871871
http://dx.doi.org/10.1016/j.jamda.2004.12.003
http://www.ncbi.nlm.nih.gov/pubmed/27178477
http://dx.doi.org/10.1016/S0140-6736(16)30443-3
http://www.ncbi.nlm.nih.gov/pubmed/22998715
http://dx.doi.org/10.1016/S0140-6736(12)61148-9
http://www.ncbi.nlm.nih.gov/pmc/articles/3493988
https://books.google.co.in/books?id=GuKbH2z1i4UC&pg=PA363
http://dx.doi.org/10.1111/j.1467-9930.2011.00340.x
http://www.ncbi.nlm.nih.gov/pubmed/30704482
http://dx.doi.org/10.1186/s12955-019-1093-1
http://www.ncbi.nlm.nih.gov/pmc/articles/6357453
http://www.irishstatutebook.ie/eli/2013/si/367/made/en/pdf
https://shop.standards.govt.nz/catalog/8134.1:2008(NZS)/scope?
https://www.bclaws.gov.bc.ca/civix/document/id/complete/statreg/96_2009
https://www.cqc.org.uk/sites/default/files/20201016_stateofcare1920_fullreport.pdf
https://www.careinspectorate.com/images/CI_Stats_Report_Qtr3_19_20.pdf
https://careinspectorate.wales/sites/default/files/2019-09/190916-chief-inspectors-annual-report-2018-19-en.pdf
http://www.ncbi.nlm.nih.gov/pubmed/30261324
http://dx.doi.org/10.1016/j.socscimed.2018.09.029
http://www.ncbi.nlm.nih.gov/pubmed/14668664
http://dx.doi.org/10.1097/01.MLR.0000100586.33970.58
http://www.ncbi.nlm.nih.gov/pubmed/22091627
http://dx.doi.org/10.1111/j.1475-6773.2011.01311.x
http://www.ncbi.nlm.nih.gov/pmc/articles/3447240
http://www.ncbi.nlm.nih.gov/pubmed/10985299
http://dx.doi.org/10.1093/geronb/55.5.s278
http://www.ncbi.nlm.nih.gov/pubmed/22542497
http://dx.doi.org/10.1093/ageing/afs050
http://www.ncbi.nlm.nih.gov/pubmed/21602292
http://dx.doi.org/10.1093/geront/gnr050
http://www.ncbi.nlm.nih.gov/pmc/articles/3218638


facility beds and quality. Health Care Manage Rev. 2017; 42(4): 315–327.  
PubMed Abstract | Publisher Full Text 

23.	 Griffiths A, Leaver MP: Wisdom of patients: predicting the quality of care 
using aggregated patient feedback. BMJ Qual Saf. 2018; 27(2): 110–118.  
PubMed Abstract | Publisher Full Text | Free Full Text 

24.	 Kagan RA, Scholz JT: Criminology of the Corporation and Regulatory 
Enforcement Strategies. In: Hawkins K, Thomas J, (Eds.). Enforcing regulation. 
Boston: Kluwer Academic Pub; 1984; 352–77. 

25.	 Braithwaite V, Braithwaite J, Gibson D, et al.: Regulatory styles, motivational 
postures and nursing home compliance. Law Policy. 1994; 16(4): 363–394.  
Publisher Full Text 

26.	 Etienne J: The impact of regulatory policy on individual behaviour: a goal 
framing theory approach. London, Centre for Analysis of Risk and Regulation 
at the London School of Economics and Political Science; 2010; Report No.: 
0853284016.  
Reference Source

27.	 Braithwaite J: The nursing home industry. Crime Justice. 1993; 18: 11–54.  
Publisher Full Text 

28.	 Hawkins K: Bargain and bluff: compliance strategy and deterrence in the 
enforcement of regulation. Law Policy. 1983; 5(1): 35–73.  
Publisher Full Text 

29.	 Gray GC, Silbey SS: Governing inside the organization: Interpreting 
regulation and compliance. AJS. 2014; 120(1): 96–145.  
PubMed Abstract | Publisher Full Text 

30.	 Tazzyman A, Ferguson J, Hillier C, et al.: The implementation of medical 
revalidation: an assessment using normalisation process theory. BMC 
Health Serv Res. 2017; 17(1): 749.  
PubMed Abstract | Publisher Full Text | Free Full Text 

