DOUG LOWY ON THE MOONSHOT,
NCI'S INVIGORATED AGENDA

As administrations change, cancer research stands in an
unusually strong position, NCI Acting Director Douglas
Lowy said in an interview with The Cancer Letter.
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Introducing a redesign of

The Cancer Letter

Dear Reader,

The Cancer Letter is starting 2017
with something we haven't done in ...
well, ever.

We've redesigned our “print” edition. |
hesitate to say PDF, because, there was
no such thing on Dec. 21,1973, when our
newsletter layout was first executed.

Ourswas a practical design: two “galleys”
per page. The galleys were typeset on a
super-duper, iconic IBM Selectric type-
writer—the sort that could actually jus-
tify lines! Thus typeset, the galleys were
placed on a light table and attached with
rubber cement to the mockup pages.
The mockup was then taken, by car, to
the printer and mailer.

The Cancer Letter had to be strictly at
eight pages per issue so it could be fold-
ed, and placed in envelopes. Twelve pag-
es could be done, but expensive to pro-
duce and mail. The process was digitized
in 1989, but the layout lived on.

We've been getting away from our spar-
tan design heritage over the past three
years: first, by launching our new web-
site in January 2014, to enable you to
read and share individual articles on-
line. Then, we added videos and weekly
art features.

For a while, we thought the PDF would
go the way of the Betamax, eight-track
tapes, and, for that matter, the IBM
Selectric. These predictions notwith-
standing, the PDF remains popular, even
as our web readership doubles annu-
ally. This sleek, colorful redesign is our
recognition that many of you like to print
and read.

Now, take a look at the issue in your
hands (or on your electronic device). It’s
just as newsy, but less severe, and eas-
ier to navigate. We put in more white
space, abandoned the primeval Times
New Roman font, and, to reduce visual
fatigue, moved the body copy into three
columns. The bite-sized version of our
logo also acknowledges that many of
you have been referring to The Cancer
Letter simply as TCL.

Also, we listened to our advertisers. We
introduced web ads three years ago, but
due to popular demand, we are bringing
back full-page PDF ads. Cancer centers,
universities, pharmaceutical companies,
and government agencies continue to
widely circulate the PDF, from desk to
desk, or via email. Your institution can
now place premium PDF ads that will
reach our growing list of over 120 site
license subscribers—pretty much every-
one who matters in oncology.

Over the years, many a design consul-
tant has told us to update our logo,
which they described as “too retro.” A bit
of history: an art student whose name
we no longer remember created the logo
in 1973. Jerry Boyd, the founder of The
Cancer Letter, paid him a princely sum of
$60 for his excellent work. We like it, and
we are keeping it.

However, this time, we allowed a design-
er, Jacqueline Ong, to clean up the logo,
while maintaining the look and feel that
has been a part of the cancer world since
the launch of Richard Nixon’s National
Cancer Program.

With the beginning of the Trump admin-
istration two weeks—and one issue—
away, we look forward to continuing the
in-depth, cutting-edge reporting that
defines The Cancer Letter.


http://cancerletter.com/download/13667/
http://cancerletter.com/advertise/

As administrations change, cancer research stands in an
unusually strong position, NCI Acting Director Douglas Lowy
P— said in an interview with The Cancer Letter.
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I'm the acting director
of the NCI, so I am
not a presidential
appointee; therefore,

I am simply staying
on. I would be very
happy to continue as
acting director or to
become the permanent
director, but those
decisions are above
my pay grade.
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Watch the interview with
NCI Acting Director Douglas Lowy here.
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“We're very fortunate that both Repub-
licans and Democrats strongly support
biomedical research in general, and
cancer research in particular, Lowy
said in a wide-ranging interview. “The
leadership of the House and Senate
appropriations subcommittees was
responsible for the increase in FY16 for
the NIH appropriation.”

With the importance of cancer re-
search catapulted to a new level of
visibility by Vice President Joe Biden’s
Cancer Moonshot, the White House
Precision Medicine Initiative, and the
21st Century Cures Act, Congress is
likely to continue investing in biomed-
ical research during the Trump admin-
istration, Lowy said.

“[House and Senate leaders] have both
said they don’t want to be one-year
wonders,” he said. “They both strong-
ly support increasing the NIH budget,
including increases for NCI, and | look
forward to that being a very important
aspect of an accomplishment for the
incoming Congress.”

In the past, NCI directors moved on
when administrations changed, but
not immediately. Richard Klausner,
for example, started his job as insti-
tute director 31 months into the Clin-
ton administration (The Cancer Letter,
Dec. 9, 2016).

Lowy’s case is unique because he is
an acting director, and therefore not
a presidential appointee. While oth-
er appointees were expected to sub-
mit their letters of resignation, Lowy
wasn’t.

“I'm the acting director of the NCI, so |
am not a presidential appointee; there-
fore, lam simply staying on,” Lowy said.
“I would be very happy to continue as
acting director or to become the per-
manent director, but those decisions
are above my pay grade.”

Lowy, who is known for his decades of
research into HPV and cancer, became

acting director of NCI on April 1, 2015,
when Harold Varmus, the institute’s
14th director, left for Weill Cornell
Medical College’s faculty as the Lewis
Thomas University Professor of Medi-
cine, and teamed up with the New York
Genome Center as a senior associate
core member to promote the use of
cancer genomics (The Cancer Letter,
March 6, 2015).

NCI is working with Big Data leaders
and cancer centers to aggregate and
share molecular and clinical informa-
tion in a federated, interoperable sys-
tem, Lowy said.

“NCl can be a leader, but this is a prob-
lem that goes far beyond NCI, and we
need to work with many entities in or-
der to accomplish this goal,” he said.
“In the long run, | suspect that this will
be an international system that will in-
clude data from other countries as well
as data from different sources in the
United States.

“For the NCI, we have the Genomic
Data Commons, which is one of the sig-
nature achievements of this past year.”
(The Cancer Letter, June 10, 2016).

On Lowy’s watch, NCl increased fund-
ing for investigator-initiated research
and the cancer centers. Though NCI
is slated to receive new money for its
moonshot activities, these funds will
flow to NIH (The Cancer Letter, Dec. 2,
2016).

“l can safely say that we are working
very closely with [NIH Director] Fran-
cis Collins to make sure that the qual-
ity of the research and its scope are
very much in keeping with the Beau
Biden Cancer Moonshot initiative and
the recommendations of the [NCI Blue
Ribbon Panel],” Lowy said (The Cancer
Letter, Sept. 9, 2016).

Lowy spoke with Paul Goldberg, edi-
tor and publisher of The Cancer Letter,
and Matthew Ong, a reporter with The
Cancer Letter.


http://cancerletter.com/articles/20161210_3/
http://cancerletter.com/articles/20150306_1/
http://cancerletter.com/20160610
http://cancerletter.com/articles/20161202_2/
http://cancerletter.com/articles/20160909_1/
https://vimeo.com/198356746
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Paul Goldberg:

Dr. Lowy, you've been the act-

ing director for almost two
years. How do you like the job?

