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Abstract

Issue Addressed: While definitions of impact may vary, they often refer to the wider

benefits of research evidenced beyond academia. We evaluated case studies featur-

ing randomised trials from the 2018 Engagement and Impact Assessment to better

understand how the impacts of health research are evidenced and assessed within

Australia.

Methods: We collated and evaluated ‘high’ scoring case studies submitted by higher

education institutions with a focus on randomised trials across all areas of health

research. A qualitative coding system was used for manual content analysis to assess

the key characteristics of trials reported, subsequent impacts and the methods used

to evidence impacts.

Results: A total of 14 case studies were identified citing 35 clinical trials. The majority

of interventions were behavioural with a focus on mental, behavioural or neurodeve-

lopmental disorders. Most trials were phase III, focused on the treatment of the indi-

cation and were funded by industry. Contribution to clinical guidelines was the

highest cited research impact. While there was evidence of researchers seeking to

maximise trial impact, case studies lacked details on the role of trial participants and

other beneficiaries in generating impact.

Conclusions: The impacts of health research can be improved through a better

understanding of the priorities and agendas of funders, providing evidence of tangi-

ble impact rather than information that is contextual or predictive, and through the

early development of impact strategies involving both researchers and beneficiaries.

So What?: Large-scale impact exercises intended for a broad range of disciplines may

not be reflective of the depth and scope of health sciences research including trials.
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1 | INTRODUCTION

Excellence in Research for Australia (ERA) is a research management

initiative of the Australian Government and developed by the

Australian Research Council (ARC). ERA was first conducted in 2010,

with subsequent data collections in 2012, 2015 and 2018.1 This longi-

tudinal exercise is comprised research outputs; research income;

applied measures; and a staff census as evaluated by distinct

Research Evaluation Committees.2 The goal of ERA is to assess the

quality of research, defined by the ARC as: ‘the creation of new

knowledge and/or the use of existing knowledge in a new and crea-

tive way so as to generate new concepts, methodologies, inven-

tions and understandings’.3 Results from ERA are used to inform

government policy, assist higher education in the strategic planning

of research initiatives and provide discipline-specific analyses used

to promote the Australian research landscape both locally and

globally.1,2

With growing interest in the need to demonstrate the value of

research beyond academia, the Engagement and Impact Assessment

(EI) was introduced as a companion exercise and first implemented

alongside ERA in 2018.4 The inaugural EI was reflective of broader

economic, social and environmental outcomes discussed within

national agendas that sought to further capitalise on the publicly

funded production of knowledge.5 The impact landscape within

Australia is highly political, and the need for a robust system of

research and impact assessment permeated government discourse

from the early 2000s.6–8 While it was acknowledged that research

outcomes could be easily ‘gamed’ by publishing in quantity versus

quality, the high cost of implementing an assessment exercise and the

lack of distinct methods for impact evaluation initially deterred sys-

temic change.8,9 While ERA and the EI do not determine the allocation

of public funds for research, they are mandatory reporting exercises

as aligned with government mandates.1,2

Both the ERA and EI are not without criticism, as studies within

Australian higher education have demonstrated the negative percep-

tions of academics including issues of motivation to conduct original

research within the constraints of an assessment system, and how the

results of a national exercise impact additional external funding

opportunities.6–8 The literature surrounding health research in

Australia also reflects these narratives with a perception of limited

guidance on the monitoring and evidencing of wider research

impacts.10–12

Impacts from health research do not always follow a linear path

and assessment narratives may not be able to account for indirect or

long-term impacts of research. The study that follows aims to evaluate

key characteristics of clinical trials and subsequent impacts as

reported in EI 2018 case studies. This supplemental analysis will con-

tribute to recommended best practices for impact planning within the

lifecycle of a trial, in addition to global input and perspective as to a

body of evidence that can be used to further support the recognition

of trials research.

The key objectives were similar to other qualitative analyses of

impact case studies13:

1. Identify, quantify and explore the characteristics of trials and sub-

sequent impact claims as submitted by institutions in EI 2018 case

studies.

