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Mylan's Fulphila has
secured an 8% share

Mylan has declared itself “very happy” with the progress of its
Fulphila (pegfilgrastim-jmdb) rival to Neulasta, after revealing
that the biosimilar - co-developed with India’s Biocon — has captured
just over 8% of the pegfilgrastim pre-filled syringe market in the US.

Noting that the pre-filled syringe market represented “almost
50% of the entire Neulasta marketplace™ in the US, the company said
its penetration into community oncology clinicals and hospital-based
outpatient clinics was “continuing to grow™. Production capacity
is also proceeding “exactly as planned and as we had anticipated
this launch™, following Fulphila’s approval in early June (Generics
bulletin, 8 June 2018, page 1).

Acknowledging Coherus’ recent pegfilgrastim approval in the
US (see front page), Mylan chief financial officer Ken Parks said,
“this is a USS4 billion product in oncology, the largest biologic
product available in the oncology therapeutic world. So I think there
is [an] opportunity for more.”

Separately, Mylan 1s still working on securing US Food and
Drug Administration (FDA) approval for its proposed Wixela Inhub
(fluticasone/salmeterol) rival to Advair, having previously received
a goal date of mid-October. Mylan president Rajiv Malik indicated
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that “we are in continuous and ongoing discussions with the FDA
regarding the progress of the review”. adding that “based on our
latest updates from the agency, they are in the final stages of labelling
review”. “We continue to believe that the FDA will be able to resolve
any outstanding issues very soon,” Malik stated.

In the third quarter of 2018, Europe overtook North America to
become Mylan's largest region by sales, after North American sales
tumbled by 14% to USS$1.01 billion. European sales, meanwhile,
remained flat at US$1.04 billion, but grew by 2% at constant
currencies. Sales in Mylan's Rest of World segment grew by 4% as
reported and by 11% at constant currencies to US$774 million.

Attributing the North American decline in part to restructuring
and remediation issues at Mylan’s Morgantown facility, Malik
indicated that the affected products were high-volume but relatively
low-value, including only one of its top 10 and eight of its top 50 gross
margin generating products for North America. “It’s more a qualitative
issue for us,” he suggested. “Our reputation as a reliable supplier is
where we feel the pain.”

“As we work to reduce the complexity of this facility, we have
proactively discontinued a number of products, while also transferring
some to other sites,” Malik said. «“While we are executing on our
commitment to the FDA, the plant continues to supply products for
the US market.” Related expenses of US$48.9 million were registered
in the third quarter. G
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More cuts to come as
Teva targets USS$3bn

Teva is on track to achieve its targeted USS$3 billion spending
reduction by the end of 2019. according to president and chief
executive officer Kire Schultz. Ridding the firm of a number of 1ts
facilities and cutting staff by more than 9,000 has already produced
efficiencies of USS$1.8 billion in 2018.

Speaking as the firm reported its third-quarter results — and a
year since taking the helm at Teva — Schultz insisted that “no matter
what happens we will take costs down from USS$16.3 billion to
US$13.3 billion”. However. he admitted, this “doesn’t come easy .
acknowledging that the reduction 0f9.100 full-time equivalents (FTEs)
achieved so far represented just under two-thirds of the 14.000 job cuts
that Teva had initially targeted when it revealed its restructuring plans
at the end of 2017 (Generics bulletin. 22 December 2017, page 1).

Meanwhile, Schultz indicated, Teva was seeing signs of
stabilisation in the US generics market, especially after withdrawing
from certain unprofitable product lines, which he said the firm was
happy to leave to open to competitors. “We wish them good luck,
but it’s not a market we want to be in.” he affirmed. North American
generics sales slumped by 25% to USS$922 million during the quarter
(see Figure 1). Meanwhile, European generics sales slid by just 3% to
US$845 million — with price reductions partly offset by new launches
_ while declines in Japan and Russia led International generics
turnover to drop by more than a fifth to USS$498 million.

*Copaxone (glatiramer acetate) continues to maintain its market
share.” Schultz observed, claiming that Teva had retained the “lion’s
share” of the glatiramer market despite global sales dropping by more
than a third to US$601 million. In the US, Copaxone was averaging
around 9,000 weekly prescriptions compared to around 2.000 for
Mylan’s version and 1 000 for Sandoz’ Glatopa, the Israeli firm indicated.

In the third quarter, Teva also enjoyed inflated sales for its
Austedo (deutetrabenazine) tardive dyskinesia treatment that was
approved in the US at the end of August 2017, and recently launched
its Ajovy (fremanezumab-vfrm) migraine drug following US Food
and Drug Administration (FDA) approval in mid-September.

After accounting for respiratory brands, distribution and the
bendamustine brands Treanda and Bendeka, other sales — including
Teva's contract-manufacturing business and third-party API sales that
were flat at US$171 million — came to US$723 million. &
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| Treanda/Bendeka 161 10 4
| Austedo 62 +870 1
| other 723 23 16
| Teva 4,529 -19 100

hqum 1: Breakdown by region and business of Teva's sales in the third quarter of
2018 (Source - Teva)
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filled syringe, a 33% discount to Neulasta’s wholesale acquisition cost (WAC). “Bevond list
price, we also have contracting plans that we believe will deliver additional value to payers.
providers and patients in the long term. facilitating uptake,” Coherus revealed.
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