Douglas Lowy:

It's really a terrific job. It is a great op-
portunity for me to lead the cancer re-
search effort here in the U.S.

PG:

What'’s the best part of the job?

What'’s the most difficult?

DL:
The best part of the job, really, | would
say there are two aspects:

The firstis seeing the tangible benefits
that come from research that we are
supporting, and those benefits include
increased understanding of cancer, and
then tangible benefits to our patients.

The second part is being able to work
with a large number of fantastic peo-
ple at the NCI and cancer research-
ers throughout the country and the
world, and also the cancer advocacy
community.

Matthew Ong:

What are NCI’'s most notable

accomplishments during your
time as acting director?

DL:

This has been a really active time for can-
cerresearch, and so there really are quite a
few accomplishments that have occurred.
First, we have increased the funding
for investigator-initiated research and,

second, we have increased the fund-
ing for the NCI cancer centers, which is
where the majority of our extramural
funding actually goes.

In addition, we have given renewed
emphasis to cancer health disparities
with new initiatives in that area, and
we have been extraordinarily fortu-
nate in having not one, but two initia-
tives from the White House that shine
a light on the importance of cancer
research: the Precision Medicine Initia-
tive in oncology, which was in 2015 for
the FY16, and most recently the Beau
Biden Cancer Moonshot, which was
very recently funded.

This is enabling us to make substantial
progress and more strongly support
precision medicine and a broad area of
research that we have been support-
ing up to now, but can do so in a much
more effective and efficient way.

PG:

You've been able to do this
without overpromising too,
which—just noting it—that
must have been difficult.

DL:

| feel that cancer is a problem that has
been with us since, really, men have
walked the Earth, and there are Egyp-
tian mummies that have evidence
of cancer.

And even though | look forward to us
making tremendous strides, we are go-
ing to continue to be faced with people
being at risk of developing cancer, and
for the foreseeable future, develop-
ing cancer, because we all understand
that, while, cancer, when it develops
in children is a terrible thing, in terms
of overall incidence and mortality, it
really is a disease of older people, and
because we are living longer, cancer, of
necessity, is going to affect a lot of us.

PG:

We know that you've saved
lives through your work on
the HPV vaccine, but we don’t
know much, actually, we don’t

know anything about your
politics. How do you see poli-
tics coming into play in terms
of your staying or going?

DL:

Fortunately, cancer and cancer re-
search transcend politics. | think that
this is a disease that people of all dif-
ferent persuasions are affected by and
everyone understands that in order to
make progress, there needs to be re-
search and we're extremely fortunate
that there is bipartisan support that is
very strong for cancer research.

PG:

But in terms of your predeces-
sors staying or going and when
administrations change...

DL:

Well, I'm the acting director of the NClI,
so | am not a presidential appointee;
therefore, | am simply staying on. |
would be very happy to continue as
acting director or to become the per-
manent director, but those decisions
are above my pay grade.

PG:

But the science is in a different
place than it was with your pre-

decessors. Does that argue for
yourstaying,inasense, because
of continuity, for example?




DL:

| would very much like to be able to
continue to pursue the cancer research
efforts that we are initiating, but | cer-
tainly also appreciate that there are
other people who are capable of doing
this, and whatever the new administra-
tion decides, that’s what will happen.

MO:

Andifyoudo notbecomea per-

manent director, will you be
continuing your work at NCI?

DL:

Yes. | certainly will look forward to
doing that, having an opportunity to
spend more time in the laboratory
would be a little bit like Br'er Rabbit be-
ing thrown back in the briar patch.

MO:

Right. What would you work on?

DL:

My research involves mainly papilloma
viruses and also some growth regula-
tory genes, and | would look forward
to being able to continue to do that
research. As a matter of fact, my labo-
ratory has its site visit this coming No-
vember, and I'm looking forward to our
getting a positive review, but, as with
all other research endeavors, peer re-
view is critically important.

PG:

What do you expect from the in-
coming administration and Con-

gress? What will they do about
biomedical research, based on
what you are seeing now?
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DL:

As | said earlier, we're very fortunate
that both Republicans and Democrats
strongly support biomedical research
in general, and cancer research in par-
ticular. The leadership of the House and
Senate appropriations subcommittees
was responsible for the increase in
FY16 for the NIH appropriation.

They have both said they don’t want
to be one-year wonders. They both
strongly support increasing the NIH
budget, including increases for NCI,
and | look forward to that being a very
important aspect of an accomplish-
ment for the incoming Congress.

MO:

And now that the Cancer

Moonshot has actually re-
ceived funding in the [21st

Century] Cures bill and the
continuing resolution, has
that money come to NCI?

DL:

We are working very closely with NIH
leadership to make sure that the mon-
ey from the Cancer Moonshot is spent
wisely on meritorious research that is
aligned with the recommendations of
the Blue Ribbon Panel.

MO:

Do you have an estimate of

when that might occur in fis-
cal 2017?

DL:

Probably in the near future we’'ll have
a clearer idea, but right now | can safe-
ly say that we are working very closely
with [NIH Director] Francis Collins to
make sure that the quality of the re-

search and its scope are very much in
keeping with the Beau Biden Cancer
Moonshot initiative and the recom-
mendations of the BRP.

PG:

How will you be prioritizing
the implementation of the
Blue Ribbon Panel recom-

mendations, and which of the
recommendations do you see
NCI acting on right away?

DL:

All of the recommendations are im-
portant, but there are aspects of the
recommendations which are easier to
implement than others, and so we will
be prioritizing according to ease of im-
plementation, in terms of what we do
right now, but we are setting up imple-
mentation teams and will continue to
get input from our advisory groups, as
well as from others, to prioritize how
the research is done.

| should also point out that we can't do
this alone, and we're really looking for-
ward to working collaboratively with
the private sector, with private philan-
thropy, as well as with other countries
and funders in other countries to help
to accomplish the ambitious goals of
the Cancer Moonshot.

MO:

As a public entity, NCI seems
to have been designated as
the de facto leader for data
sharing in oncology as part of

the moonshot. Do you fore-
see NCI playing a larger role
in terms of facilitating and de-
veloping standards for aggre-
gating health data?
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DL:

Yes. Data-sharing clearly has been front
and center especially for Vice President
[Joe] Biden and we have already had
a number of meetings with the NCI
cancer centers as well as with lead-
ers from different platforms for large
data, and we, | think, all agree that we
are working towards the goal of being
able to aggregate and share data much
more efficiently and comprehensively
than has been possible—in the future.
Again, NCl can be a leader, but thisis a
problem that goes far beyond NCI, and
we need to work with many entities in
order to accomplish this goal.

MO:

Right. And you think at some

point those standards may ac-
tually become a reality?

DL:

| think that we will end up with a fed-
erated, interoperable system, but,
importantly, we will try to have data
that’s not only molecular information
about cancer, not only clinical infor-
mation about how people have been
treated and the outcome, but putting
the two together with a large number
of patients, so that we can use that ag-
gregated data to make as much prog-
ress as possible through the analysis of
large data.

PG:

How large a federated, in-

teroperable system will it be?
What will it cover?

