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Abstract  
 
The objective of this paper is to develop a conceptual framework, based on the corporate governance 
theory of institutional isomorphism, to explain key drivers of the varied research governance practices in 
Victorian hospitals in relation to the newly introduced National Mutual Acceptance (NMA). The paper 
commences with a brief discussion of the clinical and economic importance of clinical research. This is 
followed by a conceptualisation of four pillars in research governance. The following step overlays the 
constructs of institutional isomorphic theory: organisational legitimacy, organisational fields and the 
mechanisms of coercive, mimetic and normative isomorphism, on the governance pillars. This conceptual 
crossover identifies potential areas that, in addition to regulatory obligations, may influence the level of 
organisational engagement with NMA objectives. In so doing the model provides meaning and significance 
to different corporate approaches to the governance of clinical research in organisational address of the 
implications of the National Mutual Acceptance 
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Aim 

The objective of this paper is to develop a conceptual framework, based on the corporate governance 
theory of institutional isomorphism, in order to explain the key drivers behind research governance 
practices developed by Victorian hospitals in relation to the newly introduced National Mutual 
Acceptance (NMA).  

Background 

National Mutual Acceptance (NMA) is a national system of single scientific and ethical review of 
multi-centre clinical trials conducted in publicly funded health services. It was introduced by the 
Australian Commonwealth Government (2012 ) to help reduce the costs and time taken to approve 
trials that were to be undertaken at multiple sites. The specific goal of the NMA is that the ethical and 
scientific review is completed in 60 days. Single review means that an approval from an accredited 
ethics committee (National Health and Medical Research Council, 2014) anywhere in Australia can 

be accepted by all affiliated public 
hospitals. The hospital, however, is then 
responsible for ensuring that it has the 
capacity to undertake the trial through a 
process termed site specific assessment. 
This assessment involves consideration of 
such matters as resources, staff, insurance, 
indemnity requirements and that the roles 
and responsibilities of all parties are 
clearly delineated. Research governance 
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involves the processes, customs, policies, laws, management practices and institutions affecting the 
way research is controlled and managed. An appropriate organisational research governance 
framework incorporates these factors in order to meet the goals of responsible research practices in 
the most effective and efficient manner possible (Commonwealth of Australia, 2007). Effective 
corporate governance strategy enables an organisation to manage all aspects of its business in order to 
meet its objectives (ASX Corporate Governance Council, 2007). Research governance is a subset of 
corporate governance and hence a part of the individual organisation’s governance strategy but there 
is also a need to establish consistency in this area especially for those projects approved through 
single ethical review (National Health and Medical Research Council, 2011). 

 

 

 

 

 

 

 

 

 

Figure 1: The complexity of clinical trial governance 

Governance of clinical research and trials presents a number of challenges to scholars especially if the 
project involves more than one site. Figure 1 provides an overview of the diverse stakeholders 
involved in undertaking clinical research. Each stakeholder has specific requirements, which may not 
always converge with other stakeholders. For example, the trial sponsor may urge for prompt contract 
resolution, but agreement may be constrained by specific clinical practices, such as number of 
available inpatient bed days, which may require further negotiation.  

Although a full analysis of all the stakeholder requirements is beyond the scope of this paper, it will, 
however, focus specifically research governance in relation to the NMA. 

 

Why study research governance?  

Proponents of clinical trials list many advantages to hospitals being involved with clinical trials such 
as clinical and financial returns. They emphasise that clinical trials provide the critical link between 
new clinical discoveries and population health, as indicated in Figure 2 below.  

Figure 2: Critical role of clinical trials in clinical ‘pipeline’ (Australian Clinical Trial Alliance, 
2014, p. 3) 

 

 

Au
th

or
isa

tio
n 

co
ns

id
er

at
io

ns
   

Contract  

  

Organisation 

Site 
authorisation 

National Mutual Acceptance  

TGA, FDA, 
etc 

Publication  

Archive 
   

Marketing 
applications 

Peer review 

Data 
management 

Sponsor 

 

Legal & 
Regulatory   

Insurance  

Clinical 
governance  

Financial 
governance  

HREC  

Undertakes trial 
as per protocol  

Journal of Law and Governance	 Vol 10, No 1

64



          

 
 

They argue that clinical advantages include access to innovative treatments not yet available to the 
general public; professional benefits to study staff; and that hospitals undertaking the trial are able to 
access free clinical treatment for their patients (Advisen Insurance Intelligence, 2012; Australian 
Clinical Trial Alliance, 2014; Bourgeois; Medicines Australia, 2011).  

Other proponents note the financial advantages. Global investment in research and development has 
been estimated at $1.6 trillion and attracting commercial investment has become very competitive 
(Battelle, 2014). Within Australia, it is estimated that the medicines industry invests over $1 billion in 
research and development every year and over 14,000 people are directly employed in the sector 
(Research Australia, 2011). However, recent changes in the clinical research landscape indicate that 
Australia may not be in a position to command this investment into the future (Campion & Engwall, 
2013). 

