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In this presentation I explore the areas of monitoring and administrative oversight during a project’s lifespan in reference to the National Statement on Ethical Conduct in Human Research and practices here and overseas. I review current trends and discuss some potential, future challenges to human ethics committees and administrators.
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Definitions:

o ‘Keeping Track’ includes

» Monitoring: routine for all
projects on a regular
basis

> Auditing: randomly for set _
percentage + at time of
suspicion
 Embedded within the
Institutional Framework

Ethics processes
only, not governance
In general (finance,
audit, personnel etc.)

Overall purpose: risk
management
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For the purpose of this presentation ‘keeping track’ includes both monitoring and auditing of human research projects as approved by institutional HRECs.

These review processes should be embedded within the institutional framework, i.e., in policies, procedures and guidelines. In this presentation reference is restricted to ethics approval, not overall research governance.

The overall purpose of review activities is to manage risks, i.e., the occurrence of adverse events.

I will not cover monitoring of research overseas which was the topic of a recent presentation by Matthew Sammels and Vivian Moyle (NHMRC) (‘Real World Ethics: Application of the National Statement to Human Research Overseas’; Procedures of the 2010 Annual Conference of the Australasian Research Management Society, p.55).



National Statement:

* ‘Monitoring’: ensuring
that research conforms
to the approved proposal

o ‘...all of its approved
research i1s monitored’

e Degree and frequency
determined by degree of
risk to research
participant
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The National Statement on Ethical Conduct in Human Research contains some prominent references to monitoring and how the term should be adopted by institutions. 

For example, it is expected that institutions conduct monitoring to ensure that research conforms to the approved ethics proposal and that all of its approved (human sic) research is monitored.

The National Statement does recognise the relationship between risk and monitoring in that the degree and frequency of monitoring should be determined by the degree of risk to research participants.



National Statement (cont.):

° ReSpOﬂSIbIIItleS for (Fj%-ll-_i:l}:-_k,:\,[p!](_:_i}jszMGNHUH”\.(J APPROVED
Monitoring’:
> Institutions (and research B

sponsors): via research
governance procedures

» HRECSs: via working
procedures

GUIDELINES

» Researchers: via on-
ground role
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Monitoring of approved research is specifically dealt with in Chapter 5.5 of the National Statement.

In this chapter it is made clear that the responsibility for monitoring encompasses all levels of institutional  governance, including the institution (read senior management) as well as the appointed human ethics review committee(s) and researchers themselves.

The reference to research sponsors refers to additional items in Chapter 3.3 related to clinical trials.


National Statement (cont.):

 Mechanisms for
‘Monitoring’:
» Reports from researchers

» Reports from independent
agencies

» Review of adverse event
reports

» Random inspections
» Interviews with participants
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The National Statement describes some mechanisms for monitoring research, including reports from researchers and independent agencies, reviews, inspections and participant interviews.

I was interested in the prevalence of use of these mechanisms to monitor human research at Australian universities and medical institutes.


B2

Questionnaire:

Survey of Active
Project Review
Methods
currently used in
AUS

e Sentto ARMS

Ethics and
Research
Integrity SIG
members

Active Project Review Methods

Review Method

In Place (yes/no)

Comments

Annual progress report
Final report

Internal audit (regular)
Internal audit (random)
External audit (regular)
External audit (random)
Site visits

Participant interviews
At time of Complaint
At time of Modification

Others:
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I conducted a brief survey among the Australasian Research Management Society Ethics and Research Integrity Special Interest Group members on the mechanisms that are currently in place at universities and medical institutes across the country, including reporting to HRECs, internal and external project audits, site visits, participant interviews, and project reviews at the time of complaint or request for modification to an approved proposal.


Survey Results:

Active Project Review Methods

Annual Progress Report
Final Report
At Time of Complaint

At Time of Modification
Internal Audit (regular)
Internal Audit (random)
External Audit (regular)
External Audit (random) MSHISASNS SHINeYeo

Site Visits _ 13 Universities
3 Medical Facility
0 2

ParticipantInterviews

Other
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Surveys were returned by 16 institutions, including 13 universities and 3 medical institutes.

The results show that annual and final reporting is consistently used as a monitoring tool, followed by reviews at the time of complaints and requests for modification.


Current Developments in Australia:
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The Harmonisation of Multi-centre Ethical Review (HoMER) initiative by NHMRC and State government initiatives in Victoria, New South Wales and Queensland deal with collaborations among institutions and HRECs.

A number of support documents are in draft or already available which include reference to monitoring, in particular as part of an institution’s overarching research governance. The Victorian ‘Toolkit’, for example, lists that audits of randomly selected studies should be done by an institution’s ‘Research Governance Unit’ and reports tabled at HREC meetings.

