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NEWS

Trump threatens then signs, 
a win for FDA, NIH 
Just hours after threatening on Twitter to veto 
the bill, President Donald J. Trump signed 
into law a $1.3-trillion spending package that 
includes a funding boost for the US Food and 
Drug Administration (FDA) and the National 
Institutes of Health (NIH). Earlier budget 
requests from Trump for 2018 had contained 
proposals to cut the NIH’s budget by 18% 
and the FDA’s by 31% (Nature 546, 19–20, 
2017). The omnibus spending bill, signed 
on March 23, allots the FDA a total of $2.9 
billion (excluding user fees), which according 
to the House Appropriations Committee is a 
$135-million increase over the 2017 allocation. 
The new budget also includes $60 million for 
medical product development under the 21st 
Century Cures Act (Nat. Biotechnol. 35, 6, 
2017), $15 million for setting up an Oncology 
Center of Excellence and $94 million for the 
agency to tackle the opioid crisis. The Alliance 
for a Stronger FDA welcomed the agency’s 
funding expansion, saying in a press release 
that “The Alliance feels confident that FDA 
will be worthy of the trust that comes with 
these additional dollars.” The NIH will receive 
a budget of $37 billion, which is $3 billion 
more than the 2017 allocation, according to 
the House Appropriations Committee. This 
includes a total of $1.8 billion for research 
on Alzheimer’s disease, an increase of $414 
million from the 2017 budget, and $100 
million to help develop a universal flu vaccine, 
up $40 million from 2017. The bill will fund 
federal government spending through to the end 
of the fiscal year 2018 on September 30.

otherwise not have the means to challenge, 
and at the same time  providing certainty 
as to when the proceeding will end (around 
1.5 years). “This certainty is something that 
companies undoubtedly find tremendous 
value in,” says Royzman. “And unlike court 
cases, IPRs allow companies to resolve chal-
lenges before filing a regulatory application 
or launch[ing] a particular product.  There 
is power in early resolution of disputes and 
IPRs can be attractive to companies from that 
perspective as well.” 

Several small biosimilar makers have 
filed IPR challenges before launching their 
competing product. Such is the case with 
Zurich-based Swiss Pharma International’s 
challenge of Tysabri (natalizumab) patents, 
Cambridge-based 
Momenta’s challenge 
of Orencia (abata-
cept) and Redwood 
City-based Coherus’ 
challenge of several 
biologic patents 
including Humira. 
Big pharma and 
generics manufac-
turers alike are using 
IPR challenges. S. San Francisco-based 
Genentech’s Carter patent for a “method for 
making humanized antibodies,” has been 
challenged by Pfizer of New York, Boehringer 
Ingelheim of Ingelheim am Rhein, Germany, 
Mylan of Canonsburg, Pennsylvania, and 
Celltrion and  Samsung Bioepis, both of 
Incheon, South Korea (and is also the sub-
ject to several court litigations), but for now 
at least the patent is valid.  

But challenging a patent through IPR is 
not for the risk-adverse. “IPR procedures are 
unforgiving,” says Patel. “So sometimes par-
ties might actually prefer court proceedings.” 
Litigation in court is designed to accom-
modate missteps—such as deficiencies in 
qualifying a document as prior art. In IPR 
proceedings there is no meaningful oppor-
tunity to rectify such mistakes, he explains. 
“Civil litigation can be compared to a mara-
thon—albeit an expensive one to enter; if 
you stumble along the way you can get up, 
catch up with your competitor and aim to 
cross the finishing line first. IPRs are like a 
cheap sprint—if you trip up once you may 
be finished.”

Added to this, the PTAB decision is all or 
nothing—claims cannot be easily amended, 
and the decision cannot usually be appealed. 
Certain situations however, such as decisions 

“that implicate constitutional questions” can 
be appealed to a court. One case that falls into 
this category is Oil States Energy Services v. 
Greene’s Energy Group, which was heard by 
the Supreme Court in November 2017.  The 
decision, which is due to be released by the 
end of June this year, will have a big impact 
on IPRs, as the case will decide if IPRs con-
ducted at the PTO violate the constitutional 
rights of patent owners. In the hearing, judges 
were divided over the answer to this question.

“Opinions on the potential outcome of 
Oil States vary widely,” notes Charles Shifley, 
a patent attorney at Banner & Witcoff in 
Chicago. “My prediction is that IPRs will be 
found constitutional and that granted patents 
will remain subject to IPR proceedings.” His 

prediction is based 
largely upon the fact 
that the Supreme 
Court has recog-
nized that the value 
of property (here, 
granted patents) can 
be diminished by the 
government (here, 
the PTO), and also 
that the Court has 

recognized that patents should be reserved 
for truly meritorious inventions and “no one 
is better positioned to decide this than the 
agency that granted them, the PTO,” he says. 

On the other hand, if the Court decides 
the current process is unconstitutional, then 
the decision may guide Congress in rewrit-
ing the statutory provisions concerning IPRs. 
Either way, efforts are underway to reduce 
unwanted effects of IPRs, such as the tac-
tic used by Allergan attempting to use sov-
ereign immunity as a way to dodge patent 
challenges (PACED Act S.2514). Another 
act (STRONGER Patents Act S.1390) seeks 
to harmonize standards between PTAB and 
patent litigation in the district courts, and 
provides a process  by which patent owners 
can seek to amend patent claims through 
a patent examiner, instead of attempt-
ing to amend claims at the PTAB.  The act 
also aims to  curb ‘reverse trolls’ who aim 
to make money from filing IPRs against a 
company while betting on fluctuations in the 
company’s share price caused by the threat 
of patent invalidation (Nat. Biotechnol. 33, 
680, 2015). “In their current format, IPRs are 
not working as an alternative to court litiga-
tion in the way that practitioners wanted or 
expected they would,” concludes Patel.

Charlotte Harrison Canterbury, UK

“Even I got to the point where I couldn’t 
defend what they [Gilead] were doing with 
their pricing model after they made back 

everything they’d ever invested.” Massachusetts 
Gov. Charlie Baker addressed an audience 
hosted by STAT  and The Atlantic, and at the 
same meeting, praised Vertex (a Boston-based 
company) for its cystic fibrosis drugs, which 
cost hundreds of thousands of dollars per year, 
claiming that the drugs are “a miracle.” (STAT, 9 
April 2018)

“It’s important to recognize the costs and risks 
of failing to explore the use of new tools such 
as CRISPR for global health and development. 
The benefits of emerging technologies should 
not be reserved only for people in developed 
countries…. Used responsibly, gene editing 
holds the potential to save millions of lives and 
empower millions of people to lift themselves out 
of poverty. It would be a tragedy to pass up the 
opportunity.” from “Gene Editing for Good” by 
Bill Gates (Foreign Affairs, 10 April 2018). 

“I think society has to find a balance between 
the extraordinary value we are bringing and a 
sustainable business model. There is a balancing 
act.” Mark Rothera, CEO of Orchard Therapeutics 
in London, on his company’s acquisition of GSK’s 
pipeline of gene therapies. (Tech Review, 
12 April 2018)

The Court has recognized 
that patents should be 
reserved for truly meritorious 
inventions and “no one is 
better positioned to decide 
this than the agency that 
granted them, the PTO. 
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