DL:

In the long run, | suspect that this will
be an international system that will in-
clude data from other countries as well
as data from different sources in the
United States.

For the NCI, we have the Genomic Data
Commons, which is one of the signa-
ture achievements of this past year,
which was opened and housed at the
University of Chicago, and all of the
datathat’s supported by the NClI, really,
is going to be housed in the GDC, and
we are offering to other groups, if they
wish to put their data into the GDC, to
seriously consider it, and we would like
to help incentivize that by providing re-
sources to help make it easier for that
to happen.

MO:

Doyou think... is there anyone
else in the system that also
has as large a role as NCl—an

individual entity—is anyone
else capable of doing this and
leading this work?

DL:

To the extent that this is going to be
an international effort, we want to
work closely with colleagues outside
of the United States, because the in-
formation that is generated in other
countries can be usefully applied to
the United States, because cancer has
many similarities in other countries
to cancer here, and, in fact, for exam-
ple, we have signed memorandums of
understanding to do cancer proteog-
enomics with a number of different
countries, but focusing on the cancers
that are of most importance to them.

PGC:

How do the Big Data playersin

the industry fitinto this?

DL:
We have been trying to work close-
ly with Project Data Sphere, which is

an activity of the CEO Roundtable on
Cancer, and they have been aggre-
gating and de-identifying data from
completed clinical trials, and we look
forward to being able to make use of
those data, not just for standard che-
motherapy, but also for more contem-
porary and newer forms of treatment,
such as immunotherapy and targeted
treatment.

MO:

How do you see the political
continuity of the moonshot?
I know it’s been approved by

the 21st Century Cures and au-
thorized for funding. How do
you see it panning out over the
next, say, four years?

DL:

| think that we have a great start. We
are committed to supporting some sig-
nature initiatives, utilizing the funds
from the Cancer Moonshot, and we
think that there will be really com-
pelling evidence, and easy for people
to see that this investment is going
to pay off, and so we look forward to
Congress renewing the funding for the
moonshot for its duration.

PG:

What’s the most important

lesson you've learned on this
job?

DL:

It’s to be decisive, but making decisions
only after you have gotten input from
different perspectives.

That, really, is by far, | think, the most
important lesson that | have learned.
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MD Anderson lays off
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900 staff members

By Paul Goldberyg

The year got off to a bad start for
some employees of MD Anderson
Cancer Center.

As part of a cost-cutting measure an-
nounced Jan. 5, about 900 of them re-
ceived layoff notices.

Television crews crowded the parking
garages of the Houston hospital, cap-
turing images of teary-eyed people
carrying boxes to their cars.

Almost 5 percent of MD Anderson’s
workforce of over 20,000 is being let
go as the institution struggles to elim-
inate operating losses. During the first
three months of the fiscal year that
started Sept. 1, 2016, the cancer center
lost $110 million on its operations.

MD Anderson President Ronald DePin-
ho announced the layoffs in an email
blast and a video.

“For months, we've been working to
improve our financial performance,”
DePinho said in the email. “Despite
great effort from everyone, we must
take additional measures to protect
our mission to end cancer. Today, | ac-
cepted a recommendation from the
Shared Covernance Committee, and |
wanted you to hear this news directly
from me.

“Since it isn’t feasible to gather at one
time as acommunity, | have recorded a
video message you can watch by click-
ing on this image.”

The video was available exclusive-
ly through MD Anderson, but a copy
is posted here. DePinho also faced
the press at a news conference later
that day.
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scribed as “consistent with his annual
charitable giving practices.”

His total compensation, with the bo-
nus included, is just above $2 million.

“Despite great effort from everyone, we must take

additional measures to protect our mission to end

cancer. Today, I accepted a recommendation from

the Shared Governance Committee, and I wanted
you to hear this news directly from me.

The reduction in the workforce doesn’t
affect faculty positions. Most of those
losing their jobs are classified staff:
secretaries, administrative  assis-
tants, lab technicians, and adminis-
trators. Layoffs will continue through
the end of the week, cancer center
officials said.

On Jan. 4, the day before the staff
cuts were announced, the Houston
Chronicle reported that DePinho re-
ceived a $208,000 annual performance
bonus. DePinho’s was the largest such
bonus given to any president of a UT
System institution in 2016.

However, DePinho told the Chronicle
that he would donate the bonus to MD
Anderson, a contribution that he de-

99

After watching the day’s news cover-
age of the layoffs, Leonard Zwelling,
a former physician and administrator
at the hospital, had more questions
than answers.

“It is safe to say that the leadership of
Anderson was forced into this decision
and took it reluctantly,” Zwelling wrote
on his blog. “But do the leaders take
responsibility for the mismanagement
that got the institution to this point? Is
the layoff a good move?

“If they have a $2.8 billion war chest of
cash reserves as they claim and if the
‘balance sheet is strong, is this layoff
a statement of managerial neglect up
to now on the part of these leaders?
When they should have been running
lean, were they running fat?


https://vimeo.com/198361249
http://www.houstonchronicle.com/local/prognosis/article/MD-Anderson-10835560.php
http://www.houstonchronicle.com/local/prognosis/article/MD-Anderson-10835560.php
http://lenzwelling.blogspot.com/2017/01/are-layoffs-sign-of-good-or-bad.html
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“Did the electronic medical record’s
slowing of the pace of care really ac-
count for the majority of this budget
shortfall or are there other factors to
blame like poor operations, a bloat-
ed workforce, and over-investment in
drug development?”

Other large cancer
centers in the black

MD Anderson lost $2671 million in
fiscal 2016.

Despite these operating losses, offi-
cials at the cancer center said repeat-
edly that they project ending fiscal
2017 in the black (The Cancer Letter,
Dec. 9, Dec. 2, Nov. 4, 2016).

Explaining the losses last year, DePinho
and other top MD Anderson officials
said in a recent email that other insti-
tutions are similarly suffering from
“decreasing clinical reimbursement
from government and insurance com-
panies, a shrinking pool of potential
patients as insurance providers restrict
coverage, and record rates of automat-
ic denials by insurance companies con-
tributing to bad debt.”

Other large freestanding cancer cen-
ters aren’t reporting operating losses:

Memorial Sloan Kettering Cancer Cen-
ter reported $164 million in operating
income through the first nine months
0f2016,a14.6% increase from the same
period last year. Growth in the volume
of outpatient visits and overall surgical
visits resulted in an 8.9% growth in op-
erating revenue to $2.9 billion. Operat-
ing expenses grew 8.6% to $2.8 billion.

Fred Hutchinson Cancer Research Cen-
ter reported total revenues of $126.4
million and operating expenses of
$1171 million, giving it a $9.3 million
operating surplus for the first quarter,
which ended Sept. 30, 2016. For the fis-
cal year ended June 30, Fred Hutchin-
son reported total revenues of $615.5

million and expenses of $484.6 million,
creating a $130.9 million surplus.

Speaking points
for managers

To keep the message consistent, MD
Anderson officials produced the fol-
lowing “speaking points” for managers
to use to describe the layoffs and the fi-
nancial problems that triggered them.

