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TITLE PAGE
ETHICAL FRAMEWORKS FOR QUALITY IMPROVEMENT ACTIVITIES: AN ANAL\

INTERNATIONAL PRACTICE %

Purpose: To examine international approaches to the ethical ht and regulation of

ABSTRACT

quality improvement and clinical audit in healthcare syste

Data sources: We searched grey literature includi ebsites of national research and ethics

regulatory bodies and health departments of cted countries.

Study selection: National guidance docum ere included from six countries: Ireland,

England, Australia, New Zealand, d States of America and Canada.

Data extraction: Data were €xtrdcted”from 19 documents using an a priori framework

developed from the pu d literature.
Results:
We organise a under five themes: ethical frameworks; guidance on ethical review;

consent, fulner groups and personal health data. Quality improvement activity tended to
be outsid scope of the ethics frameworks in most countries. Only New Zealand had
inte national ethics standards for both research and quality improvement. Across

untries, there is consensus that this activity should not be automatically exempted from
ethical review, but requires proportionate review or organisational oversight for minimal risk
projects. In the majority of countries, there is a lack of guidance on participant consent, use
of personal health information and inclusion of vulnerable groups in routine quality

improvement.
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Conclusion: Where countries fail to provide specific ethics frameworks for quality
improvement, guidance is dispersed across several organisations which may lack legal
certainty. Our review demonstrates a need for appropriate oversight and responsive
infrastructure for quality improvement underpinned by ethical frameworks that build
equivalence with research oversight. It outlines aspects of good practice, especially The New

Zealand framework that integrates research and quality improvement ethics.

Key words: quality improvement, clinical audit, ethics, consent, pe @. data,

N
S
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Background

Quality improvement (Ql) is described as ‘systematic, data-guided activities designed to bring
about immediate, positive changes in the delivery of healthcare in particular settings’ [1]. It
encompasses a broad range of activities including clinical audit, routine Ql and experimental
Ql research. Routine Ql activities are considered to be a fundamental part of high quality
learning healthcare systems [2, 3] ‘in which knowledge generation is so embedded intofthe
core of the practice of medicine that it is a natural outgrowth and product of the healthcare

delivery process and leads to continual improvements in care’ [4].

The valuable role of Ql in driving improvements in service delivery and patiept@@tcomes is
well accepted [ 5, 6]. However, Ql has been described as existing inla grey area between
clinical practice and health research and distinctions between QI activities, health research
and clinical practice have become blurred due to rapid changes4inhealth systems, data
analytics and technological advances. Health care organisations and clinical staff are
uncertain as to what constitutes Ql activities and What 1s" required in terms of ethical
oversight and by whom [4]. The lack of clear guidaneehas led to inconsistent ethical review
decisions, confusion on requirements fogsparticipant written consent and use of personal

health data for secondary analysis [7, 8].

Moreover, unlike approaches to health research, there is limited international collaboration
aimed at achieving consensusyon what ethical oversight or frameworks might apply to Ql
activities [8)]. The consequenges of this is both under and over-regulation that can lead to the
use of less rigorods, stdy designs in order to avoid the ethical review process or overly
burdensome ¢ritesia that make the evaluation of changes to clinical practice unfeasible [9].
The lack @f formalethical frameworks and mechanisms for national oversight also impacts on
the ability “ef@l activities to respond to changes in legislation and regulation [10]. To date,
there,hasdeen no attempt to review how different countries address the ethical dimensions

ofs/Q] activities and where these are situated relative to national research ethical frameworks.

The aim of this review is to examine international approaches to the ethical oversight and
regulation of QI and clinical audit, including guidance on participant consent and secondary
use of health data. The review focused on the main health research regulatory bodies and
government health departments of six purposefully sampled countries: Ireland, England,

Australia, Canada, New Zealand (NZ) and the Unites States of America (USA). These countries
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were selected as official documents are published in English and they have established Ql

activity.
METHODS
SEARCH STRATEGY

The focus of this review was national policy and guidance related to ethical frameworksgfor
Ql activities. A grey literature search plan was developed to incorporate different hin

strategies, including targeted website searches and customised Google searches. sted
on the identification of documents and websites of the main research Xdance
frameworks published by organisations with primary responsibility for arch,or Ql ethical
guidance in each country. Where a central organisation coul t identified or the
research ethical framework did not address QI or audit, r%web searches were
undertaken. Targeted websites included the national reseagch and ethics regulatory bodies
and the health departments in each country. The f ing, search terms were used, as a

”,

minimum for each website search: “ethics or et dit"; “quality improvement”; and

“consent”.

Given the vastness of the grey literature, r were organised based upon relevance and

third member. Inclusionpferiteri re: primary research ethics documents in each country,

the first 10 pages, or 100 hit reviewed for each search. Two team members

independently conducted thegfse relevant material and results were discussed with a
English language, o ations with a national remit to provide guidance on research or Q|

ethics. (Supplementaltile).

DATA EXTRACTION

A thematj alysis, based on a hybrid inductive and deductive approach, was used to
a nd analyse the data from the selected documents [11]. Data were extracted using
a priori framework developed from a preliminary review of the literature. The categories
for data extraction included: country, organisation, national ethics framework, recognition of
Ql/audit, governance on Ql, consent, minimal/low risk, vulnerable groups, health data
(supplementary data). A narrative synthesis of the data is provided with exemplars to

illustrate guidance from specific countries.
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RESULTS

We drew on 19 documents or websites across the six countries (Table 1) and one document
from the European Union that prompted changes in two of the countries [10]. Data sources
included two legislative Acts [12, 13], five reports pertinent to countries’ research ethics
legislative frameworks [14-18, 29], eight guidance documents [10,19-24], and four webpages
[25-28] (Table 1). The characteristics and variation in ethical guidance between thé<six
countries are presented under the following themes: ethical frameworks; guidance @n ethical

review; consent, vulnerable groups and personal health data.

ETHICAL FRAMEWORKS

Five of six countries reviewed have a central, independent agency or office with responsibility
for determining national ethical standards in health research! (Table 2). Across the six
countries there is considerable variability in the way QI activity 1§ré€6gnised within national
research ethics documents. In England, Canada and the USA, thesfesearch ethics frameworks
explicitly state that QI activities are outside of theirf%scope [13, 14, 18], though there is
acknowledgement that such activities may raise ethical”issues. Where central agencies do
not provide ethical guidance, the advicéen ethical conduct of QI activities tends to be

dispersed across several organisationss(Table 2).

The central research ethics bodies a, Australia and New Zealand provide specific Ql ethical
guidance. Australia has a sépagate ethical guidance document for Ql activities alongside its
national framework on.ethical conduct in human research [17, 23]. Up to 2019, New Zealand
took a similar approachk [15], but following an extensive review and public consultation, the
NZ National Ethics”Adyisory Committee published an integrated ‘National Ethical Standards
for Health and Risability Research and Quality Improvement’ [16]. This framework articulates
an eXpectation that all projects (research or Ql) adhere to or exceed the ‘Ethical Standards’

[16]'and provides a chapter on Ql [ 16, pg 216].

The NZ model is the exception - in the majority of countries, there remains a reluctance to
address the ethical ambiguities around QI and audit. This is evident in the recent updates to
the USA Federal Policy for the Protection of Human Subjects, known as the “Common Rule”
[13]. The advice on QI activities is contained in the ‘Frequently Asked Questions’ section of
the Office for Human Research Protections (OHRP) website rather than the ‘Common Rule’

framework [27].
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GUIDANCE ON ETHICAL REVIEW

There is a consensus across the six countries that when a Ql activity is considered minimal
risk, it ‘normally or ‘typically’ does not require ethical review by Research Ethics Committee
(REC) or Institutional Review Board (IRB) [14, 16, 19, 21, 23, 27]. However, there isgho
standardised definition of minimal risk (supplemental file). Addressing this point an
Australia provide a list of criteria that indicate when a project may pose more t Qimal
N

risk and thus requires ethical review (Table 2). The criteria include wheg ctivity

constitutes a departure from usual care, involves human tissue, secon usenof identifiable

information without consent, or involves vulnerable groups [16, 2

The other four countries use criteria to establish boundaries BetwgenfQl and research and
apply broad principles to distinguish between the two [ . For example, an activity
may constitute research if one of the following criteri ) participants are randomised;
2) the study protocol demands changes to usua d 3) the findings are going to be
generalizable [28]. In the USA, if an activity re ts ‘a systematic investigation, including

research development, testing and evalUation, designed to develop or contribute to

generalizable knowledge’, it fits th ition of research and requires formal ethics review

[27].
Where ethical review i ired,the level of oversight necessary, full or expedited review or
organisational ove alone, differs across countries. In many cases, Ql activities qualify for

an expedited alternative low-risk/quality assurance committees either within the

healthcar, n or sub-committees of the ethics committee [14, 23, 27].
Co
here,i similar lack of clarity on participant consent where there is little guidance on

uirements for written consent, verbal consent or notification and provision of information
alone. NZ is the only country which explicitly sets a standard for consent in relation to Ql for

projects that are considered more than minimal risk:

18.12 Informed consent should be obtained where practicable prior to commencing
Ql activities, preferably in writing. Verbal consent and discussions related to written

consent should be documented’ [16, p219].
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In the other five countries, the general guidance is that if there is any doubt that an activity
may constitute research or involves using data beyond the original purpose for which it is

collected, the default approach is to obtain explicit informed consent from participants.