31.	 Damschroder LJ, Aron DC, Keith RE, et al.: Fostering implementation of health 
services research findings into practice: a consolidated framework for 

advancing implementation science. Implement Sci. 2009; 4(1): 50.  
PubMed Abstract | Publisher Full Text | Free Full Text 

32.	 Organisation for Economic Cooperation and Development: Regulatory policy. 
2020.  
Reference Source

33.	 Moher D, Shamseer L, Clarke M, et al.: Preferred reporting items for 
systematic review and meta-analysis protocols (PRISMA-P) 2015 statement. 
Syst Rev. 2015; 4(1): 1.  
PubMed Abstract | Publisher Full Text | Free Full Text 

34.	 Joanna Briggs Institute: Critical Appraisal Tools. 2020.  
Reference Source

35.	 Tyndall J: The AACODS Checklist. 2010.  
Reference Source

36.	 Dunbar P: Supplementary File 1 - Data Extraction Tool.docx. figshare. 
Dataset. 2021.  
http://www.doi.org/10.6084/m9.figshare.13546664.v1

37.	 Evans D: Systematic reviews of interpretive research: interpretive data 
synthesis of processed data. Aust J Adv Nurs. 2002; 20(2): 22–6.  
PubMed Abstract 

38.	 Popay J, Roberts H, Sowden A, et al.: Guidance on the conduct of narrative 
synthesis in systematic reviews: A product from the ESRC methods 
programme. Version. 2006; 1: b92.  
Publisher Full Text 

39.	 Lewin S, Booth A, Glenton C, et al.: Applying GRADE-CERQual to qualitative 
evidence synthesis findings: introduction to the series. Implement Sci. 2018; 
13(Suppl 1): 2.  
PubMed Abstract | Publisher Full Text | Free Full Text 

40.	 Dunbar P: Supplementary File 2 - PRISMA-P Checklist. figshare. Dataset. 2021.  
http://www.doi.org/10.6084/m9.figshare.13553882.v2

Page 8 of 19

HRB Open Research 2021, 4:13 Last updated: 16 JUN 2021

http://www.ncbi.nlm.nih.gov/pubmed/27309189
http://dx.doi.org/10.1097/HMR.0000000000000116
http://www.ncbi.nlm.nih.gov/pubmed/28971881
http://dx.doi.org/10.1136/bmjqs-2017-006847
http://www.ncbi.nlm.nih.gov/pmc/articles/5867435
http://dx.doi.org/10.1111/j.1467-9930.1994.tb00130.x
http://eprints.lse.ac.uk/36541/1/Disspaper59.pdf
http://dx.doi.org/10.1086/449221
http://dx.doi.org/10.1111/j.1467-9930.1983.tb00289.x
http://www.ncbi.nlm.nih.gov/pubmed/25705781
http://dx.doi.org/10.1086/677187
http://www.ncbi.nlm.nih.gov/pubmed/29157254
http://dx.doi.org/10.1186/s12913-017-2710-5
http://www.ncbi.nlm.nih.gov/pmc/articles/5697083
http://www.ncbi.nlm.nih.gov/pubmed/19664226
http://dx.doi.org/10.1186/1748-5908-4-50
http://www.ncbi.nlm.nih.gov/pmc/articles/2736161
https://www.oecd.org/gov/regulatory-policy/
http://www.ncbi.nlm.nih.gov/pubmed/25554246
http://dx.doi.org/10.1186/2046-4053-4-1
http://www.ncbi.nlm.nih.gov/pmc/articles/4320440
https://joannabriggs.org/critical-appraisal-tools
https://dspace.flinders.edu.au/xmlui/bitstream/handle/2328/3326/AACODS_Checklist.pdf?sequence=4
http://www.doi.org/10.6084/m9.figshare.13546664.v1
http://www.ncbi.nlm.nih.gov/pubmed/12537149
http://dx.doi.org/10.13140/2.1.1018.4643
http://www.ncbi.nlm.nih.gov/pubmed/29384079
http://dx.doi.org/10.1186/s13012-017-0688-3
http://www.ncbi.nlm.nih.gov/pmc/articles/5791040
http://www.doi.org/10.6084/m9.figshare.13553882.v2


Open Peer Review
Current Peer Review Status:  

Version 1

Reviewer Report 03 March 2021

https://doi.org/10.21956/hrbopenres.14366.r28908

© 2021 Boyd A. This is an open access peer review report distributed under the terms of the Creative Commons 
Attribution License, which permits unrestricted use, distribution, and reproduction in any medium, provided the 
original work is properly cited.