The document, which was obtained by
The Cancer Letter, appears below:

« MD Anderson has had several
months when our expenses have
been higher than our revenue.

« A convergence of many internal
and external factors contributed
to our financial situation.

« Like other health care institu-
tions, we're facing decreasing
reimbursement from payors,
regulatory changes that nega-
tively impact reimbursement, the
narrowing of insurance networks
and an increase in denials.

« We've also made the necessary
culture changes and adopted new
ways of working as a result of our
electronic health record. We have
not yet realized our forecasted
productivity and efficiency levels.
We're seeing a recovery trend but
more time is needed.

« Areas like personnel, overtime,
purchased services and travel
have driven up our expenses
over time.

« For months, we've focused our
efforts on controlling or eliminat-
ing expenses, increasing clinical
activity and better using our peo-
ple in critical positions or shared
services. Many of you have been
involved in these efforts and we
thank you for your contributions.

1

While we appreciate the skills and
dedication of all our employees,
personnel costs are our largest
expense—nearly 60% of our
overall expenses.

We've implemented a less than
5% reduction in force. This
percentage is less than originally
planned due to the extraordi-
nary productivity and efficiency
efforts of everyone in the MD
Anderson community.

This reduction in force is a diffi-
cult step to take, but it will allow
our organization to adapt to
health care’s current environment
by lowering our expenses so we
can continue providing high qual-
ity cancer prevention, diagnoses,
treatment, education, research
and survivorship.

The decision to eliminate posi-
tions is a financial necessity. It
means separating with staff who
have supported MD Anderson
patients and our mission. We
appreciate their service.

These reductions are only one
part of the overall strategy to
align expenses to revenue.

We must continue to watch all
expenses and increase revenue
to ensure these changes

are sustainable.

We remain dedicated to our
mission of eliminating cancer
and, through collaboration and
mission-driven decision-making,
we'll find more efficient and
cost-effective ways of delivering
on this promise.

Our patients remain our high-
est priority. We will continue
to provide safe and effec-

tive care to those counting

on us to save their lives.


http://cancerletter.com/articles/20161210_1/
http://cancerletter.com/articles/20161202_3/
http://cancerletter.com/articles/20161104_1/
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Biden plans to create
moonshot nonprofit,
may focus on drug prices

By Matthew Bin Han Ong

After leaving the White House, Vice President Joe Biden
plans to consolidate his work on the Cancer Moonshot into
an independent, nonprofit organization, while juggling
non-cancer programs at two universities.

Biden aims to continue work on the
National Cancer Moonshot Initia-
tive through a new nonprofit that
will not be connected to any can-
cer center or university, accord-
ing to sources familiar with Biden’s
post-administration goals.

The vice president appears to be final-
izing plans for creating a foreign policy
institute at the University of Pennsyl-
vania and a domestic policy institute
at the University of Delaware—both
within driving distance of his home in
The First State.

After The Cancer Letter first reported
Biden’s plans Dec. 22, the vice presi-
dent said he would create “The Biden
Trust, to continue the cancer work.” He
seems to have revealed these details
inadvertently, in a conversation picked
up on a C-SPAN hot microphoneJan. 3.

“It’s not so much about raising money
or philanthropy—though there will
be some of that—but it’s more about
keeping these guys cooperating and
changing the culture,” Biden said to
a woman who came up to greet him
after a ceremonial swearing in of Sen.
Kamala Harris (D-Calif). “I'm going to
be based out of Penn for foreign policy.

“'m deliberately not associating with
any one medical center.”

Biden has said repeatedly that he in-
tends to be involved in cancer advoca-
cy for years to come.

“I'm going to begin a national conver-
sation and get Congress and advocacy
groups in to make sure these treat-
ments are accessible for everyone, in-
cluding these vulnerable underserved
populations, and that we have a more
rational way of paying for them while

promoting innovation,” Biden said to
The Washington Post.

In 2016, Biden emerged as the principal
convener in oncology. As vice presi-
dent, he aggressively pushed for what
he called “breaking down siloes” by re-
moving barriers that prevent research-
ers and institutions from sharing data
(The Cancer Letter, June 3). In one
instance, the moonshot announced
plans to work with the Association of
American Cancer Institutes to match
cancer centers with private investment
and philanthropy (The Cancer Letter,

Sept. 6).

At the moment, the White House is
transferring moonshot projects to fed-
eral agencies, insiders say.

President-Elect Donald Trump hasn’t
publicly discussed the moonshot,
which was renamed Beau Biden Can-


https://www.c-span.org/video/?c4640805/vp-talking-biden-trust
https://www.washingtonpost.com/news/to-your-health/wp/2017/01/04/biden-to-tackle-cancer-drug-prices-as-part-of-post-white-house-moonshot-work/%3Futm_term%3D.94dc2db76e99
http://cancerletter.com/articles/20160603/
http://cancerletter.com/articles/20160902_1/

cer Moonshot in the bipartisan 21st
Century Cures Act (The Cancer Letter,
Dec. 9).

White House and UPenn officials de-
clined to comment.

In addition to continuing his work on
the moonshot, Biden said he will “bring
down drug prices” in an interview with
Time magazine in December.

“The researchers, the insurers, all of
the major cancer centers .. want me
to pursue it,” Biden said to The Wash-
ington Post. “They all realize they have
a problem.”

The moonshot nonprofit will be based
in either Wilmington, Del., or Wash-
ington, he said. According to the Post,
the organization is being referred to as
the Biden Cancer Initiative inside the
White House, but the final name could

be different. More details are expected
in early February.

President Barack Obama announced
the moonshot at his 2016 State of the
Union address in memory of Beau
Biden, 46, who died from brain cancer
in May 2015. He was treated at MD An-
derson Cancer Center.

In November, the Houston hospital
created the Beau Biden Chair for Brain
Cancer Research.

It's unclear when the vice president
will create the moonshot institute or
begin his work at UPenn and UD. It is
not publicly known who will be joining
Biden’s staff in these endeavors, and
whether CGreg Simon, the executive di-
rector of the Cancer Moonshot, will be
participating in these programs.
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As part of the Cures Act, the moonshot
received $300 million in the second
fiscal 2017 continuing resolution. The
Cures Act authorizes $4.3 billion for
NIH over the next decade, of which
$1.8 billion is slated for NCl over seven
years for cancer research.

FDA’'s Oncology Center of Excellence
was slated to receive $75 million in
Obama’s FY 2017 budget proposal (The
Cancer Letter, July 1). The Cures Act au-
thorizes the creation of intercenter in-
stitutes at the agency.

With the first year of funding secure,
NCI is expected to begin implement-
ing the Blue Ribbon Panel’s 10 scientific
recommendations for the moonshot
(The Cancer Letter, Sept. 9).

The Cancer Letter's coverage of the
moonshot is posted here.
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http://cancerletter.com/articles/20161210_2/
http://cancerletter.com/articles/20160701_2/
http://cancerletter.com/articles/20160909_1/
http://cancerletter.com/articles/moonshot/
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IN BRIEF

Chi Van Dang named
scientific director of
Ludwig Institute

Chi Van Dang was appointed scienti-
fic director of the Ludwig Institute for
Cancer Research.

