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Abstract

Background: Linked electronic administrative health care databases are a valuable
resource that can be used for postmarketing safety surveillance of medicines and vaccines.
Australian legislation mandates that individual consent is required for the collection, use
and dissemination of health information. However, the requirement for consent is not
absolute; a waiver of consent may be granted by an appropriately constituted human
research ethics committee, provided certain qualifying criteria are met and the research (or
other activity) is deemed to be substantially in the public interest. In Australia, data linkage
research projects are recommended to abide by a best practice protocol, whereby individual
privacy is preserved as researchers only receive files of pre-linked data with no personal
identifiers. Ethical approval of a waiver of consent is required for the disclosure of
identifiable demographic information to an authorised data linkage unit for the purpose of
creating a master linkage key. However, some ethics committees and data custodians still

require informed consent.

Objective: The overall objective of this thesis was to examine the issue of consent in the
context of postmarketing surveillance of vaccine safety using data linkage. A randomised
controlled trial (RCT) was used for the primary aim of determining which method of
obtaining parental consent (opt-in or opt-out) provided the highest participation rate. The
secondary aims of the RCT were to examine reasons for participation and non-
participation, socio-demographic factors, consent preferences and attitudes towards a data
linkage study of vaccine safety. For this, a follow-up telephone interview of a parent from

each family enrolled in the RCT was conducted. The generalisability of findings from the

v



follow-up telephone interview was examined by repeating selected questions in a

population-based survey sample of South Australians.

Method: A total of 1129 families of children born at a South Australian hospital in 2009
were enrolled in a single-blind parallel group RCT of opt-in and opt-out consent at six
weeks post-partum, with four weeks to respond by reply form, telephone or email.
Interviews were conducted at 10 weeks post-partum (response rate 91%, n=1026).
Computer-assisted telephone interviewing (CATI) of rural and metropolitan South

Australian residents was conducted in 2010 (response rate 56%, n=2002).

Results: The participation rate was 21% (n=120/564) in the opt-in arm and 96%
(n=540/565) in the opt-out arm [¥* (1df) = 567.7, P<0.001]. Participants in the opt-in arm
were more likely than non-participants to be older, married or in a de facto relationship,
university educated and of higher socioeconomic status. Participants in the opt-out arm

were similar to non-participants, except men were more likely to opt out.

Substantial proportions did not receive, understand or properly consider study invitations,
and opting in or opting out behaviour was often at odds with parents’ stated underlying
intentions. Three-fifths of the parents in the opt-in and opt-out arms reported reading the
information (63% vs 67%, P=0.11), but only two-fifths correctly identified the health
records to be linked (43% vs 39%, P=0.21). Parents who actively consented (opted in)
were more likely than those who passively consented (did not opt out) to correctly identify

the data sources (60% vs 39%, P<0.001).

Data linkage for postmarketing surveillance of vaccines was widely supported by parents
enrolled in the RCT and by the wider community (96% and 94% respectively) and there
was trust in its privacy protections (84% and 75%). The majority also preferred minimal or
no direct involvement: either opt-out consent (40% and 40%) or no consent (30% and

31%). Only a quarter preferred opt-in consent (24% and 25%). Over half gave higher



priority to rapid vaccine safety surveillance (61% and 56%) rather than first seeking
parental consent (21% and 27%), while one in seven was undecided (15% and 15%).
Despite generally vaccinating their children (91% and 96%) and trusting vaccines as safe
(90% and 92%), many were concerned that vaccines may be ineffective (42% and 40%)

and may cause serious reactions (62% and 53%).

Conclusions: The opt-in approach resulted in low participation and a biased sample that
would render any subsequent data linkage to be not feasible, whereas the opt-out approach

achieved high participation and a representative sample.

Neither the opt-in nor opt-out approach was effective in achieving informed consent. The
study’s purpose was poorly understood, although comprehension was moderately better
when parents actively rather than passively consented. Nonetheless, most parents and the
general public supported data linkage for vaccine safety surveillance. A system utilising

opt-out consent or no consent was preferred to one using opt-in consent.

These findings should inform public health policy and practice; the waiver of consent
afforded under current privacy regulations for data linkage studies meeting all appropriate

criteria should be granted by ethics committees, and supported by data custodians.
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