Alan Boyd   
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I think this could be a really insightful review, although tricky to conceptualise and operationalise. 
The idea of using Normalisation Process Theory (NPT) and the Consolidated Framework for 
Implementation Research (CFIR) is good. I wish I had thought of it! 
 
However, I am not totally clear from this protocol as to how NPT and CFIR fit together. I am not 
sure whether it is just a case of needing to make things a bit clearer for readers, or whether there 
is something more fundamental. I can see NPT as relating particularly to implementation 
processes, but it is not clear to me exactly how NPT facilitates understanding of other CFIR 
categories. Another example or two might be instructive? Ideally perhaps you might include a 
table to show how different elements of NPT and CFIR complement each other? 
 
Related to this, in your Data Extraction and Data Synthesis sections I can't see any mention of NPT, 
only of CFIR. Shouldn't NPT also be part of your data extraction and analysis? 
 
I also found your bullet points about how CFIR may be applied to regulation and compliance 
difficult to understand. I think there could be alternative ways of mapping regulation and 
compliance onto CFIR, so perhaps some further explanation would be helpful? For example, is the 
process of implementation more than this? E.g. sharing of / publicising standards? You have 
separated out the regulator as the only actor involved in implementation. But what about, for 
example, the regulated organisation incorporating those standards into its own QA or QI 
reporting or processes? You may have put this under Inner Context, but why? 
 
One further thought is whether/where patients/service users (and perhaps other stakeholders) 
appear, in view of "tripartite" regulation? Perhaps they are part of the outer setting? 
 
I also have a few small suggestions regarding the practical details of the protocol. 
 
Excluding voluntary standards or codes of conduct may be a grey area, in that some "voluntary" 
accreditations may be mandated by ministries of health and hence might be viewed as regulation. 
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I wonder if there is something missing from the exclusion/inclusion criteria? By "regulatory 
compliance" you don't just mean compliance with standards subscribed to by regulators, but also 
the process of regulation (inspection frequencies, nature, sanctions etc.) - as per your 
"implementation process" category above. However, as I understand your inclusion criteria, they 
could apply to E.g. NICE guidelines that regulators also assess against. There will be lots of papers 
that assess implementation/impact of NICE guidelines without any reference to regulator use of 
those guidelines. If these are included then the scope of the review could be very large (and 
difficult to determine - you would need to know which guidelines regulators refer to). So perhaps 
you need something more explicit in your criteria about active regulation being part of the context 
which included research studies consider? Reading on I see that perhaps you have this covered 
under the Intervention part of the CIMO framework for the study, but it doesn't come across in 
the description in the main text of the study protocol. 
 
Table 2: Key search terms 
You might perhaps consider adding: 
Context: primary care; home / domiciliary care 
Intervention: certification 
Mechanisms: withdrawal (of licence) 
 
Are you going to do any citation searching in addition to keyword searching? I think the 
Mechanism element of CIMO is tricky for this search, and you might miss some research as a 
result. 
 
Finally, I have some small points about some of the wording in the Introduction section (although 
they might possibly indicate a need to be a bit clearer conceptually?): 
 
Paragraph 3. I did not find the process example particularly illuminating, and wonder if you can 
find something more obviously related to process. I appreciate that the boundaries between 
structure and process can be fuzzy, though. The structure and process examples relate these to 
outcomes. The outcomes example relates outcomes to countries. It might perhaps be better to 
put this example first, and then to put the others which relate outcome variation to structure and 
process? 
 
Paragraph 4. "typically fall under" is a bit ambiguous. The structure, process, outcome framework 
could be applied to any set of standards; it is an empirical question whether governments 
organise their standards in this way (explicitly or implicitly). This would be strengthened by a 
supporting reference. If this isn't available, perhaps add an example or two to help back this up? 
 
Paragraph 4. "must then comply with regulations...." Strictly speaking, be assessed as complying 
with regulations, and avoid potential sanctions or other potential negative consequences? Think, 
for example of reputation (as you highlight later) and "sunshine regulation". 
 
Column 2, Paragraph 1: CQC as an example of compliant/non-compliant continuum works better 
with regard to the continuum aspect than the compliant/non-compliant aspect, although CQC 
assessment does in some ways equate Good with compliant and Requires Improvement with non-
compliant. There is also the point that CQC assessments are based on professional judgement and 
not purely on legal standards, which may complicate things? 
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Column 2, Paragraph 2: "requires a little more interrogation and evidence gathering". And also a 
value judgement, although measures of competence etc. might possibly be set out? 
 