He joins Ludwig from the University of
Pennsylvania Perelman School of Medi-
cine’s Abramson Cancer Center, which
he has directed since 2011.

As scientific director, Dang will over-
see the execution of Ludwig’s scienti-
fic strategy to advance the prevention,
diagnosis and treatment of cancer,
with a special focus on the operations
and staffing of the Lausanne, Oxford
and San Diego Branches of the Ludwig
Institute for Cancer Research.

He will also align these efforts with
those of the six independent Ludwig
Centers across the U.S. to further cul-
tivate collaboration within Ludwig’s
global research community.

Dang is best known for his elucida-
tion of the molecular signaling path-
ways and mechanisms that govern the
unusual metabolism of cancer cells,
which require vast quantities of energy
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and molecular supplies to sustain their
wild proliferation. His laboratory was
the first to show that a master regula-
tor of gene expression named MYC—a
gene whose mutation or aberrant ex-
pression is associated with many types
of cancer—alters the utilization of a
key sugar in cancer cells.

This body of work, which explained a
hallmark of tumor metabolism known
as the “Warburg effect”, bolstered the
hypothesis that cancer cells can be-
come addicted to their reengineered
signaling pathways and dependent on
particular nutrients.

Dang and his colleagues also showed
that disrupting those pathways could
be a powerful approach to treating
cancer and identified drug targets to
that end. Therapies based on this work
are today in various stages of clinical
development.

Dang has served as vice dean for re-
search at John Hopkins University and

director of the Hopkins Institute for
Cell Engineering before joining the
Abramson Cancer Center. He was re-
cently appointed to the Blue Ribbon
panel that provided strategic guid-
ance to Vice President Joe Biden’s
Cancer Moonshot initiative. He is a
member of the U.S. National Acade-
my of Medicine, fellow of the Amer-
ican Academy of Arts and Sciences,
and currently chairs the NCI Board of
Scientific Advisors.

“Ludwig has a rich history of discovery
in basic and translational cancer re-
search and | am excited and honored
by the opportunity to lead its network
of accomplished scientists,” said Dang.

“We are today at a unique place in the
history of this field, in which advances
in a variety of biomedical disciplines
are converging at an unprecedented
rate to revolutionize our understand-
ing of cancer. Ludwig is well positioned
to take advantage of this phenomenon,
as many of its scientists and research
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groups are playing a leading role in
driving this convergence.

“l look forward to working with Lud-
wig researchers across institutions
and disciplines, drawing on each
group’s expertise and interests to
forge collaborations aimed at solv-
ing specific and significant chal-
lenges of cancer research—and
to translating their insights into
therapies and diagnostics that will
benefit patients.”

Vacirca elected
COA president

Jeffrey Vacirca was elected president
of the Community Oncology Alliance
for a one year term startingJan. 1.

Vacirca is the CEO and managing
partner/director of clinical research at
New York Cancer Specialists in Long
Island, NY.

In addition to Vacirca, new executive
committee officers and members of
the board of directors were elected.

A complete and updated list of Officers
and Board members can be viewed
here.

Ruckdeschel heads
cancer institute

at University of
Mississippi
Medical Center

John Ruckdeschel was named director
of the cancer institute of the University
of Mississippi Medical Center as well as
Ergon Chairin Cancer Research.

Ruckdeschel, who previously served
as the director of the Moffitt Cancer
Center, led that institution to NCl Com-
prehensive Cancer Center designation
and to become the third largest clinical
cancer program in the U.S.

He then moved to the Barbara Ann Kar-
manos Cancer Center in Detroit where
he re-acquired its NCI comprehensive
status and completed the process of
making Karmanos a freestanding can-
cer hospital.

His research was originally in basic
immunology but gravitated to clinical
and translational research in thorac-
ic malignancies. Ruckdeschel’s career
has focused on lung cancer and other
thoracic malignancies. He is credit-
ed with more than 150 peer reviewed
manuscripts and co-editorship of the
Textbook of Thoracic Oncology. He is
a North American Editor for the Co-
chrane Lung Cancer Review Group.
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Ruckdeschel and Terrance Albrecht
co-developed a means to effectively
video record patient-physician inter-
actions and applied this technology
to understanding clinical trials accrual
and end of life decision-making.

Cassels retires as
chief administrator
at Winship

Diane Cassels will retire as chiefadmin-
istrator of Winship Cancer Institute of
Emory University after 24 years of ser-
vice, having served in a number roles
including including chief department
administrator for radiation oncology
and administrator for the Emory Clin-
ic’'s Section of Radiation Oncology and
chief operating officer at the Emory
Children’s Center and Department of
Pediatrics.

Cassels was named Winship’s execu-
tive administrator in 2010, transition-
ing to Winship’s chief administrative
officer in January 2016.

During her tenure, Winship doubled
its clinical footprint and clinical patient
volume, expanded its membership
from 268 to 434, and expanded the in-
frastructure for the conduct of clinical
trials and laboratory research.


https://www.communityoncology.org/2016/12/22/december-22-community-oncology-alliance-elects-new-officers-and-board-members/
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ACS names three
new members
to board

The American Cancer Society an-
nounced the election of three new
members of its board of directors:

Amit Kumar, of San Jose, CA, executive
chairman of ITUS Corporation, a cancer
diagnostic company;

Joseph Naylor of San Ramon, CA, vice
president of policy, government, and
public affairs for Chevron Corp., a posi-
tion he has held since April 2016.

William Novelli of Bethesda, MD,
professor in the McDonough School
of Business at Georgetown University
and former CEO of AARP.

In other developments:

Arnold Baskies, of Cherry Hill, NJ, be-
came chair of the board. Baskies is a
medical director at Virtua Health Sys-
tems in southern New Jersey, where
he specializes in surgical oncology and
general surgery.

Kevin Cullen, of Baltimore, became
vice chair. Cullen is the director at the
University of Maryland Marlene and
Stewart Greenebaum Cancer Center

Lewis Foxhall, of Houston, became
board scientific officer. Foxhall is the
vice president for health policy and
professor of clinical cancer prevention
at MD Anderson Cancer Center;

John Alfonso, of Bellerose Village, NY,
became sctretary/treadurer. Alfonso is
a partner in the CohnReznick LLP New
York office and leads the efforts of the
firm’s not-for-profit and education in-
dustry practice in New York; and

Scarlott Mueller, of Gainesville, FL,
became immediate past chair. Muel-
ler is a former vice president and chief
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nursing officer at the North Florida
Regional Medical Center.

The ACS board consists of 21 members,
including five officers and 16 directors.
Directors are elected for a two-year
term, and officers hold their position
for a one-year term. The Board is re-
sponsible for setting policy, estab-
lishing long-term goals, monitoring
general operations, and approving the
organizational outcomes and alloca-
tion of resources.

Kratzke, O’'Regan
chosen to leadership
roles at Big Ten
consortium

Members of the Big Ten Cancer Re-
search Consortium steering commit-

tee appointed Robert Kratzke as the
committee’s first chair and Ruth O'Re-
gan as its vice chair. Each will serve a
one-year term, with O’Regan serving
as chair in the subsequent year.

