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NIH DIRECTOR FRANCIS COLLINS 
TRICKED INTO DEBATING DISGUISED 
SACHA BARON COHEN ON SHOWTIME 
SPOOF “WHO IS AMERICA?”
By Paul Goldberg
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He is a big guy with a sniveling smile 
and bad hair. He rides a motorized 

scooter with a paperback of Donald 
Trump’s “The Art of a Deal” displayed 
in its front basket. He is certain that 
global warming is a politically correct 
hoax, that Hillary Clinton is secretly a 
man, that a dark plot is afoot to make 
everyone transgender, and that AIDS is 
a myth perpetuated by what in his ren-
dition sounds like “Big Phurmur.”

His accent is vaguely Southern, but 
misspellings in his tweets and Face-
book posts are vaguely Russian.

Realistic as Billy Wayne Ruddick Jr., 
Ph.D., might appear, he is a fictional 
character portrayed by Sacha Baron 
Cohen in “Who Is America?” a show 
that has just finished its first and pos-
sibly only season on Showtime.

Last November, Billy Wayne Ruddick 
Jr., Ph.D., rolled into the life of NIH 
Director Francis Collins, M.D., Ph.D., 
and their sit-down interview aired on 
Showtime on Aug. 18.

During the episode, Billy Wayne asks 
Collins to illuminate the conspiracy 
by Big Agriculture to make Ameri-
cans transgender by feeding them 
trans fats.

If Collins smells a rat at this point in the 
conversation, he doesn’t show it.

“Let me unpack the word ‘trans,’” he 
begins patiently. “‘Trans’ just means it’s 
across from. It’s dif ferent-than. People 
talk about trans fats; it turns out those 
aren’t particularly good for you, be-
cause they give you heart attacks.”

BILLY WAYNE: Because of the shock of 
the gender change.

COLLINS: Because they influence this 
whole process of building up plaque in 
your arteries that gives you heart at-
tacks and strokes. It has nothing to do 
with gender.

That settled, the conspiracy theorist 
confronts the NIH director with the re-
sults of his own experiment, which he 
says demonstrates that AIDS is nothing 
but a myth.

Billy Wayne says that he paid a home-
less man with AIDS $12 to draw his 
blood, af ter which—using “exactly the 
same needle”—he drew his own blood. 
How about this: if you look at the two 
blood samples side by side, don’t they 
look exactly the same?

Now, Collins, who shows no emotion 
through the “trans” question, seems 
to be visibly concerned. “Oh my, didn’t 
you worry about using the same nee-
dle that had just been in his arm?” he 
says as his jaw drops.

BILLY WAYNE: I did it intentionally, so 
there would be no discrepancy and no 
dispute in the scientific community.

COLLINS: You just put yourself at risk.

BILLY WAYNE: Put myself at 
risk of what?

COLLINS: By sharing a needle with 
someone who is HIV positive.

In its seven episodes, “Who Is Amer-
ica?” did a great deal more than 
Trump-bashing. The Right got beat up; 
the Lef t got beat up; sundry celebs, 
picked for reasons other than politics, 
got beat up.

Some of Baron Cohen’s targets rich-
ly deserved being provoked to reveal 
their true nature, and, of course, one 
might argue that Collins didn’t deserve 
this nonsense.

Collins is no one’s political stooge. In 
fact, he is the only remaining Obama 
administration presidential appointee 
to remain in of fice.

A facile speaker who knows what he is 
talking about, Collins is not known for 
gaf fes. He is also a skilled performer. 
He has been seen playing guitar and 
singing his own material before large 
crowds at graduations and such.

However, his job description does in-
clude confronting nonsense—and, 
thanks to Sacha Baron Cohen and his 
scooter-winged conspiracy theorist, 
we got a robust demonstration of what 
a scientist should do when confronting 
stupidity—and, yes, evil.

Is it still true that as long as you keep 
your facts straight, stay consistent, say 
what you mean and mean what you 
say, it shouldn’t matter much whether 
you are talking to a responsible jour-
nalist or an impostor?

Tempted by Billy Wayne Ruddick Jr., 
Ph.D., Collins has demonstrated that 
this notion still holds true.

As a result, Showtime viewers got their 
money’s worth. Taxpayers got their 
money’s worth, too.

AGE OF REASON 
(working title)
Some might argue that being pranked 
by Baron Cohen is an honor—unless, 
of course, you are tricked into making 
a fool of yourself.

Don’t count on John Burklow, NIH as-
sociate director for communications, 
to agree with this argument.

Billy Wayne Ruddick Jr., Ph.D., is a character eerily 
reminiscent of someone we know, a distant relative 
who picks political fights on Facebook and Twitter.

https://twitter.com/BillyWRuddick
https://www.facebook.com/Truthbrary/
https://www.facebook.com/Truthbrary/
https://www.showtimeanytime.com/#series/1033823
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Yeah, some people 
have said, ‘Isn’t 
this some kind 
of honor?’ I think 
we’d both gladly go 
back in time and 
give that honor 
back to whoever 
gave that to us.

– John Burklow                                            

“Yeah, some people have said, ‘Isn’t this 
some kind of honor?’” Burklow said to 
The Cancer Letter. “I think we’d both 
gladly go back in time and give that 
honor back to whoever gave that to us, 
but, well, it really brings up the point: 
Okay, so what are we going to do now? 
Do we do things dif ferently?

“I would say, admittedly, I’m a bit gun shy.

“But we’re not going to slow down, 
we’re not going to stop talking to re-
porters, talking to the media. And put 
it in perspective, Francis has done well 
over a thousand interviews since be-
coming NIH director nine years ago 
in August.”

A conversation with Burklow ap-
pears on page 11.

Should the NIH press shop have been 
expected to catch this caper?

NIH director Francis Collins tricked onto the set of Sacha Baron Cohen's "Who is America?

Hello,

My name is Cory Nicks, and I am 
working on a new project to be 
aired on Showtime called AGE OF 
REASON (working title). Our show 
features conversations with distin-
guished experts in science and pub-
lic policy, highlighting the bright-
est and most reputable minds our 
country has to of fer. Our show has 
been picked up for 6 episodes, and 
we are currently in production.

Based on interviews and documents 
The Cancer Letter obtained under the 
Freedom of Information Act, the an-
swer tilts heavily toward No.

This story begins on Oct. 23, 2017, when 
a gentleman named Cory Nicks con-
tacted NIH with this request:

His email follows:
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Collins showed up for filming a few 
minutes early and was brought into 
the impromptu studio.

Burklow showed up on time.

While his boss was facing five camer-
as and one idiot, Burklow interacted 
with an AGE OF REASON staf f mem-
ber, who gave her name as Julia Har-
ris. This Julia Harris looked and acted 
like an associate producer from Cen-
tral Casting, from whence she might 
well have come.

Collins didn’t recognize the prank im-
mediately. While it’s relatively easy to 
recognize Baron Cohen’s Borat, Brüno, 
and Ali G characters, the character of 
the conspiracy theory-spouting Billy 
Wayne Rudick Jr., Ph.D., wasn’t publicly 
known to exist until the show’s debut in 
July 2018, still about nine months away.

Also, the man’s costume and makeup 
were convincing.

Showtime is not known for policy wonk 
shows like, say, NPR or BBC, but in to-
day’s media, it’s not always easy to say 
who is who and who does what.

Our project’s goal is to cut through 
the noise and disinformation sur-
rounding today’s most important 
issues in a way that’s clear and ac-
cessible to everyday Americans. 
By sharing the knowledge and in-
sights of people like Mr. Collins, 
and institutions like the NIH, we 
hope to make a real dif ference in 
elevating these conversations with 
facts and reason.

As one of our country’s most dec-
orated and well-respected scien-
tists, we’d be thrilled to have Mr. 
Collins on our program. We’d like to 
ask Mr. Collins questions about the 
NIH, the current research projects 
he’s most excited about, his history 
with the Human Genome Project, 
and the relationship between sci-
ence and religion.

We have already filmed with sev-
eral prominent figures from the 
world of politics and public policy, 
as well as a Fortune 20 CEO, and 
leaders from the tech world. Sir 
Jony Ive is assisting with our proj-
ect as well.

Our team is tentatively scheduled 
to shoot on Nov. 9th, 12th, and 
14th. Would Mr. Collins have time 
to sit down with us on any of those 
dates? We’d love to have him for 
an hour, if possible, but would be 
grateful for any amount of time 
he can spare.

Please reach out with any ques-
tions, and I look forward to speak-
ing with you soon.

Sincerely,
Cory Nicks
cory@hereandnowtelevision.com
323-761-3413

Hi Cory-

Thanks for your email. We have a 
few follow up questions: Can you 
provide more details about the 
show? Will each episode focus on 
a specific topic? How long are the 
episodes? Will each episode fea-
ture interviews with multiple peo-
ple, or only one person? Can you 
share the names of those you have 
interviewed?

Light fact-checking was done: www.here-
andnowtelevision.com was in existence, 
and Cory Nicks had a working phone.

In retrospect, the claim that “Sir Jony 
Ive is assisting with our project as well” 
might have been worth looking into.

But, really, who would lie about col-
laboration with Apple’s design guru? 
That would be unethical, perhaps 
even DSMable.

Had Burklow known then what he 
knows now, he would have used the 
following search words: “Jony Ive, Sa-
cha Baron Cohen,” which would have 
produced an episode where the come-
dian brilliantly spoofs the cultish be-
havior of Apple crazies to describe his 
own artistic development.

Readers with a few minutes on their 
hands might wish to click here.

The NIH staf f came back to AGE OF REA-
SON with several follow-up questions:

To this Cory responded:

Thanks for getting back with me.

Each episode will be 30 mins, and 
will feature interviews with more 
than one person.

I’m not sure about the final creative 
edit, but I believe Mr. Collins will 
appear in the same episode with 

other luminaries from the worlds 
of health and science. It’s also pos-
sible we may use footage from in-
terview with Mr. Collins in more 
than one episode, depending on 
the breadth of the conversation,

I’m unable to share specific names 
of people we’ve already inter-
viewed, but they include a former 
US Attorney General, a Fortune 20 
CEO, multiple legislators, and an ac-
complished Silicon Valley entrepre-
neur, among others. For our upcom-
ing D.C. swing, we are also working 
to schedule interviews with presti-
gious scientific organizations like 
NASA, the Smithsonian, etc.

Please let me know if you have any 
further questions, and I’d be happy 
to hop on a call with yourself and 
my senior producer at any time.

Thanks,
Cory

mailto:cory@hereandnowtelevision.com
tel:(323)%20761-3413
http://www.hereandnowtelevision.com
http://www.hereandnowtelevision.com
https://www.dezeen.com/2016/03/16/video-sacha-baron-cohen-brothers-grimsby-spoof-apple-jonathan-ive-design-presentation-movie/


8 |  AUGUST 31, 2018  |  VOL 44  |  ISSUE 32

and Julia was gone. Collins and Burklow 
knew they were duped, but by whom, 
and how badly? All Burklow could do 
was subscribe to Showtime and wait.

The answer emerged on July 13, two 
days before “Who Is America?” aired. 
Former Alaska governor and former 
vice presidential candidate Sarah Palin 
went on national television to report 
that she had been tricked by Sacha Bar-
on Cohen in his new television show.

“It was supposed to be this big-time 
Showtime documentary, and it was 
passed on to me by a speakers’ bureau, 
which I would assume had done some 
vetting,” Palin said. “But this—quote 
unquote—comedian is obviously very 
good at lying, at duping people.”

This is, of course, true.

Tricking people is not okay in main-
stream journalism. Your first step should 
be to state your name and affiliation.

However, anonymity, in addition to 
being one of the mainstays of the web, 
is a way to find out what people really 
think, whether ugliness and ignorance 
lurk in their souls—and how they per-
form in the face of things that are, 
well, very bad.

Granted, being duped is nightmare for 
a communications pro like Burklow. 
But was Collins harmed? He wasn’t, not 
in the least—because he didn’t allow 
that to happen.

“Dr. Collins handled this well, providing 
a great example for any physician-sci-
entist being interviewed: no matter 
what, stay on message and don’t say 

Baron Cohen portrays Billy Wayne Ruddick Jr., Ph.D., a conspiracy theorist.

While this wasn’t a 
conventional forum 
for discussing public 
health, if it brings 
people into the 
conversation who 
otherwise wouldn’t 
be, I find value in it.

– Jim Goodwin                                          

Duped into hostile territory, smelling 
a rat (actually, a confederacy of rats), 
Collins decided to stay on message, 
keeping self-control, and not storming 
of f the set, which would have made 
for better television. This lasted for 
about an hour.

For Collins, there was no joy in it.

“I got set up somehow,” he said as he 
came out to the waiting area. The pro-
ducers—including the nice Julia Har-
ris—acted surprised.

“Oh gosh, what’s wrong? What’s wrong?” 
she said to Collins and Burklow.

Af ter that, the www.hereandnowtele-
vision.com disappeared from the web, 
Cory Nicks’s phone was disconnected, 

https://www.youtube.com/watch?v=1VNEJrsaOJk
http://www.hereandnowtelevision.com
http://www.hereandnowtelevision.com
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Collins to Baron Cohen's character: “You just put yourself at risk. … By sharing a needle with someone who is HIV positive.”

things that can’t be verified,” Jim Good-
win, chair of the Public Af fairs & Mar-
keting Network of national cancer cen-
ters and associate director of strategic 
communication at Washington Uni-
versity Siteman Cancer Center,  said to 
The Cancer Letter. “While this wasn’t a 
conventional forum for discussing pub-
lic health, if it brings people into the 
conversation who otherwise wouldn’t 
be, I find value in it.

“The more people who know what 
physicians and researchers do for us, 
the better.”

Jef frey Molter, director of communica-
tions at NYU Perlmutter Cancer Cen-
ter, agrees.

“I think Dr. Collins did a fine job of an-
swering the questions posed to him by 

the interviewer, even though they were 
all very odd questions about health is-
sues,” Molter said to The Cancer Letter. 
“Dr. Collins remained calm and com-
posed—and presented medical facts 
about some untrue assertions and pro-
vided some useful health education 
to viewers.”

The Cancer Letter reached out to 
Showtime, twice via phone, once via 
email, but there was no response.

There were no burning questions, but 
it might have been nice to suggest that  
Baron Cohen send Collins an auto-
graphed screen grab depicting the NIH 
director struggling mightily to main-
tain composure as Billy Wayne Ruddick 
Jr., Ph.D., brandishes two “identical” 
blood samples.

https://www.linkedin.com/company/The-Cancer-Letter/
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John Burklow
Associate Director for Communications, NIH

It took an elaborate ruse 
to get NIH Director Francis 
Collins on Sacha Baron 
Cohen’s “Who Is America?”

He’s going to keep 
taking opportunities 
to talk about NIH and 
how medical research 
affects people’s lives. 
And we’ll have to check 
the makeup better on 
the interviewers, but 
other than that we’re 
going to keep going.
                                              

CONVERSATION WITH 
THE CANCER LETTER
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Intricate deception went into luring 
NIH Director Francis Collins onto Sa-

cha Baron Cohen’s television show.

A production company called Here and 
Now Television was created, as was its 
website. The show’s working title was 
priceless, in an Orwellian sort of way: 
AGE OF REASON. It turned out to be 
Showtime’s “Who is America?”

The production company staf f mem-
bers—presumably actors all—did 
considerable advance work, and did it 
well. Their letters were good enough 
to convince a seasoned professional, 
NIH Associate Director for Communi-
cations John Burklow, that the show is 
worth doing.

“Even though we were tricked into 
the interview, Francis really wasn’t 
pranked, so to speak,” Burklow said to 
The Cancer Letter. “I guess he was do-
ing an interview [that was] not the type 
of interview he was expecting, but un-
like some other guests that you’ve per-
haps seen on the show, he didn’t say or 
do anything embarrassing. It’s just not 
in him, anyway. There was never any 
risk of that.

“But you still don’t want to be the guy 
who puts your boss in front of Sacha 
Baron Cohen.”

Burklow spoke with Paul Goldberg, ed-
itor and publisher of The Cancer Letter.

Paul Goldberg: I’m actually 
Paul Goldberg, and I’m actu-
ally calling from The Cancer 
Letter. I am not one of Sacha 
Baron Cohen’s characters.

John Burklow: Thank you. That was my 
first question.

 I am not him in disguise. Not 
that you’d see a disguise, be-
cause we’re on the phone. So, 
your boss, Francis Collins, was 
just on “Who Is America?” 
What’s that like?

JB: What’s that like? Well, my first 
thought was, “So this is how my 30-
year tenure at NIH ends.”

Well, yeah. You have been do-
ing this for a long time, and 
I’ve known you for all of those 
30 years. You’ve been through 
some real silliness, and we’ve 
been through some real silli-
ness together.

JB: Together, yes.

Is this the silliest thing that 
ever happened to you as a 
press dude?

JB: I think it rates right up there, if not 
takes the cake.

Cool

JB: Yes. An unforgettable experience, 
put it that way.

Yeah, yeah. But how did it hap-
pen?

JB: Yes, how did it happen… To back 
up, last October we got a request 
from a producer, who was working on 
a new program for Showtime, and it 
was called... well, the tentative name 
was “Age of Reason,” and the stated 
goal was to present facts on import-
ant issues through conversations with 
experts in science and public policy in 
a way that’s clear and accessible to ev-
eryday Americans.

And so, they asked if Dr. Collins would 
be interviewed by a Cory Nicks; not 
sure if that’s a real name, producer 
for the project. And so, we thought, 
“Hmm, okay.”

Now, you might think, “Showtime? 
Why talk to Showtime?”

Well, we’ve noticed over the last few 
years that more and more people are 
getting involved in doing policy shows 
about health and science. So, it wasn’t 
that much out of lef t field. And also, the 
streaming companies like Netflix and 
Amazon were getting into this area.

Also, Dr. Collins feels strongly about 
communicating science to the public, 
to broader audiences. He’s had a his-
tory of going on shows that you might 
not think conventionally, “Oh yeah, 
there’s the NIH director.”

For example, he’s been on “Wait, Wait, 
Don’t Tell Me” on NPR. Then there was 
the Colbert Report; he had been on 
several times. So, we were expecting 
a serious discussion about science and 
medicine in America.

We said, “Okay,” and we scheduled the 
interview. It was mid-November. They 
had rented space down at the Hyatt 
Regency in Bethesda, which, again, this 
stuf f happens. It’s not that unusual.

What was unusual was that—and 
again, it didn’t really strike me at the 
time—Dr. Collins and I came from two 
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dif ferent locations to meet up there. 
He got there earlier than I did.

And when I arrived, they said, “Oh. We 
took Dr. Collins up to the studio, and 
they’re already taping.”

And so, I said, “Well, can I go up there?”

And they said, “Well, this will be done 
pretty soon, so you won’t be able to 
go in, because they have cameras 
and all that.”

So, I thought, “Hmm, that’s not usually 
how it works with me.”

Everybody’s very knowledgeable, peo-
ple talking to me very professionally, 
and everything leading up to this didn’t 
give us an inkling that there was any-
thing awry or irregular.

They had a website, they had a produc-
tion company, they had all this stuf f 
lined up. They told us they’d inter-
viewed other people, not mentioning 
Dick Cheney or Sarah Palin, but oth-
er more scientific types. And so, well, 
okay, I wait down in the lobby, waiting 
for Dr. Collins.

I’m talking with the producers, who, 
again, are very knowledgeable, polite. 
And I’m guessing they’re either real 
producers or, in retrospect, hired ac-
tors. And I keep looking at my watch, 
and I keep wondering, “This is go-
ing overtime.”

And I’m presuming, Oh, Dr. Collins 
must be enjoying his conversation, be-
cause he’s going longer than expected.

So, he comes down finally from the 
studio, and he doesn’t look pleased. 
He looks rather irritated. And Dr. Col-
lins almost never looks irritated, so this 
is not a good sign. So, I go from, “Oh, 
day’s going well,” to “Oh my goodness.”

And I’m sure those were the exact 
words I used, I don’t know.

These specific words? I would 
have used dif ferent words.

JB: He said something went on there. 
He said, “I got set up somehow.”

And the producers with us were look-
ing upset, and, “Oh gosh, what’s wrong? 
What’s wrong?”

And so, we got out of there quickly, and 
then tried to follow up with Showtime, 
tried to follow up with the Here and 
Now Television Company producers... 
All those folks, they were accessible 
to us for a little while, and then, all of 
a sudden, we couldn’t even have ac-
cess to them.

So, they were pretty much a Potemkin 
village of production companies.

I don’t know how they did it, but they 
pretty much ghosted us af ter the in-
terview. We tried to follow up with 
Showtime, which we did, but they 
pretty much said, “That’s showbiz.”

So, that’s last November, and we 
weren’t too happy... Nobody’s happy 
with being tricked.

But you didn’t know you were 
tricked. You were still not clear 
on this being Sacha Baron 
Cohen?

JB: No, but Francis had a sense that 
something was going on, as he was-

The person—the character—
Francis was talking to was 
an idiot. I mean beyond the 
usual, even.

JB: So, as he told me later, he said he 
was in the studio, and then a heavyset 
man with sideburns and a mustache 
comes in on a scooter that’s usually as-
sociated with somebody who has dis-
abilities, has trouble walking. And he 
comes in and introduces himself, and 
I’m sure that Francis is taken back a bit 
by, he wasn’t expecting this person.

But he had been told up there that 
he’ll be interviewed by somebody 
who doesn’t know a great deal about 
his world, NIH, but is very interested 
in learning about it. So, that’s how it 
was set up.

And so, Billy Wayne started with some 
very reasonable questions. And then 
they veered of f into comments and 
questions that were anything but con-
ventional or expected.

But the joke was to get him 
to answer some truly idiotic 
questions while trying to keep 
a straight face. Was there any 
point where he recognized 
that he’s being pranked?

JB: Yes. He told me that at some point 
along the way he realized he was being 
pranked, or this was some kind of farce, 
but he had to decide, “Do I stand up and 
pull the microphone of f and give them 
more to videotape? Or shall I just keep 
going with this and play it straight, and 
see perhaps even in spite of the absurd 
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circumstances, maybe I can get across 
some important information.”

And so, even though we were tricked 
into the interview, Francis really wasn’t 
pranked, so to speak. I guess he was 
doing an interview [that was] not the 
type of interview he was expecting, but 
unlike some other guests that you’ve 
perhaps seen on the show, he didn’t say 
or do anything embarrassing. It’s just 
not in him, anyway. There was never 
any risk of that.

But you still don’t want to be the guy 
who puts your boss in front of Sacha 
Baron Cohen.

And also, I have to hand it to the 
makeup crew.

I never saw him, but just watching 
the shows, they did an incredible job 
disguising him. And Francis himself 
was saying that he knew who Sacha 
Baron Cohen was, but you know, he 
didn’t start his day thinking, “I won-
der if I’m going to be pranked by Borat 
later today.”

He went in to do a serious discussion 
about science and medicine, to talk 
about how we fight cancer and heart 
disease and Alzheimer’s, and so on.

So, it doesn’t surprise me, but Francis 
stayed on message. It was like a study 
on how to stay on message in spite of 
all the absurdities that were thrown at 
him. What was captured was, as you’ve 
seen, their one ... Billy Wayne contend-
ed that the government was trying to 
turn everybody transgender through 
the use of trans fats in their food.

And, that’s the other thing, Francis is 
always respectful, always compas-
sionate, always caring. That’s who he 
is. Francis wasn’t playing any role, any 
character. Francis was being Francis. 
He is a concerned physician, as you can 
tell as the conversation goes on.

He’s very seriously explaining trans 
fats and the dif ference, and how they 
have nothing to do with transgender.

And then they go to the topic of AIDS. 
And Billy Wayne explains how he paid 
a homeless man $12 so he could take 
some of his HIV-infected blood and 
then he used the same needle to get 
his own blood. And that’s when Fran-
cis said, “What? What are you talking 
about? You put yourself at risk for con-
tracting HIV?”

But throughout the whole piece, so 
when you look back, Francis could have 
been talking to somebody who was 
asking straightforward, normal ques-
tions, and he would have conveyed 
about the same information.

I guess what this says is that if 
you have an unwavering mes-
sage, it’s impossible to trick 
you. He came out of this really 
not looking stupid at all.

JB: I agree. I know I work for him, but I 
certainly do agree. Also, if you noticed, 
it wasn’t a wooden performance of, 
“Okay, I’m going to go back to my main 
message now. I’m going to bridge back 
no matter what you said.”

Francis had an authentic conversation 
and answered all of the crazy ques-
tions. So, he actually engaged fully in 
the discussion, but he stayed on mes-
sage, because that’s what he came to 
talk about, and that’s who he is.

There was nothing that Billy Wayne 
was going to uncover about Francis, or 
Francis’ motives. Francis was just who 
he was. He’s there to tell you all about 
the latest in science and how it af fects 
people’s health.

I’ve never seen more idiotic 
questions than these. And the 
objective was just to look at 
his face as he says, “No, trans 
fats have nothing to do with 
transgender. No, you should 
not exchange needles in the 
name of science.” What’s re-
ally funny is that Francis is not 
shy—he sings in public even!

This must be kind of growing 
on him, like a badge of honor, 
you know?

JB: Yeah, I’m not so sure. Well, he knew 
what happened in the conversation, so 
he’s not surprised that they were able 
to capture what he said. But I think he’s 
relieved, as I am, that it’s behind us.

There was nothing 
that Billy Wayne was 
going to uncover about 
Francis, or Francis’ 
motives. Francis was 
just who he was. He’s 
there to tell you all 
about the latest in 
science and how it 
affects people’s health.
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And so, that’s how we learned that, be-
cause she said that the character being 
Billy Wayne interviewed her. And that 
was a forehead-slapping moment for 
me. Oh, gosh. We’ve been punk’d by 
none other than Sacha Baron Cohen.

Well that's, again, an honor. 
But what's really hilarious is 
that the joke's on the charac-
ter who's doing the interview. 
This is not the first conspiracy 
theorist that Francis ever saw.

JB: Right. And this was just a small seg-
ment of a longer conversation. Francis 
had to field all kinds of these questions 
and assertions.

Another one he told me, he said, was, 
Billy Wayne asserted that vaccines are 
dangerous. His son was in a car acci-
dent on his way to getting his flu shot. 
But he made the conclusion that since 
he was in a car accident, it was ... it was 
almost like Henny Youngman jokes.

Well, but this is actually scary. 
Because how close is he to 
some of the folks that you run 
into all the time? I’ve written 
stories about people who said 
that there’s no such thing as 
AIDS. So, it’s not like we’re 
completely in the world of hy-
perbole.

JB: No, I think that’s an excellent point, 
that even though we might say, “Oh, 
trans fat, transgender.” But it’s real-
ly important to remind people, “No, 
those two things do not have anything 
in common, other than they start with 
‘trans.’” It’s important to say, “Yes, AIDS 

Please… PBS… But, actually, 
as far as I’m concerned Sacha 
Baron Cohen is doing journal-
ism. It’s another way of doing 
journalism. It’s an unconven-
tional way of doing journal-
ism, but he’s getting people 
to respond, to reveal things 
beneath the surface, beneath 
the facts. My hat’s of f to him 
as a reporter.

JB: Yeah. Well, I’m probably not the 
best person to ask right now, but I have 
to say that he revealed what Francis 
had to say. Francis came in there to 
talk about health and science. Not just 
to talk about it, but if you watch how 
Francis engaged him, no matter what 
the man asked, Francis treated it like a 
logical, reasonable question.

And he answered it respectfully. And 
he was very concerned, especially 
when he heard that he shared a needle.

Right, right. That’s really an 
absolutely incredible story. 
When did you first figure out 
it was Sacha Baron Cohen?

JB: I guess it was early July. I was 
talking to some of my colleagues here 
on staf f, and I said, “I wonder what ever 
happened with that Showtime piece?” 
And I looked down on my phone, and 
Francis had sent me a note and said, 
“Was this possibly what I was part of?”

And we all saw it at the same time ... 
because it popped up on my phone as 
well ... the reports of Sarah Palin com-
plaining that she was on the show. Or 
she was tricked into being on the show.

Yeah, some people have said, “Isn’t this 
some kind of honor?”

I think we’d both gladly go back in time 
and give that honor back to whoev-
er gave that to us, but, well, it really 
brings up the point: okay, so what are 
we going to do now? Do we do things 
dif ferently?

I would say, admittedly, I’m a bit gun shy.

But we’re not going to slow down, we’re 
not going to stop talking to reporters, 
talking to the media. And put it in per-
spective, Francis has done well over a 
thousand interviews since becoming 
NIH Director nine years ago in August.

And he probably did thousands before 
that. And he’s going to keep going. He’s 
going to keep taking opportunities to 
talk about NIH and how medical re-
search af fects people’s lives. And we’ll 
have to check the makeup better on 
the interviewers, but other than that 
we’re going to keep going.

Are you going to print out a 
screen grab and have Sacha 
Baron Cohen autograph it, so 
you can put it on the wall of 
respect? I think that would be 
a perfectly reasonable thing 
to do. I’m actually not making 
a joke.

JB: Yeah. Yeah. I hadn’t explored that 
option. Yeah. I was thinking, if it hap-
pens again, perhaps he could come im-
personating a reporter from PBS News 
Hour perhaps, or something, but that-

What about The Cancer Letter?

JB: Or The Cancer Letter. Right.
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does exist. HIV does exist, and it’s im-
portant not to share needles.”

So, all the things you might take for 
granted that it’s already common-
ly known, it’s actually important to 
re-emphasize those messages.

And storming out would have 
been an absolutely disastrous 
act, which I guess they were 
hoping for.

JB: I don’t know. The last words I heard 
from the person posing as the produc-
tion assistant said that, “We will not put 
Dr. