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“What’s in a name? That which thy call a rose 
by any other name would smell as sweet.”

– William Shakespeare

Could this Shakespearean adage be true of 
the policy terms used to describe research 
ethics review processes based on the principle 
of mutual recognition? Today, biomedical 
research is contingent on sharing research 
data [1–3] often across international bor-
ders [4]. This is because of the size of datasets 
necessary to make scientifically sound links 
between the human genome and underly-
ing determinants of disease [5]. The degree of 
collaboration between researchers/research 
institutions typified in genomics and related 
‘omics disciplines’ can therefore pose sig-
nificant challenges for research ethics review 
where approval is sought on an institution-by-
institution basis [6]. Policy initiatives and leg-
islation adopted to streamline research ethics 
review in North America, Europe and Aus-
tralia are unified in their motivation and phi-
losophy [7–9]. The motivation is that research 
ethics review processes must complement 
the collaborative and data-centric nature 
of biomedical research if they are to enable 
clinical innovation [10]. The philosophy is 
the principle of mutual recognition, gener-
ally understood to describe an arrangement 
whereby one research ethics review commit-

tee (REC) accepts the processes used to come 
to decisions of other institutional RECs.

The plurality of terms used for policies and 
models of research ethics review that activate 
the principle of mutual recognition is the 
focus of this paper. An index of the terms 
equivalence, reciprocity, centralization and 
mutual acceptance from the USA, Canada, 
UK and Australia, respectively, will be com-
pared. In addition to differences in nomen-
clature, policies that operationalize mutual 
recognition between RECs also vary in their 
degree of legislative formality. Although some 
policies pursuant to mutual recognition are 
legislated, not all can be centrally enforced. 
This is particularly true of countries with 
federated health systems such as Canada 
and Australia. The tediousness of the ethics 
approval process for principal investigators 
involved in multisite/jurisdictional proj-
ects was the primary motivation for reform 
in these countries, where memoranda of 
understanding and interinwstitutional agree-
ments are still used to operationalize mutual 
recognition (see Figure 1).

Equivalent protections – USA
Equivalent protections was embedded in 
the 2001 Revisions of the Common Rule in 
the US, but laid dormant until its revival in 
more recent years. The concept of equivalent 
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Figure 1. International comparison of policy terminology and relevant legislation of research ethics review based on the principle of 
mutual recognition in the USA, Canada, UK and Australia.  
NHMRC: National Health and Medical Research Council; REB: Research ethics board; REC: Research ethics committee. 

USA
Equivalent
protections

Common rule
45 CFR 46

46.101
When research covered by this
policy [Common Rule] takes
place in foreign countries,
procedures normally followed in
the foreign countries to protect
human subjects may differ from
those set forth in this policy […]
In these circumstances, if a
department or agency head
determines that the procedures
prescribed by the institution
afford protections that are at
least equivalent to those
provided in this policy, the
department or agency head may
approve the substitution of the
foreign procedures in lieu of the
procedural requirements
provided in this policy 

UK

Centralization

Governance Arrangement
for Research Ethics
Committees

Article 3.2.5
Each research proposal is subject to
review by no more than one REC
within the UK Health Deartments´
Research Ethics Service, unless
required by law or by a managed
appeals process

Canada

Reciprocity

Tri-Council Policy
Statement: Ethical Conduct
of Research Involving Humans

Review Mechanisms for
Research Involving Multiple
Institutions
and/or Multiple REBs

Article 8.1
Multiple institutions may enter
into official agreements under
which they will accept, with an
agreed level of oversight, the
research ethics reviews of each
other’s REB. This might involve 
specific agreements between
institutions for sharing their 
workload. Alternatively, institutions 
may decide that reciprocity
agreements should be established
for the ethics review of each
relevant research proposal on a
case-by-case basis. In either case,
researchers shall ensure that the
reviewing REB is provided with
any relevant information about
the local populations and 
circumstances that would
ordinarily be available to the local
REB, and that may have a bearing
on its review.

National Statement on Ethical Conduct
in Human Reseach
Chapter 5.3—Minimizing Duplication of
Ethics Review
Guideline 5.3.1
Wherever more than one institution has a
responsibility to ensure that a human
research project is subject to ethical
review (see paragraph 5.1.1), each
institution has the further responsibility to
adopt a review process that eliminates any
unnecessary duplication of ethical review.
Guideline 5.3.2
Different institutions that regularly have
review responsibilities for the same
research (for example, universities and
related teaching hospitals) should agree
on a single review body to review the
research.

The NHMRC National Certification
Scheme

Australia

Mutual acceptance

Mutual Recognition in Ethics Review
USA, Canada, UK and Australia

The NHMRC National Certification
Scheme, in support of single ethical review
for multi-centre research, reviews ethical
review processes of institutions, to ensure
that they can facilitate single ethical review
and that they meet the requirements of
the National Statement on Ethical
Conduct in Human Research (2007).
National Certification Scheme

National Mutual Acceptance Scheme

Reviewing Human Research Ethics
Committees
The single ethical and scientific review of a
multi-centre clinical trial is to be
conducted by an appropriate NHMRC
Certified HREC in a participating
jurisdiction.

National Statement on
Ethical Conduct in Human
Research; National
Certification Scheme;
National Mutual Acceptance
Scheme 
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protections was inspired by policy recommendations 
from the then National Bioethics Advisory Commis-
sion (now the Presidential Commission for the Study 
of Bioethical Issues). The National Bioethics Advisory 
Commission debated the functionality of local research 
ethics review, concluding “as long as an accredited IRB 
reviews and approves the research protocol, multiple 
IRB reviews of the same research protocol are not 
always necessary to ensure the protection of research 
participants. For research studies conducted solely by 
one institution, it often makes sense for that institu-
tion’s IRB to conduct the review. But for cooperative 
research, IRB review by all institutions participating in 
the research should be the exception” [11].

Equivalent protections effectively recognize the deci-
sions of RECs in jurisdictions where ethical safeguards 
for research participants are comparable to those estab-
lished in the Common Rule. The Office of Human 
Research Protections determines eligibility for juris-
dictions in which equivalent protections holds. The 
recent notice of proposed rulemaking makes explicit 
its recommendation that “US institutions engaged in 
cooperative research rely on a single IRB for that por-
tion of the research that takes place within the USA, 
with certain exceptions” [12]. The Common Rule regu-
lations may well transition to the centralized approach 
if the recommendation currently found in the notice of 
proposed rulemaking is adopted [12].

Centralization – UK
Centralization of ethics review in England is likewise 
prescriptive in its federal health legislation. The National 
Research Ethics Service was established in December 
2011, and is a core part of the Health Research Author-
ity. The Health Research Authority appoints RECs in 
England, and works collaboratively with equivalent 
appointing authorities in Scotland, Wales and North-
ern Ireland [13]. The appointed RECs review applica-
tions for research conducted at all National Health Ser-
vice (NHS) institutions, and use the integrated research 
application system to coordinate all applications to reg-
ulators and research sites. As of August 2013, 69 RECs 
have been appointed by the NHS in England, which 
review approximately 6000 protocols per year [13]. This 
centralized model also ensures that RECs comply with 
relevant laws and regulations related to information 
governance, including data protection [14].

Reciprocity – Canada
Healthcare delivery and health policy – including the 
organization of research ethics review – is the juris-
diction of the provinces in Canada. The Tri-Council 
Policy Statement: Ethical Conduct of Research Involv-
ing Humans establishes the national research eth-

ics guidelines in Canada, although it is only legally 
binding for researchers who receive federal funds. 
In 2010, the Tri-Council Policy Statement: Ethical 
Conduct of Research Involving Humans introduced 
three alternative models of institutional ethics review 
where research involves multiple RECs: independent, 
delegated and reciprocal [15]. While the independent 
model preserves locally specific oversight of ethics 
review, it imposes practical and resource challenges 
for multisite/jurisdictional projects. The delegated 
and reciprocal models both manifest the principle of 
mutual recognition albeit through slightly different 
mechanisms. Whereas the delegated model “may allow 
research on specialized content or research methods to 
be reviewed by an external, specialized or multi-insti-
tutional research ethics board (REB),” the reciprocal 
model establishes that “institutions may enter into offi-
cial agreements under which they will accept, with an 
agreed level of oversight, the research ethics reviews of 
each other’s (RECs)” [16].

Until recently, the independent model of ethics 
review was the most widely adopted in Canada. Four 
provinces have since transitioned, or are currently in 
the process of transitioning to either delegated or recip-
rocal models since 2010 (Alberta, British Columbia, 
Newfoundland/Labrador and Quebec [9]). Mutual 
recognition has also been operationalized for ethics 
review of discipline-specific research, including can-
cer [17] and maternal–infant clinical research [18]. The 
Ontario Cancer Research Ethics Board of the prov-
ince of Ontario oversees multicenter clinical trials and 
serves as the board of record for 26 research sites with 
established agreements. As such, the Ontario Cancer 
Research Ethics Board accelerates the ethics review 
process, and is wholly accountable to the institution 
for initial and ongoing ethics review of the trials. In 
2013, the Maternal Infant Child and Youth Research 
Network negotiated a partnership between the Univer-
sities of British Columbia (Canada), Alberta (Canada) 
and Saskatchewan (Canada) to pilot test ethics review 
reciprocity agreements specific for research in the area 
of maternal/infant/child health.

 Mutual acceptance – Australia
Two recent initiatives in Australia introduced a 
national approach to ethics review via REC certifica-
tion and mutual recognition agreements [19]. This dual 
policy plan for a streamlined system “applies to all 
human research as defined in the Australian National 
Statement on Ethical Conduct in Human Research 
(2007; or any replacement of that document published 
by the National Health and Medical Research Council 
[NHMRC]), for which an application must be made 
to a human research ethics committee (HREC) for the 
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purpose of conducting research at a public health orga-
nization” [20]. First, the National Certification Scheme 
qualifies existing HRECs to review studies that span 
multiple research centers [21]. Once certified, HRECs 
are entered into a registry that collects administrative 
data such as the average time between submission and 
approval for multicenter projects, costs and review out-
comes. Thus, not only do certified HRECs operate in 
the spirit of mutual recognition, but the registry also 
enables HREC quality improvement/assurance.

Second, the National Mutual Acceptance program, 
superseded a previous interstate agreement. It was 
introduced in November 2013 as a phased approach 
in four jurisdictions: New South Wales, Queensland, 
South Australia and Victoria. According to the stan-
dard operating procedures, “each proposal will be ethi-
cally and scientifically reviewed once only by a public 
health organization HREC that has been certified by 
the NHMRC.” Multicenter clinical trials at certified 
institutions within these jurisdictions may be eligible 
for a single, ethical and scientific review under the 
National Mutual Acceptance (with some exceptions). 
A site-specific assessment of the protocol submitted 
for review is also required, and must comply with 
the standard procedures outlined in each of the four 
participating jurisdictions.

Discussion & conclusion
The principle of mutual recognition lays the ground-
work for international harmonization of ethics review, 
particularly for biomedical research that is becoming 
increasingly collaborative and globalized. The ‘rose’ of 
mutual recognition is known by four different policy 
names across the jurisdictions compared in this analysis 
(USA, Canada and Australia and the UK). These vari-
ous policy manifestations are unified, however, in their 

motivation to streamline the ethics review process in 
the name of innovation efficiency and continued clini-
cal progress. They differ in two significant ways: legis-
latively and organizationally. The legislative formality 
of the policies that actualize the principle of mutual rec-
ognition are determined in accordance with the health 
systems organization in each country, for example, fed-
erated versus non-federated. Future research is needed 
to compare the procedural efficiency and performance 
of such models. Exploration of both researcher and 
REC member perceptions are important lines of quali-
tative inquiry that could attest to these aspects of review 
models based on the principle of mutual recognition. 
Indeed, such research is currently underway as part of 
the Ethics Review Equivalency Task Team of the Global 
Alliance for Genomics and Health. It is anticipated that 
the findings will facilitate the development of interoper-
able models for data sharing within the genomics and 
‘omics’ related research communities.

Financial & competing interests disclosure
The authors wish to acknowledge the funding support for this 

research provided by the Canada Research Chair in Law and 

Medicine. The authors have no other relevant affiliations or 

financial involvement with any organization or entity with a 

financial interest in or financial conflict with the subject mat-

ter or materials discussed in the manuscript apart from those 

disclosed.

No writing assistance was utilized in the production of this 

manuscript.

Open access
This work is licensed under the Attribution-NonCommer-

cial-NoDerivatives 4.0 Unported License. To view a copy of 

this license, visit http://creativecommons.org/licenses/by-

nc-nd/4.0/

References
1 Knoppers BM. Framework for responsible sharing of genomic 

and health-related data. HUGO J. 8(1), 3 (2014).

2 Kaye J, Heeney C, Hawkins N, de Vries J, Boddington P. 
Data sharing in genomics – re-shaping scientific practice. 
Nat. Rev. Genet. 10(5), 331–335 (2009).

3 Hudson K, Collins F. Sharing and reporting the results of 
clinical trials. JAMA 313(4), 355–356 (2015).

4 Kosseim P, Dove ES, Baggaley C et al. Building a data 
sharing model for global genomic research. Genome Biol. 
15(8), 430 (2014).

5 Stein LD, Knoppers BM, Campbell P, Getz G, Korbel JO. 
Data analysis: create a cloud commons. Nature 523(7559), 
149–151 (2015).

6 Dove ES, Knoppers BM, Zawati MH. An ethics safe harbor 
for international genomics research? Genome Med. 5(11), 99 
(2013).

7 Lavery JV, McDonald M, Meslin EM. Research ethics 
across the 49th parallel: the potential value of pilot testing 
“equivalent protections” in Canadian research institutions. 
Health Law Rev. 13(2–3), 86–96 (2005).

8 Lynch HF, Cohen IG. Streamlining review by accepting 
equivalence. Am. J. Bioeth. 14(5), 11–13 (2014).

9 Martz D, Freitag S, Manzo J et al. An overview of research 
ethics harmonization in Canada: strategy for patient-
oriented research streamlining of health research ethics 
review (2012). 
www.healthcarecan.ca/wp-content

10 Al-Shahi Salman R, Beller E, Kagan J et al. Increasing value 
and reducing waste in biomedical research regulation and 
management. Lancet 383(9912), 176–185 (2014).

11 National Bioethics Advisory Commission. Ethical and 
policy issues in research involving human participants: 
volume I (2001).  
https://bioethicsarchive.georgetown.edu

www.healthcarecan.ca/wp-content/uploads/2014/07/SPOR-SHRER-Report-Appendix-D-Harmonization-Survey.pdf
https://bioethicsarchive.georgetown.edu/nbac/human/overvol1.pdf


10.2217/pme.15.52www.futuremedicine.comfuture science group

How mutually recognizable is mutual recognition?    Commentary

12 Federal Policy for the Protection of Human Subjects; 
Department of Energy; National Aeronautics and Space 
Administration; Department of Commerce; Social Security 
Administration; Agency for International Development; 
Department of Justice; Department of Labor; Department of 
Defense; Department of Education; Department of Veterans 
Affairs; Environmental Protection Agency; Department of 
Health and Human Services; National Science Foundation; 
and Department of Transportation, Notice of proposed rule 
making. 80 Federal Register 173 (8 September 2015),  5393. 
http://fas.org/sgp/news/2015/09/human-sub.html

13 Health Research Authority. Summary of the role, structure 
and functionality of Research Ethics Committees within the 
Health Research Authority in England. (2013).  
www.hra.nhs.uk/documents

14 Corporate Secretary Health Research Ethics Authority. 
Information Governance Information Privacy Charter 
(2014).  
www.gartner.com/it-glossary/information-governance

15 Canadian Institutes of Health Research Natural Sciences and 
Engineering Research Council of Canada and Social Sciences 
and Humanities Research Council of Canada. Tri-Council 
Policy Statement: Ethical Conduct of Research Involving 
humans. (2010).  
www.pre.ethics.gc.ca/pdf/eng/tcps2

16 Canadian Institutes of Health Research Natural Sciences and 
Engineering Research Council of Canada and Social Sciences 
and Humanities Research Council of Canada. Tri-Council 
Policy Statement: Ethical Conduct for Research Involving 
Humans (2014).  
www.pre.ethics.gc.ca/pdf/eng

17 Chaddah MR. The Ontario cancer research ethics board: a 
central REB that works. Curr. Oncol. 15(1), 49–52 (2008).

18 Zawati MH, Junker A, Knoppers BM, Rahimzadeh V. 
Streamlining review of research involving humans: Canadian 
models. J. Med. Genet. 52(8), 566–569 (2015).

19 Australian Government National Health and Medical 
Research Council. National Certification Scheme 
Institutions with certified ethical review processes (2007). 
http://hrep.nhmrc.gov.au/certification

20 National Mutual Acceptance. Standard Operating 
Procedures for Streamlining Ethical Review of Research 
Projects in Victoria and as part of National Mutual 
Acceptance (2015).  
www.health.qld.gov.au/ohmr/documents  

21 National Health and Medical Reserach Council. Human 
Research Ethics Committees | Human Research Ethics 
Portal.  
https://hrep.nhmrc.gov.au/certification/hrecs

http://fas.org/sgp/news/2015/09/human-sub.html
www.hra.nhs.uk/documents/2013/10/national-research-ethics-service-summary-ver-1.pdf
www.gartner.com/it-glossary/information-governance
www.pre.ethics.gc.ca/pdf/eng/tcps2/TCPS_2_FINAL_Web.pdf
www.pre.ethics.gc.ca/pdf/eng/tcps2-2014/TCPS_2_FINAL_Web.pdf
http://hrep.nhmrc.gov.au/certification
http://hrep.nhmrc.gov.au/certification 20. https://www.health.qld.gov.au/ohmr/documents/regu/nma_mon_framework.pdf
https://hrep.nhmrc.gov.au/certification/hrecs

