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News

To collaborate with TriNetX, using its electronic medical records network

Celgene has struck a deal to use 
real-time data from electronic 
medical records to inform the 
way it designs clinical trials.

It will work with TriNetX 
to support clinical study and 
protocol design, site selection 
and patient recruitment across 
a range of therapeutic areas 
and development stages.

Celgene’s senior vice president 
of global clinical research 
development and operations Jay 
Kaminski said: “This collaboration 
is an important part of the 
innovations we have been making 
at Celgene to realise the power 
of data analytics within our 
clinical research organisation.”

He added: “TriNetX 
represents the future of a data-
driven approach to clinical 
trial design and research.”

The Cambridge, Massachusetts-
based clinical data company has 

Celgene forms real-time, real-world trial partnership

Boehringer Ingelheim has 

launched a new psychiatric 

disease research initiative, 

teaming up with BioMed X 

to crowdsource the scientists 

involved. The neuroscientists 

were identifi ed via a 

competition that explored 

the promising approaches 

to psychiatric diseases.

In brief
Firms ‘at fault’ in fatal clinical trial

An inquiry has found fault 
with both companies 
involved in a clinical trial 

in France that left one patient 
dead and fi ve others hospitalised.

Health Minister Marisol Touraine 
said yesterday that Portuguese 
pharma company Bial and French 
contract research organisation 
(CRO) Biotrial were found to 
be at fault in an investigation 
conducted by France’s Inspectorate 
General for Social Affairs (IGAS).

Touraine also unveiled a plan to 
tighten up regulations governing 
the conduct of clinical trials, while 
Biotrial has been ordered to come 
up with an action plan to make 
sure the tragedy can never happen 
again. Failure to do so will result in 
Biotrial having its licence to operate 
suspended, said the Minister.

The IGAS launched the probe in 
January in the wake of the death of 
Guillaume Molinet, which occurred 
in a fi rst-in-man trial at Biotrial’s 
phase I trial facility in Rennes.

The trial involved 90 healthy 
volunteers who were given Bial’s 
BIA 10-2474 - a candidate drug 
for mood and motor disorders 
associated with neurodegenerative 
disorders and anxiety.

The agency had no issues with 

France orders Biotrial to submit action plan or face licence suspension

not reported until 14 January.
Touraine said the government 

plans to tighten up the conditions 
for securing approval for fi rst-in-
man studies, as well as reporting 
requirements, and will ask the 
ANSM to inspect all clinical trial 
facilities in France and remind them 
of their compliance obligations.

Meanwhile, the matter has 
been elevated to the EU level, 
with two working groups set up 
at the Commission to see how 
guidelines on the protection of 
healthy volunteers in clinical 
trials can be strengthened.

the protocol used in the trial as 
approved by France’s medicines 
regulator the ANSM, but said the 
implementation of the trial had 
a number of shortcomings.

In particular, the IGAS found that 
Biotrial continued to administer 
the drug to patients even after 
the fi rst patient was taken to 
hospital, while the CRO - and 
Bial - also delayed reporting the 
adverse reactions to the ANSM.

The fi rst hospitalisation took 
place on 10 January but dosing 
was not halted until the following 
day and the adverse events were 

a healthcare institution network 
that covers over 37 million 
patients and its systems are set 
up to analyse patient populations 
across multiple search criteria.

They then use advanced 
analytics modules to provide data 
on which of these criteria have the 
most impact - including the rate 
at which new patients appear.

While anonymous, the 

real-time data is traceable to 
individual patients and so 
allows clinical researchers to 
develop virtual patient groups, 
which can be recreated in a 
real-world clinical trial setting.

Commenting on the 
partnership, TriNetX’s chief 
executive Gadi Lachman said 
that the collaboration is a 
“win-win” for both fi rms, 
the network’s institutions 
and patients worldwide.

“Our mission is to disrupt 
the clinical trial design space by 
unleashing the power of data 
that is currently locked away.

“Through our network, 
healthcare providers, pharma and 
contract research organisations 
can create strategic partnerships 
to improve clinical research 
and patient care, and we are 
honoured to have Celgene 
as part of our network.”

Aduro’s combination 

immunotherapy regimen 

has failed a phase III trial 

in pancreatic cancer. It 

combines CRS-207 - a drug 

that promotes the expression 

of the tumour-associated 

antigen mesothelin - with 

an immune-boosting GVAX 

cell line, and is Aduro’s 

lead product candidate.

Astellas, Daiichi Sankyo and 

Takeda have joined forces 

to create a comprehensive 

database of biomarkers from 

healthy adults. Each company 

will collect and analyse 

biomarker data from healthy 

volunteers, pooling this for 

comparison with patients 

taking part in preclinical 

and clinical research.

A malaria vaccine in 

development by US biopharma 

company Sanaria has 

demonstrated sustained 

protection against the parasite, 

according to the results of a 

clinical trial.  Having previously 

shown a short-term response, 

the PfSPZ vaccine provided 

protection against infection 

for ‘at least 14 months’.

Brexit and its pharma 
repercussions, see p18


