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BRIEFING

Clinical Trials and ACC Cover

Date: 7 August 2015 Priority: Low
Security In Confidence Tracking 0424 15-16
classification: number:

Action sought

Action sought Deadline
Hon Nikki Kaye Agree not to pursue changes to n/a
Minister for ACC extend ACC cover to industry-

sponsored clinical trials at this time.

Sign the attached letter to Hon Peter
Dunne, Associate Minister of Health.

Contact for telephone discussion (if required)

Name Position Telephone 1st contact 5
Manager, Accident N 1
Kathryn Maclver Comperisation Policy [04 901 3971] ;
Policy Director, Labour s 9(2)a 7
Ruth lsase and Immigration Policy D ShBa0g: ]
The following departments/agencies have been consulted A
] Treasury - |.[-JMoJ CINZTE C1mMSD [1TEC [] MoE ’
] MFAT I MPI LI mfe DA O TPK ] MoH
Other: ACC
Minister’s office to complete: ] Approved [] Declined
[] Noted [C] Needs change
[] Seen [] Overtaken by Events
[] See Minister's Notes ] Withdrawn

Comments:
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BRIEFING

Clinical Trials and ACC Cover

Date: 7 August 2015 Priority: Low
Security In Confidence Tracking 0424 15-16
classification: number:

Purpose

This briefing provides advice on clinical trials and ACC cover.

Recommended action

The Ministry of Business, Innovation and Employment recommends that you:

a Agree that extending ACC cover to industry-sponsored clinical trials. is not currently a

priority.

Agree / Disagree

b Sign the attached letter to Hon Peter Dunne, Associate Minister of Health, advising him that
you support the current statutory framework for ACC cover in relation to-clinical trials.

//ﬂj/}" //1.44/

Kathryn Maclver
Manager; Accident Compensation Policy
Labour and Immigration Policy, MBIE

BRIEFING: 0424 15-16

Hon Nikki Kaye
Minister for ACC

Agree / Disagree

In Confidence 1
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Action required by: routine Fer numbef: AD20-69-1

Hon Peter Dunne (Associate Minister of Health)

National Ethics Advisory Committee (NEAC) advice on compensation
for treatment injury in clinical trials

Executive summary

i, The National Ethics Advisory Committee (NEAC) is an independent advisor to the Minister of
Health on ethical issues of national significance in the health and disability sector.

i. NEAC has recently been made aware of two cases where participants in clinical trials have
not yet received compensation for treatment injury that occurred in 2012. There is a risk that,
if the public becomes aware of the difficulties faced by these participants, it could affect future
participation in, and conduct of, clinical trials in New Zealand.

ii. These cases suggest that some companies conducting clinical trials in New Zealand may be
failing to comply with NEAC's and Medicines New Zealand's guidance to provide
compensation cover for study participants to at least Accident Compensation Corporation
(ACC) equivalent standard, and to do so in an expeditious manner.

iv. NEAC has previously recommended, and continues to support, a review of the current
statutory exclusion of participants in industry-sponsored clinical trials from ACC
compensation for treatment injury, with a view to securing at least ACC-equivalent cover for
all injured clinical trial participants. This would provide affected participants with prompt
access to treatment, rehabilitation and, where appropriate, financial compensation to cover,
for example, loss of earnings.

v. We are aware that the Ministry of Business, Innovation and Employment is undertaking work
on possible amendments to the Accident Compensation Act 2001. It would be appropriate to
consider the issues NEAC raises in this report as part of that work.

NEAC recommends that you:

a) ~ Agree to provide a copy of this report to Hon Nikki Kaye, Minister for ACC. Yes/ yé
" / é‘ N /}‘ ‘7'/:,";,_ HIOH) Q\ M@ S

Victoria Hinson MiniSter’s Signature:

Chair

National Ethics Advisory Committee Date: A& *111Q14

NEAC Contacts: B -
Victoria Hinson | Beverley Braybrook

Chair, NEAC N NEAC Secretariat contact gt
Phone: s 9(2)(a) e e e PM.__. s 9(2)(a) [
Cellphone: | Cellphone: D= =
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Medicines New Zealand' made a matching improvement to its own guidance, noting that
compensation should be no less than would be awarded for similar injuries by New
Zealand's accident compensation scheme (Researched Medicines Industry Guidelines on
Clinical Trials Compensation for Injury Resulting from Participation in an Industry-
Sponsored Clinical Trial, 2008, paragraph 4.1).

NEAC’s advice to researchers on providing at least ACC-equivalent cover for clinical trial
participants will be revisited in 2015 as part of its review of Ethical Guidelines for
Intervention Studies.

Previous NEAC recommendation to review current statutory exclusion

10.

i

In 2010, NEAC provided advice to the then Minister of Health recommending a review of
the current statutory exclusions of participants in industry-sponsored clinical trials from
ACC compensation for treatment injury. This recommendation was part of NEAC’s advice
in response to the Health Select Committee’s inquiry into improving New Zealand's
environment to support innovation through clinical trials.