Column 2, Paragraph 2: "requires a lot of evidence gathering as well as observation". I don't see 
how this example is different to admitting in a respectful manner? 
 
Also a point perhaps that observation is one way of generating evidence? By evidence gathering 
perhaps you mean documentary evidence? Could be clearer?
 
Is the rationale for, and objectives of, the study clearly described?
Yes

Is the study design appropriate for the research question?
Yes

Are sufficient details of the methods provided to allow replication by others?
Yes

Are the datasets clearly presented in a useable and accessible format?
Yes

Competing Interests: No competing interests were disclosed.

Reviewer Expertise: Regulation of health and social care services.

I confirm that I have read this submission and believe that I have an appropriate level of 
expertise to confirm that it is of an acceptable scientific standard, however I have 
significant reservations, as outlined above.

Author Response 16 Mar 2021
Paul Dunbar, Health Information and Quality Authority, Cork, Ireland 

Responses to reviewer Mr Alan Boyd’s feedback on the manuscript submitted by Dunbar et 
al., “Determinants of regulatory compliance in health and social care services: a systematic 
review protocol” (https://doi.org/10.12688/hrbopenres.13214.1) 
We would like to thank Mr Boyd for his valuable and constructive comments. Revisions have 
been made and are individually detailed below. We believe the revisions, informed by your 
comments, enhance the systematic review protocol greatly. The principal amendment is a 
reconfiguration of the section outlining the theoretical framework for the systematic review. 
 Any minor revisions highlighted in-text and not explained were made in accordance with or 
as a result of the changes outlined in this document.

Italic text: reviewer’s comments.○

Bold Text: response from the Authors○

 
I. I am not totally clear from this protocol as to how NPT and CFIR fit together. I am not sure 
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whether it is just a case of needing to make things a bit clearer for readers, or whether there is 
something more fundamental. I can see NPT as relating particularly to implementation 
processes, but it is not clear to me exactly how NPT facilitates understanding of other CFIR 
categories. Another example or two might be instructive? Ideally perhaps you might include a 
table to show how different elements of NPT and CFIR complement each other? 
 
Related to this, in your Data Extraction and Data Synthesis sections I can't see any mention of 
NPT, only of CFIR. Shouldn't NPT also be part of your data extraction and analysis? 
 
We thank the reviewer for drawing attention to this important element of the 
protocol. We agree that the manner of interaction between the CFIR and NPT could 
have been explained more clearly and this feedback has aided our thinking in this 
regard. In response, we have restructured the section in the main body of the text 
that sets out the theoretical framework. The use of the CFIR as a mapping device for 
the identification of enablers and barriers, has been introduced earlier in the section 
and the theory now comes later. In addition, the text makes clearer that NPT is one of 
several potential theoretical frameworks which can aid understanding and 
contextualising the enablers and barriers mapped in the CFIR. The other theories 
discussed in the main text around how regulators and regulatees behave and interact 
with one another are now included alongside NPT as several possible theories to help 
interpret the study’s findings. 
 
In addition to these edits, two other references to the use of the CFIR in conjunction 
with NPT (in the abstract and in the strengths/limitations sections) have been edited 
to remove reference to the NPT and leave open the possibility of using several 
theories, including NPT to aid explanation of the findings. 
 
As to the comment regarding the data extraction and data synthesis, we believe the 
above response helps explain why NPT is not included in any of the data extraction 
methodology. Moreover, the choice of theory to aid data synthesis is not yet 
determined. It may draw on one of the several theories outlined in the main body of 
the protocol or rely on other theories that are identified in the literature. The choice 
of theories will be dependent on the enablers and barriers identified during the 
review. 
The new section outlining the theory is set out below: 
 
“Describing the reasons and potential explanations for the variability in compliance 
with regulations is the key focus for this systematic review. The authors have found 
no such review to date and this represents a gap in knowledge. Our review will use 
the Consolidated Framework for Implementation Research (CFIR) to categorise the 
determinants of compliance described in the literature. 
The CFIR is an overarching typology used in implementation science 31 . The CFIR was 
developed by including “constructs from a synthesis of existing theories” and is 
concerned more with what works where and why as opposed to simply ‘what works’ 31 

. There are five domains within the CFIR: intervention characteristics, outer setting, 
inner setting, characteristics of the individuals involved, and the process of 
implementation. Each of these have multiple constructs within each domain. 
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The CFIR may be applied to regulation by mapping any barriers, facilitators or factors 
associated with levels of compliance. In this sense, regulation is perceived as the 
intervention and compliance is the outcome. By way of example, the points below 
illustrate how regulation and compliance can, hypothetically, be mapped onto the 
constructs within the five CFIR domains:

intervention characteristics: do regulatees regard regulations as being 
evidence-based?