All of the reviewed documents suggest that countries are cognisant of not impeding clinically
important Ql activities for patient benefit [ 19, 21, 23, 24, 27]. Most allow for caveats in casgs
where consent may not be feasible or practical to obtain. In Australia, NZ, the USA and
Canada, an ethics committee may waive the requirement for consent if a number of stringent
criteria are met. These include the following: that involvement carries no mogsegthan Iow risk
to participants; the public interest in the proposed activity substantially outWeighs®he public
interest in the protection of privacy; the research activity is likely to Be compromised if the
participation rate is not near complete; and the requirement(forgexplicit consent would

compromise the necessary level of participation [13, 14, 16, 23].

VULNERABLE GROUPS

Any Ql activity with vulnerable groups, such as indiviguals’ with impaired cognition, tends to
be treated as research regardless of the level\ofyrisk associated with the activity. Both
Australian and New Zealand QI guidelinesyreeommend that any QI activity involving a
vulnerable group undergo ethical ¢eview |16, 23]. While not explicitly stated in the other four
countries reviewed, the samgfpripciples are likely to apply. None of the countries reviewed
have guidance on low gisk Ql%activity where vulnerable groups are part of larger study

populations.

PERSONAL HEALTH DATA

There isfla general principle among the countries reviewed that if clinical staff have a
legitimate_relationship with the data subjects and the project poses minimal risk then there is
not ameglirement for patients to give explicit consent for their data to be used [12, 22]. This
isfbased on the assumption that QI activity is part of good medical practice and the patient’s
consent to treatment or participation in the health system implies consent to have their data
used for improvement purposes [13-16, 20, 24]. As countries update general data protection
legislation to keep pace with digital technology, there are implications for research and Ql
[10,12]. An example of this is the introduction of the General Data Protection Regulation

(GDPR) legislation, which is designed to harmonise data privacy laws across Europe [10].
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Under GDPR, data protection is a fundamental right for all EU citizens, and any use of
personal data, including health information, constitutes ‘data processing” which is subject to
strict accountability [10]. EU countries individually interpret GDPR requirements through

country specific legislation [12, 22].

In anticipation of this legislation, England has introduced a new ethical infrastructure,
including a national data opt-out service which provides the public with a way of excladi

their identifiable healthcare information being used for reasons other than theirdual
care [22]. In Ireland, under the Health Research Regulations 2018 [12], all r ersywho
access personal data, including retrospective chart reviews for the purpos rch, are
required to obtain the explicit consent of all data subjects [25]. The National Office for

Clinical Audit (Ireland) has provided guidance on the circumstan re clinical audit may

s
be exempt from the requirements of explicit consent, but it is\inféermational guidance and

lacks legal certainty [24]. In the USA, the updates to the ules” allow for secondary
use of data without explicit consent when certain critefia apply (supplemental file). Similarly,
New Zealand has clarified use of secondary data in text of Ql as distinct from research

[16].
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DISCUSSION

This is the first publication that summarises and considers national approaches and
frameworks for Ql across countries. Individual country research ethical frameworks are based
on the ‘Declaration of Helsinki — Ethical Principles for Medical Research Involving Human
Subjects’ [30] which provides a common language and approach. In contrast, thiskeview
confirms that there is a lack of ethical frameworks and guidance for Ql within fadividual
countries and this is also well documented elsewhere [ 2, 3, 7, 8, 9, 31, 32" Across,the six
countries reviewed, Ql activities are conceptually distinguished from health¥{tesearch. Only
one country, New Zealand, has developed an integrated standards framework for the ethical
conduct of research and Ql. No country gives a blanket exemptieasforiethical review to any
project based on the claim that it is Ql activity. However, ityis generally accepted that certain
‘low/minimal risk’ activities can be exempted from full ethical*féview, though these require
organisational oversight to ensure compliance with ethical principles [16, 19]. Issues on
participant consent and the use of persondlyhealth data is a concern for the countries

reviewed, especially in the EU.