A copy of NEAC's original advice is appended (paragraphs 46 — 57 contain the advice on
compensation for treatment injury).

Advice

12.

13.

14.

15.

While NEAC's and Medicines New Zealand's guidance clearly state a requirement of at
least ACC-equivalent cover, the recent experience of two participants, which have been
brought to the attention of NEAC, would suggest that this expectation is not being met.
NEAC understands that the Ministry of Health has advised you on the details of these
cases and so we only briefly outline the cases here.

The first case involves a male participant who took part in a trial for gout medicine in 2012.
5}23 re)syt of the trial treatment he suffered severe S 9(2)(@)

N\ A \% following the incident and
to date has not received compensation.

The second case. which also took place in 2012, involves a male participant who took part

%%@@Mdministered by the S 9(2)(@)
Currently, there is the possibility of mediation with the clinical trial company by the ena ot

year to reach an agreement about compensation but, at the time of writing, no date has
been set.

NEAGC notes that these two cases suggest a failure to meet Medicines New Zealand's
expectation of a ‘simple and expeditious procedure’ in relation to the provision of
compensation for injury caused by participation in clinical trials.? This delay in the provision
of compensation means that these individuals have not been supported to access

' Medicines New Zealand is the industry association representing companies engaged in research,
development, manufacture and marketing of prescription medicines.

2 ps noted in the preamble of the Researched Medicines Industry Guidelines on Clinical Trials
Compensation for Injury Resulting from Participation in an Industry-Sponsored Clinical Trial (2008).
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Benefit to New Zealand patients through clinical trials

Benefit to New Zealand patients through clinical trials
41. This section covers:

« appropriate protections for participants in clinical trials

o compensation for treatment injury.
42. NEAC's recommendation on these issues is given in paragraph 57.
Appropriate protections for participants in clinical trials

43. Healthcare delivered through a clinical trial, like any other healthcare, has
potential both for benefit and for harm to patients. The potential for benefit is
discussed in paragraphs 4 - 7. The potential for harm is best minimised by
focussing regulatory systems on sound research design and on free and
informed participant consent. NEAC's overall view is that New Zealand’s
regulatory system has these features. NEAC also recommends further
improvements to clinical trials regulation (see ‘Streamlined ethics approvals
systems’ and ‘Removal of unnecessary barriers to clinical trials conduct’).

44. The clinicians who conduct clinical trials also care for patients who are not in
any clinical trial. This generates potential for conflict of interest for clinician-
investigators between their clinical trials responsibilities and their other
responsibilities to patients (see NEAC Guidelines, paragraphs 4.18 — 4.23).

In fostering well-designed clinical trials, clinicians and their employers must
consequently maintain robust processes to ensure they give top priority to the
quality of patientcare, while also being mindful that the best healthcare option
for some patients is to join a clinical trial.

45. There is some evidence that non-industry clinical trials are safer for patients
and of higher methodological quality than industry clinical trials (e.g. Lexchin
J. et al, ‘Pharmaceutical industry sponsorship and research outcome and
quality: systematic review', British Medical Journal 2003; 326: 1167-70).

Compensation for treatment injury

46, The Accident Compensation Act 2001 (AC Act) covers some treatment
injuries in clinical trials. However, section 32 (6) of the AC Act specifically
excludes from Accident Compensation Corporation (ACC) cover any
treatment injury from any trial that is conducted ‘principally for the benefit of
the manufacturer or distributor of the medicine or item being trialled’.

47. NEAC understands that this statutory exclusion was motivated by fear that
New Zealand might be targeted by industry seeking to conduct questionable
clinical trials here and then leaving New Zealanders to bear the cost. NEAC
considers that this motivation reflects a poor understanding of the clinical
trials industry and an unjustifiable lack of confidence in the robustness of
New Zealand’s regulatory framework.




52.

53.

54.

55.

56.

Benefit to New Zealand patients through clinical trials

The following two policy options would secure at least ACC-equivalent cover
for participants in industry-sponsored clinical trials:

a) repeal of the statutory exclusion, in section 32 (4-6) of the AC Act, of
participation in industry-sponsored clinical trials from ACC cover

b) extension of ACC cover for participation in industry-sponsored clinical
trials without repealing the section 32 exclusion (e.g. by requiring
industry to purchase ACC cover through payment of a levy for the
clinical trials it conducts in New Zealand).

NEAC makes two observations about the above options. First, option a) does
not in itself address the matter of industry payment of any increase in the
compensation costs it might generate for ACC. But see also paragraph 56
below. Second, it is not clear that option b) can accommodate any credible
answer to the key question: ‘What feature of these New Zealanders justifies
their statutory exclusion from ACC cover?".