○

outer setting: are there incentives/disincentives that encourage the regulatee 
to comply?

○

inner setting: what resources (e.g. staffing) are available to the regulatee to 
achieve compliance?

○

characteristics of the individuals: what knowledge and beliefs do senior 
managers in regulatees have towards the regulator?

○

process of implementation: do inspectors act as external change agents to 
foster compliance?

○

Beyond mapping the barriers, facilitators or factors associated with levels of 
compliance our review will use theory to aid interpretation. It is not possible at this 
juncture to be definitive in what theories will be applicable, as this will be informed by 
the nature and design of the studies included for the systematic review. As such, the 
following sections will describe some potential theories that may serve to elucidate 
the material that is mapped on to the CFIR domains and constructs. 
 
Various theories have been posited in the context of regulation and on the means by 
which regulators seek to ensure compliance 24– 26 . The disposition or modus operandi 
of a regulator can be conceptualised as being plotted along a spectrum. At one end 
are those that are intolerant of any form of non-compliance and quick to deploy 
punitive measures. At the other end of the spectrum there is a greater acceptance 
that compliance can fluctuate and the regulator will adopt a more consultative 
approach which coaxes providers into compliance 24– 26 . 
Some studies have analysed the disposition of regulatees and their attitude towards 
compliance 25, 27, 28 . Non-compliant organisations may be ‘political citizens’, generally 
agreeing with the goals of regulation but objecting to the prescriptions of the 
regulator in terms of how this is to be achieved. Or, they may simply be 
‘organisationally incompetent’ and fail to understand or manage the demands of the 
regulations or the regulator 25 . Some organisations may fully subscribe to the goals of 
regulation and be ‘model citizens’ that strive to meet or exceed the standards that 
have been set. Others pay ‘lip service’ to these goals and do the minimum to satisfy 
the regulator, giving the appearance of compliance 27 . 
 
The regulator can also be interpreted by organisational actors as being either an ally, 
threat or obstacle 29 . The regulator being perceived as a threat can mean the threat is 
at the level of an individual (their job or esteem) or at the level of the organisation 
(profits or reputation). As an ally, the regulator is perceived as competent and 
regarded as encouraging an organisation into compliance, offering advice and 
support to achieve common goals 29 . The regulator as obstacle is seen as lacking 
authoritative technical expertise in the particular field or where “compliance 
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requirements…are inadequately connected to the underlying regulatory goals” 29 . 
 
As set out above, compliance is not only influenced by structural or organisational 
factors such as the size of a facility or who owns it. It is also an outcome of the nature 
of engagement between regulator and regulatee and contingent on their respective 
dispositions towards compliance. Normalisation process theory (NPT) represents a 
theory within which to understand these relationships and contingencies. NPT 
facilitates “systematic exploration of why some processes lead to a practice becoming 
successfully (or not) embedded (i.e. normalised) and sustained, by attempting to 
understand the intervention in relation to the work that people do” 30 . NPT facilitates 
an exploration of what factors are associated with the successful integration and 
alignment of an organisation’s goals with those of regulation. Such an approach has 
been adopted elsewhere 30 but the author has found no studies that have used NPT as 
a theory to aid understanding of regulatory compliance in organisations. NPT may be 
particularly useful in the fifth CFIR domain: process.” 
 
 
II. I also found your bullet points about how CFIR may be applied to regulation and compliance 
difficult to understand. I think there could be alternative ways of mapping regulation and 
compliance onto CFIR, so perhaps some further explanation would be helpful? For example, is the 
process of implementation more than this? E.g. sharing of / publicising standards? You have 
separated out the regulator as the only actor involved in implementation. But what about, for 
example, the regulated organisation incorporating those standards into its own QA or QI 
reporting or processes? You may have put this under Inner Context, but why? 
 