There is a tension in the publishedditerature between some authors who advocate that all Ql
should be treated as researchgand stbject to standard ethical review [ 3, 7] and others who
propose more proportionatefand streamlined systems based on alternative ethics
frameworks that aregdoeussedyon learning in healthcare [2, 33, 34, 35, 36]. In the latter, the
level of ethical geviewfis based on the risk posed to participants and a waiver of consent is
possible for lowsfisk @| activities [2, 3]. In much of this commentary and research there is
limited engagement with patients and the general public to elicit their views on consent and
thefuse of, personal health data for Ql activities, and in particular the voice of vulnerable

groupsis®absent [36,37,38].

Debates about the ethical standing of Ql activities have continued for over 20 years.
Moreover, as clinical research and clinical practice has become more integrated, a growing
number of activities that take place in the healthcare system cannot be easily classified as
research or ‘non-research’ [ 31, 34, 35, 36]. While the majority of countries have well
established infrastructure to pre-empt the implications of national and international

regulatory and legislative changes for research activity, this is not replicated for Ql.

10
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The lack of national Ql ethics frameworks has created a vacuum and a deficit in standardised
and best practice guidance in the governance and regulation of Ql. This in turn has given rise
to a ‘spectrum of ethical issues’ that mainly revolve around conflict between current
regulatory systems designed for research and the flexibility required by learning health care

systems that depend on Ql [9].

This review suggests that the New Zealand provision of an integrated National E«

Standards for Research and Ql, is a pragmatic solution that could be considerther

countries. When countries place Ql ethical guidance outside of their core QN

frameworks and infrastructure they create ambiguity, differences in organis sponses
and legal uncertainty [ 8, 19, 24, 35]. One of the unintended consequences at activities
aimed at improving services and, ultimately, patient safety ma come vulnerable to
disruption with the introduction of new regulations or legislatio GDPR.

Limitations

guidance in non-English speaking countri nform best practice. Our review has not

This was not an exhaustive search of QI guidanc ts in the selected countries but it
does capture the guidance from the ma@ y bodies. There is a need to review Ql

captured how countries operatio

@- Ql guidance or how recent changes has impacted

on ethical decision making or glini ice.

Accepting these limitati we e made a number of observations to inform this debate

going forward (Box

Insert Bo@%ns to promote best-practice on ethics oversight for Ql activity

QlJand clinical audit should be recognised as core and legitimate activities for
clinical staff with appropriate national ethics guidance and infrastructure.

2. To protect patients and clinical staff there is need for national Ql ethics frameworks
and proportionate ethics review structures that balance patient safety and rights
with service improvement activities.

3. Overarching governance by a central agency with responsibility for ethical conduct

of research and QI activities is required to ensure that there is appropriate

11

020z 1snbny g uo Jasn 10D ab9)j0) Alsianiun Aq 6€2268S/260eEZW/OYbIU/EE0L 0L /I0P/3[01Ee-20uBApe/OYblul/WOo9 dno olwapede//:sdiy wouy papeojumoq



interpretation and compliance with national and international regulation and
legislation.

4. Public engagement should form part of the development of national ethics
frameworks and local guidance. Building public awareness and trust requires
targeted efforts to improve population health literacy on principles of Ql, consent
and use of personal data to support learning healthcare systems.

5. Health care organisations need support and infrastructure to provide
oversight for low-risk, locally driven Ql. Research ethics review boar
frameworks to support consistent decision making for Ql activity.

6. In the case of vulnerable groups, guidance is required to ensufe that,they are not
excluded from Ql activities (especially low-risk activity) ing their rights

are protected.

CONCLUSION

Allowing Ql activities to exist in a rline“space’ between clinical practice and research
leaves it vulnerable to disrupti changes in regulation and legislation. This in turn
negatively impacts on hea organisations and clinical staff confidence to lead QI within

their services. Our review demonstrates that there is a need for appropriate oversight and
responsive infrastr for QI underpinned by ethical frameworks that builds equivalence
with researc highlighted good practice in the six countries reviewed which provide

opportunities fgr%hared learning and the flourishing of QI as a vital part of learning

Data availability: No new data were generated or analysed in support of this review. The

detailed data extraction tables are available from the authors.
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Table 1: Sources of information from each country