Globally clinical research, especially the clinical trials, has entered an era of unprecedented change 
and challenge as breakthroughs in biomedical sciences, such as human genomics, combined with 
commercial requirements for fast results, have resulted in multicentre research (that is, research which 
is simultaneously undertaken at many sites) becoming more common. At the same time, multicentre 
research, especially commercial clinical trials are relocating from the traditional Western research 
markets (Sung et al., 2003) into areas such as Asia, which offers large target populations (Battelle, 
2014; Clark, 2009). Hence, the timeliness of research governance has been the subject of recent 
worldwide debate and discussion (Campion & Engwall, 2013; Manville, Hackett, Gunashekar, & 
Morgan Jones, 2013). Specifically, single ethics review and separation of site specific review process 
from the ethics review are being adopted in order to undertake ethical and site considerations 
simultaneously. There are varying levels of regulatory control supporting the process. The USA and 
the UK, for example, have both adopted highly regulated governance frameworks (Howarth, 
Kneafsey, & Haigh, 2008; Manville et al., 2013). However in Australia there is no authority to force 
the uptake of mutual acceptance or centralised model of ethics review (Breen, 2005). Hence, in 
Australia the extent to which hospitals have complied with benchmark expectations for rapid review 
of multicentre clinical research varies (Hasthorpe, 2014).  

The concept of research governance is a relatively new area and the literature is limited. The concept 
does not fit neatly with existing health care clinical and financial governance practices (Victorian 
Department of Health, 2008). However, there is data indicating that organisations engaged with the 
NMA, where the concept of research governance is central, are failing to consistently reach target 
approval times (Hasthorpe, 2014). Hence, there is a critical gap in understanding the influences on 
organisation behaviour in research governance. 

 

Research reform in Australia  

By the mid-2000’s, pharmaceutical and research lobbyists had identified a ‘four pillar’ approach to 
improve Australia’s attraction as a clinical trial environment (National Museum of Australia, 2006). 
The four interconnected pillars were identified as timeliness quality, value and capacity. Table 1 
provides the key attributes of each pillar and examples of organisational behaviour that indicate 
support of the pillars.  
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Table 1: Attributes of corporate research governance in relation to the four pillar model  
Pillar  Key attribute  Evidence  
Timeliness Single ethics 

review  
Regulatory compliance  
NMA benchmark performance e.g. speed of review  

Quality  Excellence  Research strategy indicating research is a core hospital activity  
Certification programs e.g. formal HREC accreditation, certification of 
researchers qualification , standard position descriptions  

Value Costs  Use of standardisation /centralisation e.g. research agreements, service 
costs  
Research strategy is in keeping with research guidelines (codes/ 
legislation/ government direction)  

Capacity Competence Recruitment capability  
Transparent organisational research strategy  
Profile of organisational research  
Audit and reporting systems  

Timeliness has been identified as the critical factor in the success of clinical research projects, to 
ensure that projects remain in budget and that study data is made available promptly (National 
Museum of Australia, 2006; NSW Ministry of Health, 2013). However, while timeliness centres on 
improving time to project start-up by employing a model of single ethics review, start-up speed also 
depends on the effectiveness of the other pillars. Quality in research is indicated through evidence of 
education such as training in Good Clinical Practice (GCP), formal accreditation of human research 
ethics committees and standards for scientific and ethical review. Value refers to efforts to minimise 
costs and increase transparency of negotiation, hence the development of the National Efficient Price 
for a list of standard items associated with conducting Clinical Trials( (Independent Hospital Pricing 
Authority (IHPA), 2013). Capacity refers to the competence of the research site in reaching target 
while adhering to protocol. In particular, this refers to recruitment strategies (Clinical Trial Action 
Group, 2011).  

 

60 day benchmark of the National Mutual Acceptance (NMA)  

The primary aim of the NMA is to limit the time taken for scientific and ethical review and decision 
by applying a 60 calendar day benchmark. Victoria has further qualified the NMA benchmark to 30 
working days for ethical review undertaken by Victorian HRECs (Victorian Department of Health, 
2013). However, recent Victorian data indicates that, despite extensive support and guidance for those 
involved with the NMA, there remains considerable variation in times to full research authorisation 
(Hasthorpe, 2014).  

