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NEWS

“Instead of proposing meaningful 
changes that result in lower costs 
for families and taxpayers, Trump 

and his administration are busy scoring 
cheap PR points that don’t address the 
fundamental challenges that lead to higher 
prices every year.” Sen. Ron Wyden (D-Ore.) 
speaks up after Trump strong-armed 
Pfizer into suspending price hikes in some 
40 medicines. (STAT, 11 July 2018)

“Could you imagine this gene drive in 
the wild? That’s not going to happen.” 
Gaétan Burgio, a geneticist who works 
on CRISPR at the Australian National 
University in Canberra comments on work by 
UCSD researchers published in the preprint 
server bioRxiv, describing a gene drive for 
coat color in mice that was not as efficient 
as what the same researchers observed 
with Drosophila. (Nature News, 
6 July 2018)

GM salmon to be raised on 
Indiana farm
Nearly 30 years after its creation, the long 
migration of AquaBounty Technologies’ 
transgenic salmon to the seafood section 
of US grocery stores might be in sight. 
AquaBounty will use a renovated fish farm 
in Albany, Indiana—far from any major body 
of water—to grow the Atlantic salmon that 
incorporates a growth-hormone regulatory 
gene from the Pacific Chinook salmon with a 
promoter gene from an ocean pout, enabling 
it to grow twice as fast, and thus reach 
market size in half the time, as conventionally 
farmed salmon. The product, dubbed 
AquAdvantage salmon, is the first animal 
genetically engineered for food purposes. 
When AquaBounty initiated discussion with 
the US Food and Drug Administration (FDA) 
in 1993, no defined regulatory pathway 
existed for GM animals. Since its formal 
application in 1995, the fish has been caught 
in a regulatory limbo at the FDA. Finally, the 
process culminated with its approved for 
commercial sale in November 2015, before 
being blocked for import until GM labeling 
guidelines are finalized (Nat. Biotechnol. 34, 
220, 2016). Once the import alert is lifted, 
GM salmon eggs can be brought to the US 
from Canada. From then, it will take about 
18 months until the first batch of fish is ready 
for sale. Though several national supermarket 
chains including Whole Foods, Safeway, 
Target and Trader Joe’s have said they will 
not stock AquAdvantage, AquaBounty CEO 
Ronald Stotish is undeterred. “We’re the 
pioneers, we’ve taken the hits, but we believe 
this is an important activity,” said Stotish. He 
thinks the big distributors will “recognize the 
quality of the product and simply time and 
familiarity will erode those barriers.”

Chinese approval for Ascletis’ HCV drug is 
first homegrown success 
In June, Ascletis became the first Chinese 
biotech to get an approval for a new locally 
produced drug, Ganovo (danoprevir), to treat 
hepatitis C virus (HCV) infections. China’s 
revamped drug regulator, the China National 
Drug Administration (CNDA; formerly the 
China Food and Drug Administration) greenlit 
the anti-viral agent, a new 
drug that is now in direct 
competition with Gilead 
Sciences’ blockbuster drug 
Sovaldi (sofosbuvir). 

Ascletis of Hangzhou 
was one of the first biotechs 
established by a Chinese 
returnee scientist. Jinzi Wu 
left his job as vice president 
of global HIV drug dis-
covery at GlaxoSmithKline to set up Ascletis, 
which went on to become the first local biotech 
to raise $100 million in venture A financing in 
a 2011 round led by a local real-estate investor 
and others from China and the US. Since then, 
it has led the way for today’s burgeoning biotech 
industry aimed at supplying China’s healthcare 
sector with new medicines. 

Ascletis’ pole position has also resulted in 
it becoming the first pre-revenue biotech to 
list on the Hong Kong Stock Exchange (Nat. 
Biotechnol. 36, 482, 2018). Whatever valua-
tion they are able to obtain will set the bar for 
the biotechs that follow. 

But when Ascletis set out, it was hard to see 
how they could succeed. Regulatory hurdles in 

China at the time meant that new drugs took 
years to gain approval. The few innovative 
drugs available to patients were imported, usu-
ally several years after having received market 
authorization elsewhere. Globally, there was 
not even a direct-acting antiviral agent (DAA) 
approved at that time. The first direct-acting 

antiviral for HCV, Sovaldi 
(sofosbuvir) from Gilead 
Sciences, gained FDA 
approval in 2013. 

Nonetheless, Ascletis 
licensed Ganovo from 
Basel-based Roche count-
ing on a home court 
advantage against their 
multinational counter-
parts. Ascletis has demon-

strated strong development capability, taking 
Ganovo through three phases of clinical stud-
ies and passing good manufacturing inspec-
tions practice (GMP) inspection for their 
factory, all in 33 months. 

Currently, the standard of care for China’s 
estimated 10 to 40 million people living with 
HCV is interferon treatment, which is less 
effective and has more side effects than the 
direct-acting agents that eradicate the disease. 

Ganovo inhibits HCV NS3/4A protease, 
which is critical to HCV replication. In a phase 
3 trial conducted in mainland China, Ganovo, 
combined with PEGylated interferon and riba-
virin, cured 97% of genotype 1, non-cirrhotic 
patients treated for 12 weeks. Additional global 

China’s food and drug regulatory body has gone through several rounds of changes since its foundation 
in 1998 to become what is now the China National Drug Administration.
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“The first direct-acting 
antiviral developed by 
a domestic company 
is a bragging right 
even if they were not 
the first HCV product 
approved.”
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