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Prostate cancer vaccine Provenge (sipuleucel-T) 
made by Seattle-based Dendreon, has endured a 
rocky trajectory since its approval in 2010. The 
dendritic cancer vaccine has been under scru-
tiny for offering little benefit to patients (Nat. 
Biotechnol. 28, 882, 2010), and disappointing 
sales have ended in the company filing for bank-
ruptcy on November 10. 

Another concern voiced by Pamela 
Learmonth, director of public affairs and com-
munications at the BioIndustry Association, 
is that no funding has yet been allocated. This 
pushes the costs of providing the treatment back 
to companies, and this could be a high hurdle 
for SMEs.

“The concept of the process is absolutely 
right—we need to get patients earlier access 
to medications in a controlled environment” 
says Paul Catchpole, value & access director at 
the Association of the British Pharmaceutical 
Industry. However, it is important that there 
is a single, joined-up solution involving NICE 
[National Institutes for Clinical Excellence], 
the MHRA and the NHS [National Health 
Service], with all working together to achieve 
patient access. 

Suzanne Elvidge Buxton, UK

antigens. As well as offering a potential benefit 
for the most vulnerable patients, the EAMS 
process can also help small to medium-sized 
enterprises (SMEs), as the additional review of 
the data over and above the standard regulatory 
steps ratifies development programs by provid-
ing an early validation that the approach has 
potential, and facilitates earlier access to advice 
and support from regulatory authorities. 

EAMS is a two-step process, says Daniel 
O’Connor, expert medical assessor, MHRA. As 
a first step, companies submit novel products 
they believe demonstrate significant benefit 
for patients in areas of high unmet need. The 
novel products must also offer an advantage 
over treatments already available in the UK.  
The assessment team makes a recommenda-
tion to the internal scientific consistency review 
group, which then advises the MHRA’s direc-
tor of licensing whether to grant the Promising 
Innovative Medicine designation. DCVax-L has 
successfully made it through this initial stage, 
but the second step, where the company’s data 
will undergo a rigorous scientific assessment, is 
still to come. 

Such scrutiny may allay concerns over den-
dritic cancer vaccines’ mixed track record. 

A US-made cancer vaccine has become the first 
product to enter the UK’s early-access pathway, a 
new scheme to fast-track patient access to inves-
tigational drugs for diseases with no adequate 
treatment. The UK’s Early Access to Medicines 
Scheme (EAMS) was launched by the Medicines 
and Healthcare products Regulatory Agency 
(MHRA) in April 2014 (Nat. Biotechnol. 32, 
403, 2014). In September, EAMS gave Bethesda-
based Northwest Bio’s DCVax-L dendritic 
cancer vaccine the first ‘Promising Innovative 
Medicine’ designation. But controversy has 
arisen over the choice of the vaccine and its US 
origins, and the program’s running and future 
funding remain mired in uncertainty.

Criticisms that the UK scheme’s first choice is 
a product from a US company is perhaps mis-
taking the aim of the process. This scheme is 
designed to accelerate approval of drugs for life-
threatening diseases from small and medium-
sized companies, rather than to promote the UK 
biopharma industry. The selected DCVax-L is 
in phase 3 trials for glioblastoma multiforme, a 
brain cancer that is frequently fatal within two 
years. The vaccine takes a patient’s own den-
dritic cells and loads them lysate prepared from 
the patient’s own tumor tissue or cancer-related 
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CHILE
The government and 
UC Davis co-fund 

a $12-million Life Sciences 
Innovation Center in Chile. The 
R&D center, scheduled to begin 
operations in January 2015, will 
focus on agricultural projects 
in viticulture and enology, 
plant pathology, genomics and 
climate change technology.

SOUTH KOREA
The Ministry of Health and Welfare and Johnson & 
Johnson Medical Korea agree to invest $25 million 

over the next five years to develop the country’s medical 
device industry and enhance R&D efforts for a number of 
diseases, including creating a collaborative network to share 
novel devices and encourage open innovation.

CHINA
As part of an effort to 
battle growing public 

sentiment against biotech food, the 
Ministry of Agriculture has begun 
a campaign to inform the public 
about the benefits and safety of 
biotech crops. The push follows 
recent news reports of biotech rice 
being sold illegally in the country. 

DENMARK
Novo Nordisk 
begins construction 

on a $130-million laboratory 
at its R&D campus in Måløv. 
The Diabetes Research 
House, which will provide 
an environment for diabetes 
research within biotech 
and protein chemistry, will 
accommodate 350 employees 
and is scheduled for completion 
in early 2016. 

GERMANY
AstraZeneca’s subsidiary 
MedImmune buys Munich-based 

biomedical imaging and data analysis company 
Definiens for $150 million upfront in addition 
to predetermined milestone payments. The 
acquisition will aid MedImmune’s discovery of 
predictive biomarkers in immune-oncology. 
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