2. Reflect on the types of evidence and methods used to substantiate

claims of impact.

3. Critically appraise case study narratives for examples of

researchers or research users actively enhancing trial impact(s).

2 | METHODS

2.1 | Data collection

Impact case studies from EI 2018 that received a rating of ‘high’ are
publicly available and indexed on the ARC Data Portal.14 The ARC

Data Portal allows for simple search queries with limited use of addi-

tional syntax. The query ‘clinical trial’ was selected and further opti-

mised by the portal search engine. Of the 276 case studies available,

27 were returned and reviewed in full for a readily identifiable ran-

domised trial cited in the references of the associated research. Given

the limited number of case studies available on the portal, no restric-

tions were observed on the subject-based Unit of Assessment. Case

studies not featuring human trials research, citing non-randomised tri-

als, or where trials were not a focus of the narrative were excluded.

Case studies for potential inclusion were discussed among the review

group (SP, ST and KK) for additional appraisal and consensus.

2.2 | Data analysis

Content analysis was performed using a coding manual originally

developed to further explore the impacts of trials submitted for

assessment in the United Kingdom as part of the Research Excellence

Framework (REF). The original authors, Hanna et al., incorporated

methods of impact assessment for trials as described in the literature

and further sought to pre-define categories of impact for coding.13

The EI 2018 case studies follow a similar narrative presentation as the

REF to report the impacts of trials, and only minor amendments were

needed within the coding manual for the Australian context. The full

coding manual with amendments noted for the EI 2018 can be found

in Appendix S1.

The coding process was tested by three reviewers (SP, ST and

CH) on a sample of two case studies using NVivo 12.0 and yielded an

average 98.10% rate of agreement with a Kappa coefficient of .84 for

impacts evidenced.

The coding manual contains the following sections and amend-

ments from Hanna et al.13:

1. Characteristics of trials reported

Standard data capture, such as the submitting institution, Unit of

Assessment, name or acronym of trial, phase of trial, and so on, remain

unaltered per the original manual.
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Amendments to section 1 include capture of trial registry details

if available. The indication as described by the trial authors in the cor-

responding publication was also noted and aligned with the most

appropriate ICD-11 chapter and code. The type of trial was updated

to include prevention alongside treatment, diagnostic, screening and

other. The previous data capture of primary endpoints, and whether

they were met, was amended to reflect study outcomes as described

by the trial author(s) and author interpretation as either in favour or

not in favour of the intervention.

2. All categories of impact described

The category of ‘dissemination and knowledge transfer’ was

incorporated to the master list in section 2 for ease of coding as the

exemplars provided are reflective of unique impacts. During the test

coding process, it was identified by the reviewers that some case

study references are contextual and do not cite novel impact. The cat-

egory ‘contextual information’ was added to capture these details as

separate from coded impacts.

No formal sources to corroborate impact are required for EI 2018

case studies. In lieu, a singular code was selected for each unique

impact statement presented within a case study narrative. The EI case

study template also contains a section titled ‘additional impact indica-

tor information’ reserved for quantifiable variables not reported

within the narrative; if applicable, this information was coded as

appropriate. All other categories of impact remain unaltered from the

original manual.

3. Clinical guidelines cited

A pre-defined list of clinical guidelines was not identified for

section 3 given the varying scope of non-cancer indications. Clinical

guidelines were captured ad-hoc per case study from the ‘Sources to
Corroborate Impact’ list and compiled using NVivo 12.0.

4. Methods used by institutions to evidence impact

It was agreed after testing that section 4 of the coding process

would be reflective of the impacts described in section 2. The manual

was modified to reflect the methods noted during the test coding pro-

cess and updated to include ‘other qualitative methods’ to capture

any additional data.

5. Examples of researchers or research users enhancing trial impact(s)

The language used for section 5 was modified from the original

coding manual citing ‘producer push’ and ‘user pull’. The terminology

was simplified to better reflect potential examples of ‘researchers or

research users enhancing trial impacts’.13 These examples may be

contextual to the case study narrative and were coded in the ‘Sum-

mary of the Impact’ section.
The following details were additionally recorded as part of the

case study selection process for further analysis and discussion:

1. Optional Field of Research, Socio-economic Objective and Australian

and New Zealand Standard Industrial Classification codes.

