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review of such products “can’t be expedited 
until the agency becomes more transparent 
about its risk-benefit analysis…and really 
explains its decisions so that they can be repli-
cated. We need the agency to be more predict-
able, even if its heart is in the right place.”

More generally, Pitts says, “I give this version 
of PDUFA only a gentleman’s B. It could have 
been better.” For one thing, the new law man-
dates only that FDA work toward developing a 
“risk-benefit grid” instead of setting a specific 
date to complete this as well as other compara-
bly challenging projects, he says. “The agency 
agreed to hold meetings, and it’s good to talk. 
But it won’t get to the right place as soon as it 
might.” The new law is also missing terms for a 
drug tracking system that, among other things, 
would have helped to guard against counter-
feit products, according to Werner. “Congress 
was close to a bipartisan agreement that didn’t 
get into the final package, but I’m cautiously 
optimistic it will find its way into some other 
legislation,” he says.

Pitts also points out that language in the new 
law will not make it easy to “hold [FDA] feet to 
the fire.” However, on the plus side, “Congress 
recognized the need for more regular oversight 
on technical aspects of regulation,” he says. “It’s 
one thing to have hearings on politically expe-
dient issues, but rarely does Congress take on 
the sophisticated but more boring aspects of 
drug regulation.”

pathway that, he says, “will help expedite the 
development of modern, targeted and per-
sonalized therapies for patients suffering from 
serious and life-threatening diseases.”

“One hallmark of this round of PDUFA is 
its numerous provisions designed to facilitate 
development of products to treat rare dis-
orders,” says Michael Werner, a life sciences 
partner at Holland & Knight in Washington, 
DC. “This will be a real shot in the arm for 
product development by providing additional 
incentives, including funds to train reviewers 
for such drugs and priority review vouchers to 
develop drugs for rare pediatric diseases.”

“The inclusion of so many rare disease pro-
visions in FDASIA is a testament of the power 
of the grassroots patient community” says 
John Crowley, parent advocate and CEO of 
Amicus Therapeutics, speaking on behalf of 
Rare Disease Legislative Advocates (RDLA) 
in Washington, DC. Although more than 
300 patient organizations voiced support for 
provisions during the prolonged discussions, 
he says, “it was the united voice of the patient 
community that ensured the ultimate success 
of the rare disease provisions.”

In terms of fostering product development 
for rare diseases, FDASIA encapsulates “cer-
tainly the strongest language to date, but it’s 
not that strong,” says Peter Pitts, president of 
the Center for Medicine in the Public Interest 
in New York. Moreover, the development and 

Stakeholders supporting the development of 
personalized therapies also praise provisions 
within FDASIA. “The inclusion of pharmacoge-
nomics and biomarker-developed therapy pro-
visions in this legislation is a sign that Congress 
recognizes the ability of personalized medicine 
treatment approaches to improve patient out-
comes,” says Amy Miller, vice president for 
public policy at the Personalized Medicine 
Coalition (PMC) in Washington, DC. “With 
passage of this important bill, policymakers 
can now turn their attention to other issues 
surrounding medical innovation, improving 
patient care and reducing systemic healthcare 
costs,” adds PMC president Edward Abrahams. 

Additionally, FDASIA incorporates provi-
sions of the ‘Best Pharmaceuticals for Children 
and the Pediatric Research Equity Acts’, reins in 
FDA authority on reviews of medical devices 
while better harmonizing international reviews 
in this area, sets forth procedures for tracking 
products in the drug supply chain, establishes 
a task force for dealing with drug and biologics 
shortages, and provides incentives for develop-
ing antibiotics, called “qualified infectious dis-
ease products.” Another noteworthy provision 
requires FDA “to reduce duplication of stud-
ies necessary for premarket approval [and] to 
either accept foreign clinical data or notify the 
sponsor of FDA’s rationale for concluding that 
the data are not adequate.”

Jeffrey L Fox Washington, DC

Around the world in a month

CUBA
A Cuban-made diabetes drug will be tested 
in the EU for the first time. The Heberprot-P, 

an epidermal growth factor developed at the national 
Center for Genetic Engineering and Biotechnology to 
treat diabetic foot ulcers, will start advanced clinical 
trials in 100 hospitals throughout the EU in 2013.

CHINA
Novozymes agrees to work with 
Shengquan Group to produce 

cellulosic ethanol from a waste product of 
Shengquan's furfural production process. 
Novozymes will provide the enzymes 
whereas Shengquan is investing $100 
million in a new plant.  

AUSTRALIA
Sydney biotech Advanced Algal Technologies 
signs an agreement worth $100 million with China’s 

Fuzhou Xiangli Enterprise Management Consulting to use their 
low-cost algae farming system in China. Algae will be processed 
for biofuel, animal feed, high-protein food products for human 
consumption, as well as non-petroleum–based pharmaceuticals.

INDIA
Mumbai-based Hanjer Biotech Energies, which 
transforms municipal solid waste into green 
products, raises $40 million from European 

funds, including German investment and development 
company DEG and France’s Proparco. Hanjer plans to set 
up multiple, municipal, solid-waste processing plants with 
a capacity of 5,000 metric tons per day.
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