Kratzke is a lung cancer researcher at
Masonic Cancer Center, University of
Minnesota and associate professor in
the University of Minnesota Medical
School’s Department of Medicine. He
has served as the University of Min-
nesota steering committee represen-
tative since 2014, and is a member

of the BTCRC’s Thoracic Clinical Trial

Working Group.

O'Regan is division head, hematolo-
gy/oncology, and associate director of
faculty development and education
at the University of Wisconsin Car-
bone Cancer Center. She is a breast
cancer researcher and physician, and
has served as the University of Wis-
consin’s representative on the steering
committee since 2015. She is a mem-
ber of the BTCRC’s Breast Clinical Trial

Working Group.

The BTCRC Steering Committee is
composed of one researcher from each
member institution. The committee
meets on a regular basis to review ac-
tivities of the consortium and decide
matters of policy. The BTCRC opened
its first multi-institutional clinical trial
in the spring of 2015, and completed
enrollment for the study in July 2016,
six months ahead of projections. The
BTCRC is currently offering clinical
trials for patients with breast cancer,
esophageal cancer, hepatocellular car-
cinoma, and urothelial cancer. More
studies are in development and are ex-
pected to open soon.

The Big Ten Cancer Research Consor-
tium was created in 2013 to transform
the conduct of cancer research through
collaborative, hypothesis-driven, high-
ly translational oncology trials that
leverage the scientific and clinical ex-
pertise of Big Ten universities.



https://www.bigtencrc.org/leadership/
https://www.bigtencrc.org/leadership/
http://cancer.umn.edu/
http://cancer.umn.edu/
https://www.bigtencrc.org/clinical-research/thoracic-clinical-trial-working-group/
https://www.bigtencrc.org/clinical-research/thoracic-clinical-trial-working-group/
http://www.uwhealth.org/uw-carbone-cancer-center/47424
http://www.uwhealth.org/uw-carbone-cancer-center/47424
https://www.bigtencrc.org/clinical-research/breast-clinical-trial-working-group/
https://www.bigtencrc.org/clinical-research/breast-clinical-trial-working-group/
https://www.bigtencrc.org/clinical-research/current-trials/
https://www.bigtencrc.org/clinical-research/current-trials/
http://www.bigtencrc.org/
http://www.bigtencrc.org/
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PCORI approves
$42 millionin
funding for
comparative studies
on healthcare
approaches

The Patient-Centered Outcomes Re-
search Institute Board of Governors
has green-lighted nearly $42 million to
fund 19 new studies comparing which
healthcare approaches work best.

Thirteen of the projects will support
research on which care options work
best in treating a range of conditions
and problems that impose high bur-
dens on patients, caregivers, and the
healthcare system. These include:

« A $6 million study to compare the
effectiveness of two types of pal-
liative care, hospital-based versus
home-based, in reducing patients’
pain, anxiety and depression.

« A$2.7 million study to determine
the effect of accupressure on reliev-
ing treatment-related symptoms in
children with cancer.

17

« A$2.3 million project to determine
whether established treatment
or a newer drug is more effective
against treatment-resistant cases of
Kawasaki disease, which can cause
heart problems in children.

Another six projects will study ways
to improve methods for conducting
patient-centered outcomes research.
Among them are projects on assess-
ing the quality of communications
between healthcare providers and
patients, preserving patient privacy
when data sets including medical in-
formation are linked, and measuring
patients’ preferences.

DRUGS & TARGETS

AACR project GENIE
releases cancer
genomic data set

The American Association for Cancer
Research announced the first public
release of cancer genomic data aggre-
gated through its initiative known as
AACR Project Genomics Evidence Neo-
plasia Information Exchange (GENIE).

The data set includes nearly 19,000
de-identified genomic records collect-

AAC

American Association

for Cancer Research

Genomics Evidence Neoplasia Information Exchange

ed from patients who were treated at
eight international institutions, mak-
ing it among the largest fully public
cancer genomic data sets released
to date.

The release includes data for 59 major
cancer types, including data on nearly
3,000 patients with lung cancer, more
than 2,000 patients with breast cancer,
and more than 2,000 patients with col-
orectal cancer. The genomicdataand a
limited amount of linked clinical data
for each patient can be accessed via the

AACR website or downloaded directly
from Sage Bionetworks.

“These data were generated as part of
routine patient care and without AACR
Project GENIE they would likely never
have been shared with the global can-
cer research community,” said Charles
Sawyers, AACR Project GENIE Steering
Committee chair, chair of the Human
Oncology and Pathogenesis Program
at Memorial Sloan Kettering Cancer
Center, and a Howard Hughes Medical
Institute investigator.


http://media.ne.cision.com/l/ijdidikv/www.aacr.org/RESEARCH/RESEARCH/PAGES/AACR-PROJECT-GENIE.ASPX?utm_source=aacr-org&utm_campaign=genie&utm_medium=mouseover
http://media.ne.cision.com/l/ijdidikv/www.aacr.org/RESEARCH/RESEARCH/PAGES/AACR-PROJECT-GENIE.ASPX?utm_source=aacr-org&utm_campaign=genie&utm_medium=mouseover
http://media.ne.cision.com/l/ijdidikv/www.aacr.org/RESEARCH/RESEARCH/PAGES/AACR-PROJECT-GENIE.ASPX
http://media.ne.cision.com/l/ijdidikv/www.synapse.org/genie
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“We are committed to sharing not
only the real-world data within the
AACR Project GENIE registry but also
our best practices, from tips about as-
sembling an international consortium
to the best variant analysis pipeline,
because only by working together will
information flow freely and patients
benefit rapidly.”

The data are fully de-identified in com-
pliance with the Health Insurance Por-
tability and Accountability Act.

They are derived from patients whose
tumors were genetically sequenced as
part of their care at one of the eight in-
ternational institutions that participat-
ed in the first phase of AACR Project
GENIE. Therefore, the genomic data
are clinical grade.

The eight institutions participating in
AACR Project GENIE phase 1 are:

« Dana-Farber Cancer Institute;
« Gustave Roussy Cancer Campus;

« The Netherlands Cancer Institute,
on behalf of the Center for Personal-
ized Cancer Treatment;

« Sidney Kimmel Comprehensive
Cancer Center at Johns Hopkins;

« Memorial Sloan Kettering Cancer
Center;

« Princess Margaret Cancer Centre;

« University of Texas MD Anderson
Cancer Center; and

 Vanderbilt-Ingram Cancer Center.

To expand the AACR Project GENIE reg-
istry, the consortium is accepting appli-
cations for new participating centers.
Any nonprofit institution that meets a
set of criteria can submitan application
to become a project participant.
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Strata Trial study
launched with UNC,
Alabama cancer
centers

Q@ STRATA

ONCOLOGY

Strata Oncology today announced
launch of the Strata Trial, a nationwide
observational study providing no-cost
tumor sequencing and clinical trial
matching for 100,000 advanced cancer
patients, to study the impact of tumor
sequencing on clinical trial enrollment.