2. Science and Research Priorities and associated Practical Research

Challenges.

3. Geography of impact (summarised by continent).

4. Indication of Aboriginal and Torres Strait Island content.

3 | RESULTS

3.1 | Impact case studies

Of the 276 publicly available EI 2018 impact case studies, 27 were

returned by the search. Of these results, 14 case studies met the eligi-

bility criteria. Figure 1 details the search results, including reasons for

exclusion, in a PRISMA-style diagram.

The case study Unit of Assessment and additional Field

of Research, Socio-economic Objective and Australian and New Zealand

Standard Industrial Classification codes are reported in Table 1 alongside

submitting institution and geographical impact details.

Impact case studies are also reflective of the Science and

Research Priorities and associated Practical Research Challenges as

defined by the Australian Government. One or more Practical

Research Challenge may be identified per case study if applicable, as

presented in Table 2.

Submitting institutions were also given the opportunity to ‘iden-
tify impact studies where the impact, associated research and/or

approach to impact relates to Aboriginal and Torres Strait Island peo-

ples, nations, communities, language, place, culture and knowledges

and/or is undertaken with Aboriginal and Torres Strait Island peoples,

nations and/or communities’.15 Only one case study for inclusion sub-

mitted by La Trobe University identified with a narrative relevant to

Aboriginal and Torres Strait Island content.15

F IGURE 1 Case study selection.
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3.2 | Characteristics of trials identified

A total of 35 randomised trials were identified across the 14 included

case studies. The number of trials cited per case study ranged from

1 to 7. All trial citations were unique, as there was no overlap in

reported trials between case studies. The key characteristics of the

trials identified are summarised in Table 3. The majority of trials

(23/35, 66%) focused on treatment. Thirteen citations (37%) clearly

noted a trial registry identifier such as the Australian New Zealand

Clinical Trials Registry (ANZCTR; Aus/NZ); an International Standard

Randomised Controlled Trial Number (ISRCTN; UK); or National

Clinical Trial number (NCT; USA). Of these, seven citations identified

the phase of trial, with the majority (6/7, 86%) reporting phase III

development.

The trial indication, as described by the authors, was mapped to

the best fit ICD-11 chapter and code. Mental, behavioural, or neurode-

velopmental disorders accounted for 34% (12/35) of all trials observed

and were reflective of indications such as depression and anxiety, abu-

sive drug-related behaviours, and other mental wellbeing and socially

acceptable conducts. This aligns with behavioural interventions as the

primary intervention type (15/35, 43%), followed by lifestyle interven-

tions (7/35, 20%). There was little duplication in source of publication,

with only four journals exhibiting multiple citations.

As shown in Table 4, trial funding was not disclosed in 20%

(7/35) of publications. Industry as a standalone funder was

reported in 15% (5/35) of trials and in combination with other

funding agencies in an additional 9% (3/35), accounting for a 24%

TABLE 1 Key characteristics of included case studies.

Case studies (n = 14) Number

Percentagea

(%)

Unit of Assessment

Medical and Health Sciences (UoA11) 12 86

Psychology and Cognitive Sciences

(UoA17)

2 14

Field of Research Codes (one or more)

03—Chemical Sciences 1 7

06—Biological Sciences 2 14

11—Medical and Health Sciences 2 14

17—Psychology and Cognitive

Sciences

1 7

06—Biological Sciences 1 7

17—Psychology and Cognitive

Sciences

Not applicable 7 50

Socio-economic Objective Codes (one or more)

92—Health 10 71

95—Cultural Understanding 1 7

92—Health 2 14

93—Education and Training

92—Health 1 7

97—Expanding Knowledge

Australian and New Zealand Standard Industrial Classification Codes

(one or more)

69—Professional, Scientific and

Technical Services (Except

Computer System Design and

Related Services)