It is becoming clear that processes for monitoring  need to be planned systematically for such large-scale collaborations to succeed and that they require a close liaison between areas within institutions that have previously (or are currently) worked independent from each other.


Developments in North America:

 Research governance ¢ OHRP monitors US-

frameworks are sponsored research
strategic investments overseas
for institution » Canada: monitoring

» Audit processes well- should be considered
defined at US as a preventative
universities and strategy

medical institutes

b0l HM“‘S"T
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In April, I attended the joint U.S. Health Care Compliance Association ‘Research Compliance Conference’ and Society of Corporate Compliance and Ethics ‘Conference for Effective Compliance Systems in Higher Education’. The conference focused on research compliance and governance within both university and medical / clinical trial environments in the US where research governance frameworks, including audit processes, are well-defined.

The value of reliable research governance frameworks was emphasised repeatedly throughout the conference, and human ethics sits within this framework. One presentation was given by the Deputy Director of the Office of Human Research Protection (OHRP) on audit processes of US-sponsored research overseas, including Australian institutions.

The Expert Panel on Research Integrity (Canada) recently released ‘Honesty, Accountability and Trust: Fostering Research Integrity in Canada’ discussing a comprehensive approach to research integrity, including human ethics. The document discusses the concepts of promotion, prevention and sanction, concluding that monitoring should be considered a preventative strategy to preserve research funding and public standing of institutions and resourced accordingly.


Other Developments Overseas:

e Second World  ESF developed the
Congress on ‘European Code of
Research Integrity Conduct for Research
neld in Singapore Integrity’

* Increasing ties with » Abuse of research

subjects [sic] defined as
research misconduct

Universities and
Institutions In Africa
and Asia |

. ND {a
o Aieanc ISP
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At the Second World Congress on Research Integrity attention also focused on the importance of training on research integrity and on the investigation of misconduct. There was a strong representation from African and Asian universities with a keen interest on developing their own research governance frameworks.

The European Science Foundation has developed the ‘European Code of Conduct for Research Integrity’ to complement existing codes of ethics. The Code includes the statement that ‘Protocols that govern research into human subjects must not be violated’. Abuse of research subjects is clearly defined as research misconduct. As with our Australian Code for the Responsible Conduct of Research this signals that HRECs need to communicate with institutional compliance officers on actions should possible misconduct be detected  during monitoring.
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Challenges in the Near Future:

8  PARTICIPANT DETAILS

- L
Y (If your project involves human participants, complete this question. If your project
SS I g n I n g e rO e O involves use of data banks only, proceed to Question 9, or if your project involves use

of existing human tissue/fluid samples only proceed to Question 14)

- - {a) Number of Participants: Males: 2550 Females: 100200 Total: 125250
I I l O n Ito rl n g If a gender imbalance in the number of participants is apparent, please explain
why.

. Women are about twice as likelv as men in the United States to be diagnosed and
(] Ke e D I n t raC k Of treated for depression. About 20-23% of women and 12% of men will

experience a serious bout of depression at least one time in their lifetimes.
| {b) Age Range: 181245

modifications el

[1 No

« Evaluating % it

Depression is a listed mental disorder which includes altered mood; it mayv occur

dailv associated with diminished interest or pleasure in most or all of the

Ll o I i . . . N .
activities. Depression is considered to be a disorder. This is because it involves
e e C Ive n e S S everything in the patient’s body, mood and thoughts.
{d) Arethere any criteria that will determine whether participants are included or
excluded from the research?

e Securing the 0w

[x] Yes(provide details of allinclusion and exclusion criteria and explain why
each criterion isimportant to the purpose of the research)

re S O u rC e S Research participants must falbwathintha spacifiad agarangaand-have no other serous

health issues.

thiians
(e) Recruitment Method

Please state how names and contact details of potential participants will be
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Monitoring requires a skills set that may need to be built into the role of qualified personnel to conduct and evaluate the monitoring, or at least provide advise HRECs and their administrators. Unless, of course, the skills set becomes part of the role of HREC administrators.

Electronic processes for proposals now allow modifications to be embedded into research projects so that a current version is available at all times to assist both researchers and those tasked with monitoring. For example, HRECs can be presented with proposed modifications to research proposals embedded in the form of tracked changes.

Methods of monitoring should ideally be evaluated scientifically to promote their uptake and to assess their effectiveness in risk management. A method defined by research is likely to appeal to researchers because they understand the path by which it was created.

As a result it will be easier to attract resourcing which is becoming a significant issue as we move towards governance frameworks.


Thank You.
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