Theoretical basis: Institutional Isomorphism Theory 

The model is based on the corporate governance theory of Institutional Isomorphism, through the 
organisation is viewed as a social entity that desires to appear legitimate in its social circle. 
Isomorphism occurs when the structure or processes of one organisation develops similarity to 
another. This is driven less by the desire for efficiency but the desire to appear to be behaving in a 
legitimate or appropriate manner (DiMaggio & Powell, 1983). The theory rests three closely 
connected mechanisms; coercive, mimetic and normative. 
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Organisational legitimacy 

Organisational legitimacy is a critical but somewhat abstract concept that has been defined as a 
‘generalized perception or assumption that the actions of an entity are desirable, proper, or appropriate 
within some socially constructed system of norms, values, beliefs, and definitions’ (Suchman, 1995, 
p. 574). It is conferred by those outside the organisation who have legitimacy-determining power 
(Pfeffer & Salancik, 1978) but it is also dynamic, reflecting the needs of organisations to perpetuate 
acceptance in a changing society.  

 

Organisational fields 

Organisational fields are defined as ‘sets of organizations that, in the aggregate, constitute a 
recognized area of institutional life; key suppliers, resource and product consumers, regulatory 
agencies, and other organizations that produce similar services or products’ (DiMaggio & Powell, 
1983, p. 148). The concept is elemental in institutional isomorphic theory, as it defines and delimits 
the activities of the organisations and other social actors within that field (Machado-da-Silva, Guarido 
Filho, & Rossoni, 2006).  

 

Mechanisms of isomorphism  

Three key mechanisms have been identified: coercive isomorphism, mimetic isomorphism and 
normative isomorphism. 

Coercive isomorphism is that which stems from political influence and by the cultural expectations of 
legitimacy of the society in which the organisation functions(DiMaggio & Powell, 1983). For 
example, in order to participate in the National Mutual Acceptance (NMA), hospitals are required to 
use the specified software and appoint a dedicated role, the Research Governance officer (RGO). 

Mimetic isomorphism refers to an organisation’s response to uncertainty by copying others That is, 
the pressure to copy or emulate the activities, systems, or structures of other organisations, is 
particularly strong in times when goals are ambiguous or when organisational technologies are poorly 
understood (DiMaggio & Powell, 1983). In this situation, mimicking another organisation, which is 
perceived as successful or legitimate, becomes a ‘safe’ way to proceed. Such mimicry also helps to 
preserve the status quo among comparable organisations, stabilising the leader relative positions while 
raising the possibility of failure for those that at differently. In other words, an organisation conforms 
to strategic behavioural norms to in order to demonstrate that it is acting in an acceptable manner and 
that social actors should evaluate it as legitimate (Meyer & Rowan, 1977).  

Normative isomorphism is associated with professionalization, that is, pressures brought about by a 
profession establishing a cognitive base and legitimisation (DiMaggio & Powell, 1983). This can be 
through formal education or professional networks that span organisations so that the end result is that 
personnel from similar backgrounds will approach problems in much the same way.  

While there is some overlap between the three mechanisms, they derive from different conditions. 
Mimetic and normative processes derive from internal drivers, whereas coercive isomorphism is 
linked to the environment surrounding the organisational field (Frumkin & Galaskiewicz 2004). It 
could reasonably be expected that the dominant isomorphic mechanism in public health care 
organisations would be coercive. Coercive pressures can be seen clearly in the NMA through the use 
of memorandums of understanding between parties which explain organisational responsibilities as 
the use of benchmark targets (Victorian Department of Health, 2014). Literature, however, has found 
that government organisations are susceptible to other isomorphic influences (Frumkin & 
Galaskiewicz 2004) and that responses to coercive influence can vary (Ashworth, Boyne, & 
Delbridge, 2007). Hence, the proposed model includes coercive, mimetic and normative isomorphism. 
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Logistical basis to legitimacy  

Figure 3, below, unpacks the connection between isomorphic theory and the intended outcome of 
legitimacy. Legitimacy may be attained though one or more endorsements: government, public or 
professional endorsement. It is important to note that one endorsement does not automatically imply 
others. In other words, an organisation could achieve legitimacy, such as government endorsement if 
it fulfilled compliance requirements, but difficulties may arise if such compliance was achieved using 
processes and structures that were not in keeping with peers. For example, an organisation that 
required vastly different research application forms than other hospitals might be avoided if this 
meant that research applications absorbed more time and resources than equitable applications 
elsewhere.  

Theory Mechanisms Key Drivers Outcome 

 

 

 

 

 
Figure 3: Logistics of isomorphic theory leading to legitimacy 
 

Conceptualisation of a the research governance model  

Drawing on the data from Table 1 and the connections outlined in Figure 3, the next step was to create 
a conceptual crossover of isomorphic theory and single ethical review (Figure 4) through which the 
organisation’s Board of Directors stratagem is linked to drivers of organisational legitimacy.  