1 7

84—Hospitals 2 14

85—Medical and Other Health Care

Services

4 29

87—Social Assistance Services 1 7

69—Professional, Scientific and

Technical Services (Except

Computer System Design and

Related Services)
1 7

84—Hospitals

85—Medical and Other Health Care

Services

84—Hospitals
4 29

85—Medical and Other Health Care

Services

84—Hospitals

1 785—Medical and Other Health Care

Services

86—Residential Care Services

Submitting institutions

Australian Catholic University 1 7

Curtin University 1 7

Flinders University 1 7

(Continues)

TABLE 1 (Continued)

Case studies (n = 14) Number

Percentagea

(%)

Griffith University 1 7

La Trobe University 2 14

Monash University 1 7

Murdoch University 1 7

The Australian National University 1 7

The University of Melbourne 1 7

The University of New South Wales 1 7

The University of Queensland 1 7

The University of Sydney 1 7

University of Tasmania 1 7

Geography of impact across all case studies (n = 45)

Africa 3 7

Asia 8 18

Europe 9 20

North America 9 20

Oceania 13 29

South America 3 7

aMay not equal 100% due to rounding.
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share of all citations. Research councils and other forms of govern-

ment funding, including health departments and government-

funded allied health services, were equally observed at 11% (4/35)

sole funding respectively.

3.3 | Categories of trial impact

The categories of impact as noted in the coding manual and the fre-

quency with which they appear are summarised in Table 5. Each top-

level heading represents an aggregate of all specific sub-category

data. A singular code was selected for each unique impact statement

presented within the case study narrative. A total of 153 impacts

were recorded across the 14 case studies.

The distribution of impacts varies between 10% and 18% across

each top-level heading with the 1% outlier exception of section 8.

Social and cultural. Both section 3. Capacity building for future research

and section 4. Policy and guidelines equally accounted for 18% of the

total impacts observed. The most coded impact was 4.3. Clinical trial

contributed to clinical guidelines, appearing in 22 instances across the

TABLE 2 Science and Research Priorities and associated Practical
Research Challenges reported in case studies.

Science and Research Priorities

(case studies, n = 14) Number

Percentagea

(%)

Science and Research Priority

Health 13 93

Not applicable 1 7

Practical Research Challenge

Better models of health care and

services that improve outcomes,

reduce disparities for disadvantaged

and vulnerable groups, increase

efficiency and provide great value

for a given expenditure

8 57%

Improved prediction, identification,

tracking, prevention and

management of emerging local and

regional health threats

1 7

Better models of health care and

services that improve outcomes,

reduce disparities for disadvantaged

and vulnerable groups, increase

efficiency and provide great value

for a given expenditure
3 21

Improved prediction, identification,

tracking, prevention and

management of emerging local and

regional health threats

Better models of health care and

services that improve outcomes,

reduce disparities for disadvantaged

and vulnerable groups, increase

efficiency and provide great value

for a given expenditure

1 7
Improved prediction, identification,

tracking, prevention and

management of emerging local and

regional health threats

Effective technologies for individuals

to manage their own health care, for

example, using mobile apps, remote

monitoring and online access to

therapies

Not applicable 1 7

aMay not equal 100% due to rounding.

TABLE 3 Characteristics of trials identified.

Trial citations in references (n = 35) Number

Percentagea

(%)

Trial focus

Treatment 23 66

Prevention 11 31

Screening 1 3

Number of published trials with registry

identified included (n = 13)

13 37

Number of published trials stating the phase of trial (n = 7)

Phase III 6 86

Phase IV 1 14

Disease area of cited trials (ICD-11)

Certain infectious or parasitic diseases 3 9

Neoplasms 1 3

Mental, behavioural or

neurodevelopmental disorders

12 34

Diseases of the nervous system 2 6

Diseases of the digestive system 7 20

Pregnancy, childbirth or the

puerperium

1 3

Injury, poisoning or certain other

consequences of external causes

5 14

External causes of morbidity or

mortality

1 3

Factors influencing health status or

contact with health services

3 9

Intervention type

Pharmaceutical (drug) 6 17

Behavioural 15 43

Behavioural + other intervention 1 3

Surgical 5 14

Lifestyle 7 20

Dietary 1 3

Journals of trial publication (number of citations, >1) (n = 26)

Caries Research 3 12

Journal of Consulting and Clinical

Psychology

2 8

The Lancet 3 12

The New England Journal of Medicine 5 19

aMay not equal 100% due to rounding.
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14 case studies. There was no overlap in clinical guidelines cited by

case studies with 19 unique publications observed.