In response to a written recommendation from chairs of HDECs that the
section 32 exclusion in the AC Act be repealed, Department of Labour
officials advised the Minister for ACC on 20 July 2007. They recommended
against repeal, on grounds that are briefly considered below:

The officials argued that the current statutory ACC exclusion is justified
because it does not ‘overly influence international companies’ choice to
conduct clinical trials in New Zealand'. The underlying idea seems to be that
conduct of clinical trials in New Zealand should not be encouraged.

The officials also argued that ‘Industry should meet the costs of
compensation, not the New Zealand public’. If ACC cover were to be
extended toindustry clinical trials; existing provisions of the AC Act could be
used to ensure that this industry would meet that cost. The officials provided
no evidence that this approach is impracticable. They also gave no analysis
of the likely level of additional cost to ACC. NEAC understands that ACC
does not systematically collect information on cost-of-claims from clinical
trials: this may indicate that the costs to ACC arising from clinical trials are not
significant. In‘addition, as noted in paragraph 5 earlier, there is evidence that
it is at least as safe and beneficial for patients to receive established or novel
healthcare within a clinical trial rather than outside any clinical trial. Overall,
therefore, conduct of clinical trials is unlikely to produce any increase in
treatment injuries.

Recommendation

57. NEAC recommends review of the current statutory exclusion of participants in

industry-sponsored clinical trials from ACC compensation for treatment injury;
with this review to be based on the principles that policy should be justifiable
to those affected by it, and should secure at least ACC-equivalent cover for all
clinical trial participants.
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The Ethical Review System
GO DO

Goals, Objectives, and Desired Outcomes

Goals

Facilitate research and innovative practice that contribute to knowledge andimproved health outcomes.
Protect participants in health and disability research and innovative treatment.
Find a balance that minimises risks and maximises benefits arising from health and disability research.

Recognise and respect the principles of the Treaty of Waitangi by enabling Maori to contribute to the ethical
review system for health and disability research.

Objectives Desired outcomes

Accountable Public accountability requirements are defined.
Ethical reviews meet internationally recognised standards.
Ethical reviews take into account relevant legislation.

Enabling Research participants/subjects are protected.

Quality research is facilitated.

Review processes are clear about jurisdiction and coverage.
Awareness of ethical practice among all stakeholders is developed.
Good communication with affected communities is demonstrated.
Local input is achieved.

Positive relationships with all stakeholders are developed.

System review mechanisms are in place.

Informed Researchers consider ethical implications from the outset; for example, it is clear who
will benefit from the research (participants, the public, and so on).

The perspectives of affected communities are included.

Review processes are proactive, attend to emerging issues, and are responsive to
change over time.

Review processes apply appropriate expertise.

Scientific and ethical standards are considered alongside each other where
appropriate.

Decision-making is consistent.
Review capacity and relevant expertise are maintained and developed.

14
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b4 olo 4 Office of Hon Nikki Kaye

7 MP for Auckland Central

I | .
\%?)lé‘u‘% l}éx@? Minister for ACC Associate Minister of Education
ST\ Minister of Civil Defence

[

Minister for Youth

Hon Peter Dunne
Associate Minister of Health
Parliament Buildings
Wellington

Dear Peter

| am writing regarding the issues raised with you by the National Ethics Advisory
Committee (NEAC) relating to clinical trials and ACC cover.

NEAC was hopeful that an upcoming amendment to the Accident Compensation Act
could be made to address the gaps they see in the current compensation framework
for a small number of participants in industry-sponsored clinical trials. As you know,
we have recently introduced the Accident Compensation (Financial Responsibility
and Transparency) Amendment Bill which is implementing our priority changes to the
framework for the way that ACC levies areset. At present, | do not have a further bill
on the upcoming legislative programme.

|'understand that ensuring adequate and timely compensation for injury is important,
and ‘would support further exploration of this issue by the Ministry of Health to
understand the éxtent of the problem and why the current regulatory framework for
clinical trials . may not be working. | do not agree with NEAC, however, that the
current law relating to ACC cover in the case of industry-sponsored clinical trials is
unjustifiable or needs to change. My view is that industry should continue to meet
the costs of compensation for trials conducted in New Zealand.

In particular, | do not agree that the only relevant issue for determining eligibility for
ACC cover is whether these patients are any different from other patients suffering
treatment injuries. Appropriate allocation of risk and incentives on researchers are
also important to ensure appropriate commercial practices (ie to ensure that injury
risks and costs associated with clinical trials are identified and managed
appropriately by the companies undertaking the trials). Moreover, | do not agree that
this sends a signal that New Zealand is hostile to clinical trials relative to other
countries as the current requirement for indemnity insurance for industry-led clinical
trials appears to be standard international practice.

Private Bag 18041, Parliament Buildings, Wellington 6160, New Zealand. Telephone 64 4 817 6837 Facsimile 64 4 817 6537