We thank the reviewer for identifying the improvement opportunity in which the 
bullet points seek to show how CFIR might be applied to regulation and compliance. 
We have amended the text to use new examples and make specific reference to the 
terminology used within each of the CFIR domains. The revised introductory text and 
bullet points are as follows: 
“The CFIR may be applied to regulation by mapping any barriers, facilitators or factors 
associated with levels of compliance. In this sense, regulation is perceived as the 
intervention and compliance is the outcome. By way of example, the points below 
illustrate how regulation and compliance can, hypothetically, be mapped onto the 
constructs within the five CFIR domains:

intervention characteristics: do regulatees regard regulations as being 
evidence-based?; what cost is incurred by the regulatee in complying?

○

outer setting: what are the demographics of those whose needs are served by 
the regulatee?; are there incentives/disincentives that encourage the regulatee 
to comply?

○

inner setting: what resources (e.g. staffing) are available to the regulatee to 
achieve compliance?; is the culture within the organisation positive towards the 
regulator?

○

characteristics of the individuals: what personal attributes do individual 
inspectors exhibit when confronted with non-compliance?; what knowledge and 
beliefs do senior managers in regulatees have towards the regulator?

○

process of implementation: are there specific staff appointed to champion ○
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regulatory compliance within regulatees?; do inspectors act as external change 
agents to foster compliance?”

Furthermore, we agree with the reviewer’s point on the regulator being the only actor 
involved in implementation. We have, therefore, included reference to the regulatee 
and to service users in the examples above. 
 
III. One further thought is whether/where patients/service users (and perhaps other stakeholders) 
appear, in view of "tripartite" regulation? Perhaps they are part of the outer setting? 
 
The reviewer raises a legitimate point on the inclusion of patients and service users 
and where they might feature in the context of the CFIR. We agree that there should 
be reference to service users and their potential to influence the level of regulatory 
compliance. The section of the protocol outlining how regulation and compliance can 
be mapped onto CFIR (see revised bullet points in II. above) now includes an example 
of how the demographics of the service users can impact on the ability to comply. 
 
IV. Excluding voluntary standards or codes of conduct may be a grey area, in that some 
"voluntary" accreditations may be mandated by ministries of health and hence might be viewed 
as regulation.  
 
The reviewer raises an important distinction regarding the grey area of accreditation, 
codes of conduct and voluntary standards. We agree that this requires further 
explanation in order to clarify the distinction between what is ‘regulated’ and what is 
‘monitored’ or aspired to as best practice. As such, we have included a sentence in the 
exclusion criteria to explicitly state that voluntary standards/codes will excluded 
where they are not backed up by regulatory sanction. The revised text is set out 
below: 
“Specifically, this refers to regulations that are mandated by government or other 
state authorities.” 
 
V. I wonder if there is something missing from the exclusion/inclusion criteria? By "regulatory 
compliance" you don't just mean compliance with standards subscribed to by regulators, but also 
the process of regulation (inspection frequencies, nature, sanctions etc.) - as per your 
"implementation process" category above. However, as I understand your inclusion criteria, they 
could apply to E.g. NICE guidelines that regulators also assess against. There will be lots of 
papers that assess implementation/impact of NICE guidelines without any reference to regulator 
use of those guidelines. If these are included then the scope of the review could be very large (and 
difficult to determine - you would need to know which guidelines regulators refer to). So perhaps 
you need something more explicit in your criteria about active regulation being part of the 
context which included research studies consider? Reading on I see that perhaps you have this 
covered under the Intervention part of the CIMO framework for the study, but it doesn't come 
across in the description in the main text of the study protocol. 
 
We thank the reviewer for identifying that regulatory compliance can encompass 
many considerations and guidelines that complement regulation. We agree that this 
should be addressed to clearly state what is meant by ‘regulatory compliance’. We 
have addressed this in the inclusion/exclusion criteria by being explicit about what 
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‘regulatory compliance’ means and also excluding any studies which focus on 
compliance with clinical guidelines that are not supported by regulatory enforcement. 
The revised text is underlined below: 
“Studies will be excluded if they:

Analyse regulatory compliance in a field other than in a health or social care 
setting or service.

○

Analyse compliance with clinical guidelines or other evidence-based methods 
for managing care that are not underpinned by the potential for regulatory 
sanction where there is a failure to comply.