The section ‘additional impact indicator information’ was pro-

vided for only one case study.16 This additional contextual informa-

tion is to be supplied for quantifiable indicators not mentioned within

the main study narrative. Exemplars listed on the EI case study tem-

plate include return on investment, jobs created and improvement in

quality-of-life years. For this singular study, 71 newspaper/magazine

articles mentioned the trial and its key intervention between 2011

and 2016.16 This detail was coded under both the impact and method

of alternative metrics.

3.4 | Methods used by institutions to evidence
impact

Methods used by institutions to evidence impact were observed as per

the coding manual in a total of 91 instances. The top three methods used

by institutions to evidence trial impacts included: policy citations (clinical

guidelines, 18 instances), other qualitative methods (16 instances) and

alternative metrics (14 instances). Examples of other qualitative methods

included surveys, interviews and additional thematic analyses. Alternative

metrics were reflective of indicators such as engagement with web pages

and apps, digital training resources, and other forms of media production

including video and podcasts. Some impacts and methods are not

mutually exclusive within a case study such as the use of clinical guide-

lines, economic strategies (including modelling) and traditional biblio-

metrics of publications and subsequent citations.

3.5 | Examples of researchers or research users
enhancing trial impact(s)

A total of 17 instances of researchers enhancing trial impact were

observed with the most frequent being active links with industry as

relevant to the trial (8/17). The development and delivery of training

packages to encourage implementation of trial results were further

observed in 5/17 instances. There were no instances recorded of

research users (i.e., patients) enhancing trial impact.

4 | DISCUSSION

While the EI template advises submitting institutions to signpost

appropriate evidence directly within the narrative ‘such as cost–bene-

fit-analysis, quantity of those affected, reported benefits, etc.’ no for-

mal citations are required.15 This text is vague at best and creates a

good faith system that impact claims within EI case studies that have

been realised in practice versus aspiration. The EI 2018 impact rating

scale may offer some further insight to the quality of impacts.

Those rated ‘high’ were deemed by a panel of experts to have

made a ‘highly significant contribution beyond academia’ where a

clear link between the research and the impact was demon-

strated.17 A total of 42 Australian institutions participated in ERA

and the EI in 2018.2 Only 13 institutions were observed for this

analysis as scoring ‘high’ in the production of impact related to one

or more randomised trials. Further public transparency and accessi-

bility to ‘medium’ and ‘low’ rated case studies may additionally

bolster the comparative quality of impact claims.

As with any narrative exercise, the structure and flow of the

14 case studies selected for inclusion varied in their written accessibil-

ity and subsequent ease of coding. For example, a case study submit-

ted by the University of Sydney focused on the prevention and

treatment of liver disease employed clear sub-headings to denote the

impacts of trials research within a larger workplan of other impact ini-

tiatives.18 In contrast, a case study submitted by the University of New

South Wales describing advances in the treatment of Hepatitis C utilised

unstructured block text that proved challenging to clearly delineate

impact claims.19 Best practices for the coding of qualitative data suggest

pragmatism as defined by the study objectives and methodological con-

straints.20,21 The detailed examples provided by the coding manual still

proved effective regardless of narrative presentation.

The EI impact case studies also provide additional data for consid-

eration including optional Field of Research, Socio-economic

Objective and Australian and New Zealand Standard Industrial Classi-

fication codes. These systems of coding are uniformly used across

Australia and New Zealand, and are intended to further contextualise

research and experimental development so that is it ‘useful to

TABLE 4 Details of trial funders as cited in publications.

Trial funders as cited in

publications (n = 35) Number

Percentagea

(%)

Charity 1 3

Industry 5 14

Other government funder 4 11

Research council 4 11

University/academic 2 6

Other 1 3

Unknownb 7 20

Charity + university/academic 1 3

Charity + industry 1 3

Charity + industry + other government

funder

1 3

Industry + research council 2 6

Research council + industry 1 3

Research council + other government

funder

1 3

Research council + charity + other

government funder

2 6

Research council + charity + university/

academic

1 3

Research council + other government

funder + university/academic

1 3

aMay not equal 100% due to rounding.
bNot stated on trial publication
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governments, educational institutions, international organisation, scien-

tific, professional or business organisations, business entries, community

groups and private individuals’.22 The Field of Research code is represen-

tative of the methodology used in research and development, while the

Socio-economic objective code further reflects the intended purpose or

outcome of the research.22 For the EI exercise, Unit of Assessment head-

ings are also aligned with Field of Research coding. The most used Field

of Research code in this analysis was 11—Medical and Health Sciences,

cited 14 times as either a primary or secondary code. The Socio-

economic Objective code 92—Health was cited 14 times, either alone or

in combination. Australian and New Zealand Standard Industrial Classifi-

cation codes reflect the intended industry of the research with 85—

Medical and Other Health Care Services cited 10 times cumulatively.22

There are also nine Science and Research Priorities and associated

Practical Research Challenge areas identified within EI impact case

studies which ‘aim to guide investment and activity in areas where the

Government considers Australia must maintain a strong research and

innovation capability’.23 The priority area of ‘health’ was identified for

13 out of 14 case studies. The further challenge area of ‘better models

of health care and services that improve outcomes, reduce disparities for

disadvantaged and vulnerable groups, increase efficiency and provide great

value for a given expenditure’ was cited in a cumulative 12 instances.

The inclusion of these additional data points was intended to reflect

the return on public investment as it relates to ‘research that addresses

the most immediate problems facing Australia’.24

Only one study identified impacts associated with Aboriginal and

Torres Strait Island content.15 Submitted by La Trobe University, the

COSMOS trial compared standard maternity care with one-to-one

midwifery support and the subsequent proportion of positive birth

TABLE 5 Categories of impact and frequency identified.

Total number of impacts coded (n = 153) Codes

% of

impacta

1. Dissemination and Knowledge Transfer 24 16

1.1 Publications describing direct research

results by the researchers

2 1

1.2 Citation of the trial publications 7 5

1.3 Other methods of dissemination 15 10

2. New knowledge and immediate research

outputs

15 10

2.1 New knowledge generated directly from

clinical trial

15 10

2.2 New knowledge from clinical trial has

contributed to a secondary analysis, for

example, systematic review or meta-

analysis

0 0

3. Capacity building for future research 28 18

3.1 Clinical trial has contributed to the

development (or intentional ceasing of the

development) of further research, clinical

trials and researchers

13 8

3.2 Clinical trial has led to collaboration and/

or data sharing

10 7

3.3 Clinical trial has led to training of future

clinicians and researchers

3 2

3.4 Clinical trial has led to innovation and

novel infrastructure

2 1

4. Policy and guidelines 28 18

4.1 Clinical trial has influence policy agenda

setting

5 3

4.2 Clinical trial has led to a treatment

approval(s)

0 0

4.3 Clinical trial contributed to clinical

guidelines

22 14

4.4 Clinical trial contributed to other public

policy

1 1

4.5 Clinical trial has provided justification of

the implementation of existing policy

0 0

5. Health sector 24 16

5.1 Clinical trial has influenced/benefitted

health-service delivery

17 11

5.2 Clinical trial has changed clinical practice

and actual clinical practice has been

evaluated

3 2

5.3 Clinical trial has changed clinical practice

and potential or estimated clinical practice

has been evaluated

4 3

6. Improved health for patients 16 11

6.1 Clinical trial has contributed to improved

health for patients (other than those in the

trial) and actual health changes have been

evaluated

8 5

6.2 Clinical trial has contributed to improved

health for patients (other than those in the

trial) and health changes have been

estimated

8 5

(Continues)

TABLE 5 (Continued)

Total number of impacts coded (n = 153) Codes

% of

impacta

7. Economic 16 11

7.1 Clinical trial has led to direct cost savings

for the health service

6 4

7.2 Clinical trial has shown that a diagnostic

or management strategy is cost effective

6 4

7.3 Clinical trial has led to measured or

estimated benefits for the macro economy

4 3

7.4 Clinical trial has led to measured or

estimated benefits to the macro economy

from a healthy workforce

0 0

7.5 Measure of the intrinsic value to society

of health gain from implementation of the

research

0 0

7.6 Any economic evaluation that considers

the cost of conducting the trial in the

evaluation (cost/benefit analysis)

0 0

8. Social and cultural 2 1

8.1 Health knowledge, attitudes and

behaviour of the public

2 1

8.2 Improved equity, inclusion, cohesion,

human rights and social welfare

0 0

aMay not equal 100% due to rounding.
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outcomes, including reduced need for caesarean sections and number

of babies requiring admission to special care. Building on this land-

mark study, the project team were able to secure an additional 1.5

million AUD to implement midwifery support for Aboriginal and

Torres Strait Islander women across four maternity services in the

state of Victoria.15 In 2016, 3.3% of the total Australian population

(approximately 798 400) were estimated to identify as Aboriginal and

Torres Strait Island people.25

Differing Indigenous cultures are under-served across global trials

research including those in Australia, Canada, New Zealand, and the

United States.26–28 A 2021 review focused on Indigenous Australians

from 2008 to 2018 found that ‘relative to population size and burden

of disease, the number of trials focusing on indigenous health is

low’.29 Framing impact as specific to indigeneity is a much-needed

measure of progress in continuing to address and evaluate how trials

research can better support historically excluded groups. This also

contributes to narratives of culturally appropriate and inclusive

research, although further study in this area is needed to fully realise

and enable the wide impacts of trials by globally diverse

populations.30

Of the 13 publications that listed a clinical trial registry identifier,

5 (38%) referenced the Australian New Zealand Clinical Trials Registry

(ANZCTR). ANZCTR was established in 2005 and is one of 17 Primary

Registries in the World Health Organization Registry Network, mean-

ing it ‘fulfils certain criteria for content, quality and validity, accessibil-

ity, unique identification, technical capacity and administration’.31 It

accepts all manner of trials for both prospective and retrospective

registration. Trial registries fulfil an ethical obligation to participants

and wider academic communities, in addition to reducing publication

bias.32–34 However, the use of ANZCTR is voluntary and a 2018 study

of the platform found that compliance with prospective registration

was suboptimal unless required by stakeholder ethical approvals.35 A

previous review of the cancer trial landscape in Australia suggested

that registries could also be used to guide future research by identify-

ing gaps in current trial activity compared to the known burden of

disease.36

Impacts of trials research featured in case studies were largely

reported as global in scale. Only 3 of 14 case studies reflected

impact solely in Australia (excluding New Zealand) with the remain-

ing narratives spanning five additional continents and a veritable

mix of countries. While not captured in any depth by this analysis,

these statements of global impact may allude to the growing

emphasis on worldwide partnerships within trials research.30,37–39

In addition to reducing disease burden, global collaboration can fur-

ther impact agendas of ‘sustainable and culturally appropriate

research environments’.30 As the COVID-19 pandemic has illus-

trated, the capacity to better represent under-served populations

requires unified global efforts within trials research including

agreed upon best practice methodologies and equitable allocation

of resources.40,41

There was a lack of transparency in funding details provided

within trial publications. Of the 35 trials represented, 7 (20%) did not

explicitly state where trial funding had been sourced. For example,

one trial reported by the University of Melbourne featured fortified

milk as a dietary intervention for the treatment of enamel subsurface

lesions.42 While no funding disclosures were stated on the trial publi-

cation, it was observed that 7 of the 10 authors were from the Centre

for Oral Health Science at the University of Melbourne, and the addi-

tional 3 authors were from the Meiji Dairies Corporation of Japan.42

This raises questions as to the role of a dairy company in a milk trial,

and the potential financial gain to be realised if the trial proved

favourable. While collaboration with industry is essential for the

advancement of knowledge, a lack of disclosure is a well-observed

phenomenon within trials reporting.43–45 This in turn can ‘distort the
medical literature and undermine clinical trial research by obscuring

information relevant to patients and physicians’.44

The EI case study narratives overall did not refer to or make blan-

ket statements regarding the public, as opposed to the health service

or a specific patient population. Section 8. Social and cultural was the

1% outlier with two impact claims related to health knowledge, atti-

tudes, and behaviours of the public. One case study coded to this

heading details the public uptake of MoodGYM, an interactive self-

help program that provides cognitive behaviour therapy training to

support mental well-being.16 After publication of the MoodGYM trial

efficacy results, the platform was funded by the Australian Depart-

ment of Health for widespread delivery to the national public.16 As a

result, the case study claims both an increased awareness of mental

well-being among the general population and the potential for reduc-

tion in health-risk behaviours associated with depression and anxiety

regardless of formal diagnoses.16

Notably absent from the coding exercise were instances of

research users (i.e., patients, carers and service users) enhancing trial

impact. The success of a trial is not exclusively tied to the researcher,

as the role of users in generating impact has been previously

explored and is reflected within the coding manual. Examples include

user/research collaboration to further develop trial research, lobby-

ing for treatment access and discussion of trial research in public

forums (see Appendix S1). Engagement with research users can be

prohibited ‘by lack of access to academic journals, lack of time to

read long complex research papers and lack of opportunities to inter-

act directly with the researchers’.46 Advances in widespread commu-

nication, such as social media, may improve impact outcomes in

future as new means of connection and community building are

observed. The overarching engagement narrative required of each

institutional Unit of Assessment may also contribute to the lack of

identifiable instances of either researchers or users enhancing trial

impacts.

The Australian EI presents unique considerations for trialists,

health researchers, academic units and funders alike:

Evaluating the impact of trials

• Trial stakeholders (trialists, academic units, funders, etc.) should

seek to educate themselves as to the importance of inclusion of

under-served populations within trials research and how impact

can and should be routinely evidenced and adopted within diverse

cultural traditions.
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• A clear system of impact record-keeping established at the outset

of a trial process can provide robust evidence of impact that is

measurable and not aspirational.

Communicating the impact of trials

• The use of clinical trial registries for both transparency in practice

and to avoid publication bias can be further enhanced when com-

munication of trial outputs is required as a formal matter of ethical

due diligence.

Maximising the impacts of trials research

• The global trial landscape is rapidly evolving, and collaboration to

further enhance trial impacts should be considered through inter-

national clinical trial networks and other data-sharing initiatives.

• The role of research users and the methods by which engagement

is observed between researcher and user should be further

explored to further maximise novel research impacts that can only

be understood through lived experience.

The analysis of EI case studies was not without limitations. The pool

of publicly available ‘high’ scoring case studies is small in comparison to

jurisdictions such as the United Kingdom, where all impact narratives have

been made freely available. As a result, only a narrow array of indications

and disease areas have been presented. Full transparency through the

public release of both ‘low’ and ‘medium’ scoring studies would provide a

more in-depth analysis of Australian-based trial characteristics, impacts

claimed, andmethods used to evidence such impacts.

5 | CONCLUSIONS

The coding manual and methodology proved robust and encompass-

ing when applied to trials research within EI 2018 case studies. The

data analysis was further improved with the capture of additional

information unique to the EI exercise, such as global impact context

and relevancy to indigenous populations. The findings of this study

further support and contribute to additional discourse as to the need

for transparency within stakeholder processes, considerations of

impact at the outset of a trial, and the adoption of impact strategies

that reflect tangible evidence for wider dissemination. The impact

landscape in Australia is not yet clearly defined, and such recommen-

dations will be integral to the development of assessments that are fit

for purpose within the health sciences and wider trials research.
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