Strata Oncology completed collabora-
tion agreements with its first two can-
cer center partners, University of North
Carolina Lineberger Comprehensive
Cancer Center and University of Ala-
bama Comprehensive Cancer Center.

Participation in the Strata Trial enables
the centers to offer tumor sequencing
to all eligible advanced cancer patients
at no cost, and to access Strata On-
cology’s portfolio of affiliated phar-
ma-sponsored clinical trials. To broad-
en regional access to the Trial, the
agreements also provide for patient
participation at the cancer centers’ re-
gional affiliate hospitals.

In addition, Strata Oncology an-
nounced validation of its Strata
next-generation sequencing Test and
CLIA certification of its high-through-
put cancer sequencing laboratory in
Ann Arbor, MI. The company will pro-
vide access to the Strata NGS Test,
under an IRB-approved screening
protocol, to cancer patients at UNC
Lineberger and UAB and their affiliate
hospitals, with additional clinical part-
nerships to follow.

Foundation
Medicinereceives
FDA approval

as companion
diagnostic

FoundationFocus CDxBRCA received
FDA approval for use as a companion
diagnostic to aid in identifying women
with ovarian cancer.

It is a next generation sequencing test
for qualitative detection of BRCA1 and
BRCAzalterations in formalin-fixed
paraffin-embedded ovarian tumor tis-
sue. The FoundationFocus CDxBRCA
assay detects sequence alterations in
BRCA1 and BRCA2 genes.

Results of the test are used as an aid in
identifying ovarian cancer patients for
whom treatment with Rubraca (ruca-
parib) is being considered. Ifa patientis
positive for any of the deleterious alter-
ations specified in the BRCA1/2 classifi-
cation, the patient may be eligible for
treatment with Rubraca. This may help
identify more women who could bene-
fit from Rubraca therapy as compared
to conventional testing methods that
only identify germline BRCA1/2muta-
tions. Germline-only BRCA1/2 testing
identifies approximately half of all
BRCA1/2 mutations.

Rubraca is a poly polymerase inhibi-
tor indicated as monotherapy for the
treatment of patients with deleteri-
ous BRCA mutation (germline and/or
somatic) associated advanced ovarian
cancer who have been treated with two
or more chemotherapies, and selected
for therapy based on an FDA-approved
companion diagnostic for Rubraca.

Foundation Medicine and Clovis On-
cology closely collaborated on a regu-
latory strategy to develop Foundation-
Focus CDxBRCA in parallel with the
development of Rubraca (rucaparib).
Tissue samples taken from individuals
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with ovarian cancer who enrolled in ru-
caparib clinical trials were analyzed by
Foundation Medicine utilizing compre-
hensive genomic profiling to identify
biomarkers associated with a response
to therapy.

These molecular signatures of re-
sponse informed the development of
FoundationFocus CDxBRCA, which
was utilized in Clovis’ pivotal trial, ARI-
EL2, to identify patients and accelerate
recruitment into the study. The com-
panies filed concurrent pre-market ap-
proval and new drug application sub-
missions with the FDA earlier this year.

With this FDA approval, Foundation-
Focus CDxBRCA is the first validated,
tissue-based assay developed from the
Quality Systems Regulations-compli-
ant version of Foundation Medicine’s
CGP assay, providing uniform analysis
of all BRCA1/2 coding exons.

“These simultaneous approvals by the
FDA represent a step forward for wom-
en with advanced ovarian cancer, an
area where there is a tremendous need
for effective therapeutic approaches
and efficient ways to identify those
most likely to respond to PARP inhibi-
tor therapy,” said Michael Pellini, chief
executive officer of Foundation Med-
icine. “This approval also represents a
significant milestone for Foundation
Medicine, one that underscores the
quality and value of our molecular in-
formation solutions to inform patient
care and to accelerate and streamline
the therapeutic development pro-
grams of our biopharmaceutical part-
ners.”

lonis gets $28 million
from AstraZeneca
for new cancer drug
lonis Pharmaceuticals Inc. announced

that it has earned $28 million from
AstraZeneca following AstraZeneca’s

completion of IND-supporting stud-
ies and license of IONIS-KRAS-2.5, or
AZD4785. IONIS-KRAS-2.5x is a Gener-
ation 2.5 antisense drug discovered by
lonis designed to directly target KRAS,
one of the most frequently mutated
genes in cancer.

IONIS-KRAS-2.5x will be the first drug
to enter clinical development that
directly targets KRAS, regardless of
mutation type.

AstraZeneca will be responsible for
further developing and commercializ-
ing IONIS-KRAS-2.5.

lonis and AstraZeneca are collaborat-
ing to discover and develop antisense
drugs to treat cancer under a Collab-
oration, License and Development
Agreement entered into in December
2012. The collaboration combines As-
traZeneca’s experience and expertise
in developing anti-cancer agents with
lonis’ antisense technology platform to
broaden lonis’ cancer franchise.

With the completion of the IND-sup-
porting studies for IONIS-KRAS-2.5Rx,
lonis has received more than $85 mil-
lion in upfront and milestone pay-
ments from its oncology collaboration
with AstraZeneca and is eligible to
earn additional milestone payments
as the drug progresses in development
as well as royalties on sales of IONIS-
KRAS-2.5x if it is commercialized.

AstraZeneca is also evaluating, as
part of the oncology collaboration,
another drug to treat cancer, AZD9150
(IONIS-STAT3-2.5Rx), in combination
with durvalumab, AstraZeneca’s in-
vestigational anti-PD-L1 antibody, in
patients with head and neck cancer
and in patients with diffuse large B-
cell lymphoma.

The two companies have also formed
a collaboration to discover and de-
velop antisense therapies for treat-
ing cardiovascular, metabolic and
renal diseases.
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MaxCyte,
Washington
University in St.
Louis announce
collaboration

MaxCyte Inc. and Washington Uni-
versity in St. Louis announced a col-
laboration to develop unique immu-
notherapy drug candidates based on
MaxCyte’s proprietary cell engineering
platform technology, CARMA.

CARMA allows simple and rapid manu-
facture of advanced cancer treatments
that utilize a patient’s own immune
system and is differentiated from tra-
ditional CAR therapy due to its use of
mRNA to engineer immune cells de-
livered back into a patient. By utilizing
transient expression via mRNA deliv-
ery, CARMA allows control over se-
vere adverse effects, opening the high
potency of CAR immunotherapies to
a broader range of cancers than tradi-
tional CAR approaches.

John DiPersio, chief of the Division of
Oncology at Washington University
School of Medicine and deputy direc-
tor of the Siteman Cancer Center, and
members of his team will collaborate
with MaxCyte to conduct preclinical
research with a focus on developing a
potential investigational CAR therapy
targeting acute myeloid leukemia and
other related blood cancers. Financial
terms were not disclosed.

MD Anderson,
Affimed collaborate
on immunotherapy
combination

MD Anderson and German-based Af-
fimed NV, announced an exclusive
strategic clinical development and
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commercialization collaboration to
evaluate Affimed’s TandAb technolo-
gy in combination with MD Anderson’s
natural killer cell product.

