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be “the difference in home systolic
blood pressure between each active
drug (spironolactone, doxazosin,
bisoprolol) and placebo”. The function
and obligation of the SAP was to specify
how the primary hypothesis would
be addressed, using the prespecified
primary outcome measures, capturing
the maximum amount of information
that has been discovered by the trial.
Hierarchical co-primary endpoints
permit each endpoint in the hierarchy
to be tested only if all previous tests are
significant, so rendering it progressively
harder for each hypothesis after the first
to yield a positive outcome. Moreover,
because the SAP prespecified use of
all data without selection, averaging
blood pressure responses for both the
low-dose and high-dose periods, our
primary analyses under-represent the
true superiority of spironolactone at
the end of each drug cycle. This finding
is apparent in the figure, showing that
the 50 mg dose of spironolactone
reduced blood pressure almost twice as
much as 25 mg, whereas there was little
advantage from increasing the dose of
bisoprolol or doxazosin.

The obstacles to performing all clinical
trials these days are immense, with
the power to control what is done for
patients inversely related to evaluating
patients’ real benefits and risks.
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A step forward for data
protection and
biomedical research

To update previous correspondence
to this journal,* we are pleased to
report that, in large part through the
efforts of the biomedical research
community, a European General
Data Protection Regulation that is
favourable for research was agreed
by Member States and Parliament
in December, 2015.> Although the
Regulation will probably not apply
until mid-2018, now is an appropriate
time to highlight the implications for
biomedical research.

The Regulation deems health-related
data and genetic data as so-called
special categories of sensitive data,
subject to increased restrictions.
However, researchers can use these
data without consent as long as it is
permitted under EU or Member State
law and appropriate safeguards are in
place. The Regulation facilitates the
reuse of data for research, even where
the data were collected for another
purpose.? Where consent is used as the
legal basis for processing personal data,
it must be specific—but the Regulation
indicates that broader forms of consent
might be acceptable in scientific

research. In implementation, we hope
the other legal bases afforded, such as
legitimate interests, are clearly made
applicable to research.

Several provisions that would
otherwise apply under the Regulation
will not apply to research, including data
storage limitation periods and the duty
to notify data subjects about processing
when someone else collected the data.
Member States might create further
derogations from data subject rights.
For the Regulation’s research provisions
to apply, appropriate safeguards
must be in place. Member States
could determine these safeguards,
but anonymised data must be used
where possible. Pseudonymisation
(key-coding) is suggested as another
possible safequard, if the research can
be fulfilled without fully identifiable
data. The Regulation suggests that data
that have been pseudonymised should
be considered personal data where they
could be attributed to an identifiable
person. Given the variation in Member
State approaches to pseudonymisation,
it will be interesting to see how this is
interpreted in implementation, and
guidance will be important to inform
research practice.

After more than 4 years of
negotiation and moments of serious
alarm for research, the approved
Regulation is a step forward. World-
leading European research will continue
to protect and promote privacy,
improve health, and save countless
lives. After formal agreement on the
Regulation later this year, the research
community and patient groups must
continue to collaborate with policy
makers to ensure that these new rules
are implemented in a way that provides
clarity and certainty for everyone.
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Health equity for
LGBTQ people
through education

We applaud The Lancet Editors
(Jan 9, p 95)* for drawing attention to
new initiatives to improve the health
and wellbeing of lesbian, gay, bisexual,
transgender, and queer (LGBTQ)
people worldwide. Many challenges
remain, but the US Department of
Health and Human Services report
presents a strategy for change that
could inform the efforts of other
nations. However, one important
aspect is missing from the worldwide
conversation on addressing the health
needs of LGBTQ—educating ourselves.

Barriers to equitable health care
for LGBTQ populations include
discrimination, transphobia, and
homophobia in health-care settings.
There is a need to instil cultural
competency when engaging with
LGBTQ communities, because
LGBTQ people can face intrusive and
inappropriate language and questions,
hostility, and verbal abuse from health
practitioners.

Some patients report having to
educate medical professionals about
their identity.? Research findings show
that increased contact with LGBTQ
patients and specific teaching on LGBTQ
health improves student knowledge
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of, engagement with, and attitudes
towards LGBTQ people.>* Results from
studies in the USA and Canada suggest
that not enough teaching is done on
LGBTQ health in medical training,® and
similar studies are underway in Australia
and New Zealand.

Although these are encouraging
developments and innovations in
medical education to bring about
health equity for LGBTQ people, as
raised in The Lancet Editorial, more
work needs to be done. We encourage
our fellow physicians and educators
to initiate meaningful change in
their workplaces and classrooms,
by educating a generation of health
professionals who are able to provide
appropriate care for LGBTQ patients
and advocate their wellbeing.
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Tobacco control in China:
stillalong way to go

On Dec 28, 2015, the Chinese Center
for Disease Control and Prevention

released the 2015 Chinese Adults
Tobacco Survey Report.! According
to this report, in 2015, about 27-7%
of Chinese adults (defined as age
=15 years; 52-:1% of men and 2:7%
of women), corresponding to more
than 316 million people, were
current smokers, and average daily
consumption was 15-2 cigarettes. In
2010, the Global Adult Tobacco Survey?
reported that 28-1% of Chinese adults
(52:9% of men and 2-4% of women)
were current smokers, with an
average daily consumption of about
14-2 cigarettes. Prevalence of smoking
in China has not changed in the past
5 years. If the present status persists,
tobacco use will cause 2 million deaths
peryear in China by 2050.3

In 2003, the Chinese Government
signed the WHO Framework Convention
on Tobacco Control (FCTC). Despite
some efforts being made in tobacco
control, major gaps still exist compared
with FCTC requirements. First, a WHO
report in 2014 pointed out that China
failed to implement standard packaging
of cigarettes; warnings covered only
30% of the bottom of the front and
back of cigarette packs, compared with
at least 50% as per regulations in Article
11 of FCTC.* Second, in China, taxes
on tobacco products are not levied
substantially (40-46% of retail price vs
FCTC's requirement of 75%).° One of
the most important barriers impeding
the progress of radical tobacco control
is the conflict of interest between the
tobacco industry and tobacco control
policies, since the China National
Tobacco Corporation is a state-owned
enterprise.®

To control cigarette smoking, the
Chinese Government should establish
strict state-level legislations on tobacco
control. Besides, the government should
increase tobacco taxation, print eye-
catching warnings on cigarette packs,
reduce the rate of smoking initiation,
increase support for smoking cessation,
legislate the prohibition of tobacco
advertising, and implement smoking
bans in public areas. Most importantly,
the government should establish a new
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