Country Resources that were used to inform this review

Ireland Government of Ireland (2018) Data Protection Act 2018 (Section 36(2)) (Health Research).Regulations. [Legislative Act] [12]
Health Research Board (2018) Health Research Regulations 2018 FAQ. [Webpage] [25]
Health Service Executive (HSE) Quality and Patient Safety Directorate (2017) A Practical Guide to Clinical Audit. [Report] [21]
HSE, National Office of Clinical Audit (2019) GDPR Guidance for Clinical Audit.([Repotit] [24]

England National Health Service Health Research Authority (2017) UK Policy fof Health=@nd Social Care Research. [Report, made in
accordance with the country’s legislative framework] [18, 29]
Dixon, N., Healthcare Quality Improvement Partnership (2017) Guide townanaging ethical issues in quality improvement (Ql)
or clinical audit projects. [Report] [19]
Healthcare Quality Improvement Partnership (2017) Using Clinical*Audit in Commissioning Healthcare Services. [Report] [20]
National Data Guardian for Health and Care (2016) Review, 6fsLata Security,Consent and Opt-Outs. [Report] [22]
National Health Service (2019) National Data Opt-Out. [Webpage] [26]
NHS Health Research Authority, The Medical Rese@teh Council. Is my study research? [28]]

Australia National Health and Medical Research Council. (2007, Updated 2018) National Statement on Ethical Conduct in Human

Research. [Report, made in accordance with a Legislative Act] [17]

National Health and Medical Researchf/Countil.f/(2014) Ethical Considerations in Quality Assurance and Evaluation Activities.
[Report] [23]

New Zealand

National Ethics Advisory Committeey(2012) National Ethical Standards for Health & Disability Research Ethical Guidelines for
Observational Studies: Obsewational research, audits and related activities. Revised edition [Report, made in accordance with
the country’s legislative framework] [15]

National Ethics Advisoty €ommittee (2019) National Ethical Standards for Health and Disability Research and Quality
Improvement [16]

Canada Canadian Institutesyof Health Research (2010), Natural Sciences and Engineering Research Council of Canada, & Social
Sciences and{Humanities Research Council of Canada. Tri-Council Policy Statement. Ethical Conduct for Research Involving
Humans. [Repoxt, made in accordance with the country’s legislative framework] [14]

USA US Departméntof Health and Human Services Office for Human Research Protections (2018) Federal Policy for the Protection

13
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of Human Subjects (The Common Rule). [Legislative Act] [13]

US Department of Health and Human Services Office for Human Research Protections. (2018)) Quality Improvement Activities
FAQs. [Webpage] [27]

European
Union

European Union. Regulation (EU) 2016/679 (General Data Protection Regulation). 2016 [10]

Table 2: Summary of approaches to ethical oversight of quality improvement and clinical audit activities fof each ‘country

Ireland England Australia New Zealand USA Canada
National Health The Interagency
Service Health Natienal Ethics Office for Human
i National Health & Megical ) ) ) Advi Panel
Natonallicetiaioty None Research Authority ationamea A Ad¥isory Committee |Research Protections visory Fanet on

body for research

(HRA)

Research Council {MRC)

(NEAC)

(OHRP)

Research Ethics *

Is Ql activity within the
scope of the national
document / framework
for research ethics?

No; main guidance is
contained in the Health
Service Executive (HSE)
Quality and Patient Safety
Directorate (2017)

No; Audit of practice’
and ‘service
evaluation’ are
exempt from this
framework (Ql not
mentioned) Sectiof

3.1(pg6)

Main gujdancefon
ethicalfssues related
to@Mand audit is
frovided by
Healthcare Quality
Improvement
Paftnership
(HQIP)[19]

Yesy

‘Ethical considerations in
¢uality assurance and
evaluation’ [23].

Yes; National Ethical
Standards for Health
and Disability
Research and Quality
Improvement [16].

Integrated research
and Ql ethics
framework. Outlines
standards that are
applicable for
research, Ql and
evaluation.

No; but limited
guidance on OHRP
website

‘Typically, Ql activities
are not considered
research subject to the
HHS protection of
human subjects
regulations.

No; Limited
mention in in Tri-
Council Policy
Statement:

‘In relation to QA
and Ql studies....
such activities do
not normally follow
the ethical and
consent
procedures
outlined in this
Policy’

Is ethical review
required ?

Quality Assuramee studies;
clinical audits, and service
evaluatjons de,not pormally
require\Research Ethics
Committeé (REC) review

HQIP: Clinical audit
or local QI may not
require review by an
ethics committee but

In many situations,
oversight of the activity is
required, but ethical
review is not necessary
[23].

