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HHS Ends VaxGen's $877.5M Contract On Ant hrax Vacci ne.
Lorenzo, Aaron

Byl i ne: Aaron Lorenzo, Washington Editor
VaxGen Inc. is out of the Project BioShield gane.

To probably no one's surprise, the Departnent of Health and Human Services (HHS)
canceled its $877.5 m|lion anthrax vaccine contract, an arrangement beset by devel -
opnent setbacks and ni sconmuni cation since it was unveiled two years ago. The Bris-
bane, Calif.-based conpany's inability to begin a second Phase Il trial of its re-
conbi nant protective antigen (rPA) vaccine by Monday finally sank its ship

HHS bl aned the failure "to successfully cure the condition-endangering perform
ance" for causing VaxGen to miss the deadline, hence the termination, according to a
letter sent to the firm "The clinical hold was our first signal that they weren't
going to be able to neet this mlestone," HHS spokesman Marc Wl fson told Biowrld
Today.

The FDA told the conpany | ast nonth that the study couldn't begin, so HHS provided
an extension into this week to resolve that hold. (See Bi oWwrld Today, Nov. 6,
2006.)

That didn't happen, and on Wdnesday, VaxGen's shares (Pink Sheets:VXG\) closed at
$1.47. The conpany's val ue has been on a downward slide for sone time now, owing to
nmul tiple problens associated with the anthrax vaccine program To date, VaxGen has
spent nore than $175 nmillion on its anthrax vacci ne, and Lance lgnon, its vice pres-
i dent of corporate affairs, charged that HHS failure to carry out "a productive
partnershi p" hanpered progress.

"We're nost di sappoi nted about never having the ability to engage in a construct-
ive di alogue with the governnent to address areas of mutual concern,” he told
Bi oWworl d Today. "Had there been a willingness to really roll up the sleeves and help
us solve these issues that we encountered, there would have been a nuch greater
i kelihood of success in this program"

Not everyone shared that opinion, including John Cerici, a lawer w th MKenna
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Long & Al dridge LLP in Washington, and a consultant to vacci ne nakers.

"The failure of VaxGen falls squarely with VaxGen," he told Bi owrld Today. "They
failed to deliver what they were contractually bound to deliver and what they prom
i sed the governnent they could deliver.™

The continuing hold on the investigational product, rPA102, is due to stability
concerns. Though VaxGen supplied anal ytical methods and additional stability data to
the FDA, Wl fson said the agency nonethel ess "had sone real problens" wth what was
subm tted. The held study was to test a slightly different adjuvant preparation than
the original one, a change necessitated by an unexpected interaction between rPA and
t he vacci ne's adjuvant, al unmi num hydr oxi de.

After the product's reformul ati on needs cane to light earlier this year, HHS ex-
tended the delivery date by six nonths to Novenmber 2008, but also "unilaterally nod-
ified" the agreenent to require nore studies, clinical and preclinical, I|gnon said,
before allowi ng the vaccine to be delivered to the Strategi c National Stockpile.
(See Bi owrl d Today, May 11, 2006.)

VaxGen A Warning To Ot hers?

HHS | ast nmonth i nposed t he Monday deadl i ne, and VaxGen officials funed about the
changes over the course of the contract. The firm predicted that such tweaks could
chill the entire federal government program for buying civilian biodefense products.
The wi der effort, lgnon cautioned, "is not going to work if contractors are prohib-
ited from having an open, constructive dial ogue with the custoner."

Further, he questioned the viability of fixing drug devel opnent efforts to dead-
l[ines. "But this is a very different paradigmhere,” Ignon conceded, one VaxGen ad-
mttedly bought into upon entering the contract, though he said the tineline was ad-
ded "at the 11th hour," shortly before the contract was originally awarded. "W ob-
jected strenuously, but frankly, a company of our size is not in a strong position
to argue. It was basically, 'Take it or leave it.""

The contract remmins the | argest ever under Project BioShield. VaxGen was sel ected
frommultiple applicants, Wlfson said, to a request for proposal. (See Bi oWrld
Today, Nov. 8, 2004.)

HHS coul d hol d VaxGen liable for any excess costs if an alternative anthrax vac-
cine is bought for nmore from another contractor, per the Federal Acquisition Regul a-
tion's default trigger. Wiile this contract is a failure for all parties, Jeric
said, including the American public, it's a good exanple of why BioShield doesn't
pay for products until they're ready for delivery.

The departnment al ready has contracted with Emergent Biosolutions Inc., of Gaith-
ersburg, Mi., for 10 nmillion doses of a first-generation anthrax vaccine, and 8 ml -
lion have been delivered and paid for to date. Already approved by the FDA, it's
al so bought by the Departnent of Defense for military use. Shares in Energent
(NYSE: EBS) were up nearly 10 percent Wednesday to $11.40. Privately held Avecia Bio-
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technol ogy I nc. has another rPA anthrax vacci ne, and that conpany, of MIford,
Mass., has received NIH support for its devel opnent.

Wl f son, who said HHS remains conmitted to procuring an rPA vacci ne, noted that
t he departnment would publicly discuss further anthrax plans next nonth on a revised
timeline for procuring vaccines of one sort or another. The 75 mllion-dose goal re-
mai ns.

"I't will be interesting to see how the government addresses the void," Ceric
said. "How the remaining 65 nmillion is addressed is to be determ ned."

Lessons |l earned fromputting all those eggs in one basket could hel p HHS reach
that goal nore efficiently in the future, assuning nmultiple contracts are made with
mul tiple contractors, and the newy established Bi omedi cal Advanced Research and De-
vel opnent Authority (BARDA) shoul d hel p conmpani es better fund advanced research on
anti dotes and vacci nes agai nst biol ogi cal weapons and infectious di seases, "taking
some of the pressure off BioShield," derici said.

The ant hrax vacci nes are envisioned as a supplenment to antibiotics for post-
exposure treatnment, to shorten the course of antibiotic use as a first line of re-
sponse. To date, HHS has stockpiled enough antibiotics for 40 mllion Anericans. The
department also is |looking to procure anthrax therapeutics, for which Bi oShield con-
tracts have been neted out to Human Cenone Sciences Inc., of Rockville, M., and
Cangene Corp., of Wnni peg, Mnitoba.

I gnon said the jury is still out on rPA102's future, and al so suggested that Vax-
Gen's outlook is unclear. "W have an attenuated snal | pox vaccine and a state-
of -the-art manufacturing facility," he said, "and we are going to do everything we
can to nake sure at this point that we maxi m ze sharehol der val ue."

VaxGen has the right to appeal the term nation and any government claimfor excess
costs associated with alternative anthrax vacci nes.
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