○

Use an outcome measure that is not equivalent to regulatory compliance in 
accordance with the definitions set out above. For example: adherence to 
voluntary standards or codes of conduct where failure to comply does not result 
in regulatory sanctions of enforcement; compliance concerning individuals as 
opposed to organisations as is the case with regulations for specific health care 
professionals.”

○

VI. Table 2: Key search termsYou might perhaps consider adding: 
Context: primary care; home / domiciliary care 
Intervention: certification 
Mechanisms: withdrawal (of licence) 
 
We thank the reviewer for the suggested additional search terms. On reflection, we 
agree that the terms require expanding to capture a wider range of health and social 
care services. In terms of the ‘Context’ field above, we have included the terms 
primary, home and domiciliary care as suggested. In addition, we have decided to 
include further terms related to the following services which would commonly be 
subject to regulation: mental health, addiction, homeless services, respite, community 
care and specialist care.  
In addition, we agree that the word certification merits inclusion in the ‘Intervention’ 
field and have done so. Finally, under ‘Mechanism’, we disagree that the term 
‘withdrawal’ should be included here. The terms included in this field relate to 
phenomena that may promote, inhibit or be in some way associated with compliance 
(for example, ‘barriers’, ‘indicators’, ‘cause’). The term ‘withdrawal’ is more applicable 
as a regulatory intervention. As such, we have decided to include it in the intervention 
field.   
 
Context 
“healthcare system*” OR “health care system*” OR “care system*” OR “social care” OR 
”healthcare service*” OR ”health care service*” OR ”social care service*” OR 
“hospital*” OR “health care setting*” OR “healthcare setting*” OR “social care setting” 
OR “residential facilit*” OR “care facility*” OR “nursing home*” OR “residential care” 
OR “long-term care” OR “long term care” OR “disabilit*” OR “disability service” OR 
“care home” OR “aged care” OR “aged-care” OR “mental health service” OR “mental 
health centre” OR “mental health facilit*” OR “psychiatric service” OR “psychiatric 
centre” OR “psychiatric facilit*”  OR “addiction service” OR “addiction centre” OR 
“addiction facilit*” OR “drug-treatment centre” OR “drug-treatment service” OR “drug-
treatment facilit*” OR “drug treatment centre” OR “drug treatment service” OR “drug-
treatment facilit*” OR “homecare” OR “home care” OR “domiciliary” OR “primary care” 
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OR “community care” OR “respite care” OR “specialist care” OR “live-in care” OR “live in 
care” OR “homeless service*” OR “homeless shelter*” 
 
Intervention 
“regulation” OR “regulator*” OR “inspect*” OR “enforcement” OR “licens*” OR 
“certification” OR “withdrawal” 
 
Mechanisms 
“factor*” OR “barrier*” OR “facilitator*” OR “enabler*” OR “determinant*” OR 
“characteristic*” OR “indicator*” OR “association*” OR “relationship*” OR “cause*” OR 
“engagement” OR “attitude*” 
 
Outcome 
“compliance” OR “non-compliance” OR “violat*” OR “deficienc*” OR “sanction*” OR 
“citation*” OR “failure*” OR “failing*” 
 
The reviewer’s suggestions here have been valuable and should result in a more 
comprehensive search strategy from studies on a wide range of settings. The updated 
search terms are set out below: 
 
VII. Are you going to do any citation searching in addition to keyword searching? I think the 
Mechanism element of CIMO is tricky for this search, and you might miss some research as a 
result.  
 
The protocol makes reference to hand-searching the reference list of included studies 
in order to identify any further studies for inclusion. However, we agree that the 
protocol should go further in terms of citation searching as we had intended to 
complete forward citation, however we did not make it explicit in the previous 
version. On foot of this comment from the reviewer, we have amended the protocol to 
now also specify that forward citation searching will be carried out, see addition 
below. 
“Forward citation searching will also be carried out to identify other potential 
material for inclusion.” 
 
VIII. Paragraph 3. I did not find the process example particularly illuminating, and wonder if you 
can find something more obviously related to process. I appreciate that the boundaries between 
structure and process can be fuzzy, though. The structure and process examples relate these to 
outcomes. The outcomes example relates outcomes to countries. It might perhaps be better to 
put this example first, and then to put the others which relate outcome variation to structure and 
process?  
 