‘While some level of
ethical oversight is
necessary, Health
and Disability
Research Ethics

If the purposes of a Ql

activity are limited to (a)

delivering healthcare,
and
(b) measuring and

‘..These activities|
QA, Ql] may still
raise ethical issues.
In such instances,
activities should be
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at the very least
requires
organisational ethical
oversight [19]

Are criteria for
proportionate ethical
review / exemption
from ethical review
provided

No; Staff are advised that
ethical advice should be
sought if audit practices
may be considered
intrusive, sensitive, or if
there is uncertainty on the
ethical implications

Yes: HRA provides
and online decision
tool to determine if a
study is research (3
questions).
1.Randomisation
2.Departure from
Standard practice
3.Generate
generaliz
rable

+

ists 7 criteria
r Ql/audit to
trigger an ethical
iew but this is not
a national standard.
(supplemental file)

i3

Yes; 7 criteria to trigg
ethical review:
(Supplemen

econdary use of data
ata collection

yond clinical need

4. Comparison of
cohorts

5.Testing non- standard
protocol /equipment
6.use of randomisation,
control group

7. Targeted analysis of
data involving minority/
vulnerable groups

D

Committee review
processes are often
not the optimal
pathway for review
of these activiti
[16, p20]

repor: ovider
P anceydata for
, practical, or
istrative uses...
e'fs no requirement
er these regulations
for such activities to
undergo review by an
Institutional Review
Board (IRB),

overseen by
independent
guidance, other
than a Research
Ethics Board (REB).

erally low risk.
Some factors that
may increase ethical
risk are when: (16 p
217)

1.it poses additional
risks to or burdens
on a patient and/or
their family or
whanau beyond their
routine care.

2. the data to be
collected is of a
sensitive nature

3. secondary use of
data/

4.use of identifiable
data

5.use of algorithms —
(related to artificial
intelligence and
machine learning )
6. it allocates
interventions

No specific criteria
except in above
definition

No; These non- REB
entities may be
professional or
disciplinary
associations, or
within best
practices guidelines
for such particular
disciplines.
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020z 1snbny g uo Jasn 10D ab9)j00 Alsianiun Aq 6€2268S/260eEZW/OYUbIU/EE0L 0L /I0p/3[01Ee-20uBApe/OYblul/WOo9 dno-olwapede//:sdiy wouy papeojumoq



differently among
groups

7. itis unlikely to
provide direct
benefits to pati

Is their guidance on
consent specific to QI?

8. it involves
parts or b
substanaes
Yes;
Waiver of consent: The
HHS regulations
protecting human
Following GDPR: Health No explicit guidance subjects allow an IRB to
Research Regulations for Ql/Audit) Ves waive the requirements

(2018)‘All researchers that
access personal data for
health research purposes,
including retrospective
chart reviews ..., are
required to obtain the
explicit consent of all data
subjects’.

The National Office for
Clinical Audit have provided
guidance on when local or
national clinical audit may
not require explicit con
(NOCA 2019)

Can ethics committees

NHS-HRA:
Proportionality
should be applied to
the provision of
information to
potential resea
participant
closert

to st pra
needythere is

thy information

ot expligit:

ose conducting the

ity need to consider a
ange of issues including
consent, privacy, relevant
legislation’ pg 2

Participants should
be asked for their
informed consent if a
quality improvement
activity imposes
more than minimal
risk, as defined by
categories of risk in
these Standards [16,
p219].

for obtaining consent
when:

1.The risk to the
subjects is minimal;

2.Subjects’ rights and
welfare will not be
adversely affected by
the waiver;

3.Conducting the
research without the
waiver is not
practicable;

4) If appropriate,
subjects are provided
with additional
pertinent information
after their
participation.

No explicit
guidance in
relation to Ql/audit

Unclear

Not clear;

Yes, (supplemental file)

Yes, strict criteria

Yes (Supplementary file)

Yes for research

16
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grant a waiver of
consent for secondary
use of patient
information in certain
circumstances?

A “national data opt-
out” was introduced
in England in May
2018, as a service
that allows patients
to opt-out of their
confidential patient
information being
used for research or
planning

outlined
(supplemental file)

N\

(Supplementary
file)

* Comprises Canadian Institutes of Health Research, the Natural Sciences and Engineering Research Council of Canada, and the Social Sciences and Humanities Research
-

Council of Canada,
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