The technology to grow NK-cells from
umbilical cord blood was developed at
MD Anderson.

Collaborative studies will research, de-
velop, and eventually commercialize
novel oncology therapeutics resulting
from this combination of products. MD
Anderson will be responsible for con-
ducting preclinical research activities
aimed at investigating its NK-cells de-
rived from umbilical cord blood in com-
bination with Affimed’s lead NK-cell
engager, the CD30- and CD16A-target-
ing TandAb AFM13. These are intended
to be followed by a phase | study.

Affimed will fund research and devel-
opment expenses for this collaboration
and the agreement includes a provi-
sion for the potential expansion of the
partnership. Affimed holds an option
to exclusive worldwide rights to devel-
op and commercialize any product de-
veloped under the collaboration.
AFM13 is a bispecific NK-cell Tand Ab si-
multaneously targeting CD16A on NK-
cells and CD30 on tumor cells. AFM13 is
designed to treat CD30-positive malig-
nancies including Hodgkin lymphoma
and T-cell lymphoma and is currently
in phase Il development in HL patients.
Based on its safety profile, AFM13 is be-
ing developed both as monotherapy
and in combination with other thera-
peutics such as Merck’s checkpoint in-
hibitor Keytruda.

Gradalis, Mount Sinai
announce research
alliance

Cradalis Inc. and the Icahn School of
Medicine at Mount Sinai established
a research alliance to advance the sci-
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entific understanding of the Gradalis
Vigil Engineered Autologous Tumor
Cell therapy.

Under the agreement, Gradalis will
provide funding and clinical samples
for studying the immune response to
the therapy.

The research collaboration will be
jointly headed by Gradalis’ Chief Sci-
entific Officer John Nemunaitis and
Seunghee Kim-Schulze, assistant pro-
fessor of medicine and facility director,
Human Immune Monitoring Core at
The Tisch Cancer Institute at the Icahn
School of Medicine at Mount Sinai.

The collaboration will span multiple
clinical trials including the recently
completed first in human study and
ovarian phase 2A study. Additional
collaboration efforts may be initiat-
ed to support ongoing registrational
clinical trials in Ewing’s sarcoma and
ovarian cancer, as well as trials explor-
ing the combination of Vigil and PD-1/
PDLA inhibitors in non-small cell lung
cancer, melanoma and triple negative
breast cancer.

With Vigil, a patient’s tumor cells are
engineered with a plasmid carrying
the gene vector for shRNA Furin and
GMCSF to elicit a systemic T-cell direct-
ed immune response when adminis-
tered to the patient through intrader-
mal injections.

Phylogica,
Genentech extend
agreement

Phylogica Ltd. said Genentech has ex-
tended its exclusivity period for the
research collaboration and license
agreement to discover novel antibiot-
ics utilizing Phylogica’s Phylomer drug
discovery platform, including its pro-
prietary cell penetrating peptide dis-
covery technology.

A member of the Roche Group, Phylog-
icaisa public Australian drug discovery
company. Genentech is a member of
the Roche Group.

Senhwa gets
FDA orphan drug
designation

Senhwa Biosciences Inc. of Taipei and
San Diego received the orphan drug
designation to CX-4945 for the treat-
ment of cholangiocarcinoma.

CX-4945 is a novel small molecule drug
that inhibits protein kinase CKz, the
company said.

Orphan drug designation is granted by
the FDA to novel drugs or biologics that
treat rare diseases or conditions affect-
ing fewer than 200,000 patients in the
U.S. In the US, orphan drug status car-
ries with it seven years of marketing ex-
clusivity following FDA approval.

Under the agreement, Phylogica will
receive a milestone payment of $2 mil-
lion. Phylogica is eligible to receive re-
search, development, and commercial-
ization milestone payments totaling
up to $142 million.

Oncotype DX
included in AJCC
staging criteria

The American Joint Committee on
Cancer has incorporated the Oncotype
DX test in its recently published Eighth
Edition AJCC Cancer Staging Manual.

“For the first time, AJCC has added mo-
lecular signatures to complement the
traditional anatomic features of the
disease, transitioning cancer diagnosis
and care to truly personalized medi-
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cine,” said Steven Shak, chief scientific
officer, Genomic Health. “We believe
this groundbreaking milestone will en-
hance physicians’ ability to deliver the
excellent patient outcomes demon-
strated across multiple prospective
studies of the Oncotype DX test.”

Effective January 2018, the new AJCC
Prognostic Stage Groups will add the
Oncotype DX Breast Recurrence Score,
hormonal status, and HER2 status to
nodal status, tumor size, and tumor
grade for staging breast cancer. For
patients with node-negative disease
or micrometastases in the nodes, a low
Oncotype DX Recurrence Score (RS<11)
classifies a patient as having the most
favorable Prognostic Stage, regardless
of tumor grade or tumor size (up to
five centimeters).

As part of the implementation pro-
cess, all AJCC partners, including the
College of American Pathologists and
the National Comprehensive Cancer
Network, will develop and update pro-
tocols and tools to facilitate successful
adoption of the required new staging
system rules in 2018. The electronic
version of the Eighth Edition A)JCC Can-
cer Staging Manual is scheduled to be
available the first quarter of 2017.

As stated in the AJCC publication,
“Based on the best available evidence
at this time, the Expert Panel deter-
mined that it was appropriate to incor-
porate multigene molecular profiling
to incorporate the Oncotype DX score
into staging for the subgroup of pa-
tients defined by Arm A of the TAILORx
study. These patients should be staged

FUNDING OPPORTUNITIES

Addario foundation,
IASLC announce
grant

The Bonnie ). Addario Lung Cancer
Foundation and the International As-
sociation for the Study of Lung Cancer
announced the second annual joint fel-
lowship award to support research on
the early detection of lung cancer.

The objective of the ALCF-IASLC Fel-
lowship Award for the Early Detection
of Lung Cancer is to identify brilliant,
young, “out of the box” thinkers/re-
searchers who can deliver meaningful
and measurable results for the early
detection of lung cancer that have a
high probability of nearterm bene-
fit to lung cancer patients or individ-
uals at risk, as well as to provide an
opportunity for young researchers to
learn new cutting-edge technologies
and take this expertise back to their
home country.

Additional information is posted here.

BONNIE J, ADDARIO

LUNG CANCER
FOUNDATION

TASLC

International Association for the Study of Lung Cancer

21

according to the AJCC Prognostic Stage
Groups. The findings for the ODX (On-
cotype DX) test are supported by Lev-
el | Evidence (large-scale prospective
clinical trial data).”

The results of the Trial Assigning Indi-
viduaLized Options for Treatment (Rx),
or TAILORx, led by the ECOG-ACRIN
Cancer Research Group were published
in The New England Journal of Med-
icine in 2015. Additionally, the Eighth
Edition AJCC Cancer Staging Manual
cites clinical outcomes data from tens
of thousands of patients in the United
States generated by the NCI Surveil-
lance, Epidemiology, and End Results
registry, demonstrating that patients
with low Recurrence Scores have excel-
lent breast cancer survival at five years.
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