Figure 4 demonstrates the isomorphic mechanics that connect corporate strategy to endorsement of 
the NMA as a legitimate outcome. Governance endorsement of legitimacy is driven by coercive 
isomorphism to achieve timeliness. Public endorsement is driven by mimetic isomorphism to address 
stakeholder perception of organisational value and capacity. Professional endorsement is driven by 
normative isomorphism to achieve perceptions of quality. However, as indicated in the model, 
hospital demographics and characteristics of the Board of Directors may also impact significantly on 
the level of endorsements.  
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Figure 4: The conceptual crossover of isomorphic theory and single ethical review 

Development of the hypotheses  

The main research question leading to the development of this model asks ‘what practices in corporate 
governance of clinical research best address the implications of the National Mutual Acceptance?’ 
which led to the development of the following hypotheses. 

 

Summary of Hypotheses 

The hypotheses developed in this study are based on the belief that the greater degree to which 
hospitals recognise research as a core activity will have a positive impact on the compliance with the 
National Mutual Acceptance. 

 

Organisational legitimacy 

Literature suggests that organisational survival depends not just on material resources and technical 
information, but also on the organisation being perceived as acceptable and credible, or in other 
words, legitimate (DiMaggio & Powell, 1983). Currently governance of research is not included in 
health service governance (Victorian Department of Health, 2008) and the degree to which public 
hospitals comply with the NMA benchmarks is not consistent (Hasthorpe, 2014). The inference is that 
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there is a variation in the perception of value of research in hospitals. Thus, we expect that the degree 
to which research is viewed as a core hospital activity is expected to provide the strongest predictor of 
NMA compliance and remain significant at all other points of measurement. 

H1(a): The extent to which research is regarded as a core hospital activity is positively associated 
with the perceived importance of formalising corporate research governance strategy  

Drawing from the above arguments, the relevance of the NMA to change in the public hospitals may 
depend on organisational characteristics. Thus we propose that dependency will be most salient for 
those metropolitan organisations with a large clinical research division. 

H1(b): The extent to which research is regarded as a core hospital activity will be moderated by 
organisational demographics, particularly geographic location and size of the research division.  

 

Organisational dependence 

Organisations depend on stakeholders to acknowledge them as more ‘meaningful, predictable, and 
trustworthy’ (Suchman, 1995, p. 575). Stakeholders proffer or withhold their support in return for the 
organisation producing an output valued by the stakeholder (goods and/or services). Hence 
organisations depend on stakeholders for survival. The key isomorphic mechanism is coercive. Within 
the context of public health, the dominant stakeholder in coercive isomorphism is generally seen as 
government but in this research context, stakeholders also include research sponsors such as 
commercial companies whose withdrawal from a site may have profound financial or clinical 
implications.  

H 2: The extent to which hospitals depend upon the NMA, is positively associated with higher level 
of coercive isomorphism 

 

Managing uncertainty  

Mimetic isomorphism is the mechanism whereby organisations model themselves on other 
organisations in order to gain legitimacy when the environment is uncertain (DiMaggio & Powell, 
1983). Such mimetic behaviour is rational because it conserves search costs to reduce the uncertainty 
being faced by the organisation (Meyer & Rowan, 1977). The nature of clinical research has become 
very complex, characterised by numerous stakeholders and increasingly involved regulatory 
requirements. Currently, compliance to the NMA cannot be enforced leading to variations in the 
subsequent behaviour.  

Hypothesis 3: The extent to which the environment is regarded as uncertain is positively associated 
with hospitals adopting similar structure and processes 

 

The impact of professionalization  

The degree to which normative isomorphism, or pressures from professionalization and formal 
training, affects organisational behaviours has been much promoted in institutional isomorphism 
theory (DiMaggio & Powell, 1983; Meyer & Rowan, 1977). Theorists argue that people from the 
same educational backgrounds will approach problems in similar ways. In other words, inter-
organisational socialization such as professional networks or inter-organisational hiring will reinforce 
norms and routines.  

Research administrators a recruited from a variety of backgrounds but traditionally there has been a 
lack of clear boundaries and role definitions (Dunscombe, 2008). Currently there is no standardised 
position description or career path, but the state government offers limited networking 
opportunities(Victorian Department of Health, 2015).  
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Hypothesis 4: The extent to which to which the field is professionalised is positively associated with 
greater isomorphism 

Conclusion  

Determining organisational behaviour in relation to the NMA is a novel area of academic pursuit. 
This paper presented a conceptual framework, based on the institutional isomorphism theory, in order 
to explain the key drivers or mechanisms behind Victorian hospitals research governance practices 
developed in relation to the NMA. Following from the crossover of the institutional isomorphism 
theory with the key terms of single ethical review presented here, it is proposed that research should 
now focus on identifying such constructs that can add to the prediction of organisational behaviour 
over and above what is already known. The present work will advance institutional isomorphism 
research by developing the theoretical perspectives to account for dynamic influences on organisation 
behaviours in the governance of research.  
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