The reviewer is justified in querying the applicability of the example used above. We 
agree and have therefore removed this example and replaced the text with an 
example that is more closely related to how a process can influence an outcome. See 
revised example below: 
“It may be process-related as found in a prospective evaluation of simulated 
emergency department triage which found a high degree of variability in the 
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processes of triage and measurement of vital signs.” 
 While acknowledging the suggestion that the outcome example could be listed first, 
we disagree that it should be restructured. We feel it is more appropriate to retain the 
logical sequence of structure/process/outcome and have, therefore, retained this 
order in the paragraph. 
 
IX. Paragraph 4. "typically fall under" is a bit ambiguous. The structure, process, outcome 
framework could be applied to any set of standards; it is an empirical question whether 
governments organise their standards in this way (explicitly or implicitly). This would be 
strengthened by a supporting reference. If this isn't available, perhaps add an example or two to 
help back this up?  
 
The reviewer is correct in identifying this ambiguity. We agree that is needs revision. 
We have rephrased this section to remove the ambiguous language. We would also 
like to draw attention to the examples of regulations framed as 
structure/process/outcome included in paragraph 5.        
 
X. Paragraph 4. "must then comply with regulations...." Strictly speaking, be assessed as 
complying with regulations, and avoid potential sanctions or other potential negative 
consequences? Think, for example of reputation (as you highlight later) and "sunshine 
regulation".  
 
We thank the reviewer for clarifying this nuance in terms of what it means to be 
‘compliant’ and have changed the terminology used in this section to better reflect 
the reality, see revised text below: 
“Regulation is one response to variability in quality: authorities establish a set of 
norms or standards to benchmark quality and then assess the extent to which 
organisations and individuals meet these standards. Failure to comply with 
regulations may lead to sanctions such as intensified surveillance, or even revocation 
of license to operate (typically through a registration or licensing system).” 
 
XI. Column 2, Paragraph 1: CQC as an example of compliant/non-compliant continuum works 
better with regard to the continuum aspect than the compliant/non-compliant aspect, although 
CQC assessment does in some ways equate Good with compliant and Requires Improvement with 
non-compliant. There is also the point that CQC assessments are based on professional 
judgement and not purely on legal standards, which may complicate things?  
 
We thank the reviewer for drawing attention to the manner in which the CQC assesses 
and rates compliance. While the CQC do not explicitly use the term ‘compliant’ in their 
rating system, we are of the view that the continuum concept still holds up. As the 
reviewer points out, the CQC rating system can be mapped quite readily on to more 
traditional judgments of compliant and not compliant. Therefore, we have retained 
the example of CQC in this section. 
We agree with the reviewer’s second point here. We have addressed the point on 
professional judgment and have included further text to clarify this, see below with 
new text underlined: 
“These ratings are determined according to the professional judgment of a CQC 
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inspector and assessed at the level of individual care components; services also 
receive an overall rating.” 
 
XII. Column 2, Paragraph 2: "requires a little more interrogation and evidence gathering". And 
also a value judgement, although measures of competence etc. might possibly be set out?  
 
The reviewer correctly identifies this passage as requiring improvement and agree 
that it should be amended. We have edited the text to use different examples and be 
more explicit about what forms of evidence are required by inspectors to make 
judgments. The revised paragraph is set out below: 
“Determining the level of compliance with a specific regulation requires varying 
degrees of effort and evidence-gathering on behalf of an inspector. Evidence can be 
generated from speaking with residents and staff, reviewing documentation and 
records, and observing practices as they happen. For example, assessing compliance 
with a structural requirement, such as a requirement that a person in charge should 
have “a minimum of 3 years experience in a management or supervisory role in the 
area of health or social care” 10 , is a relatively straight-forward task of identifying the 
appropriate documentation. Judging whether a service has admitted residents in “a 
competent, equitable, timely, and respectful manner” 11 , requires the inspector to 
undertake several tasks: speak with recently-admitted residents or their 
representatives, review admission records, speak with staff involved in admitting new 
residents. Assessing compliance in a regulation which specifies an outcome, such as 
one that seeks to “ensure respect for the personal privacy of each person in care” 12 , 
requires the inspector to speak with residents and staff, review documentation and 
observe care practices on-site.”  
 
XIII. Column 2, Paragraph 2: "requires a lot of evidence gathering as well as observation". I don't 
see how this example is different to admitting in a respectful manner?  
 
See response to previous comment XII above. 
 
XIV. Also a point perhaps that observation is one way of generating evidence? By evidence 
gathering perhaps you mean documentary evidence? Could be clearer?  
 
See response to previous comment XII above.  
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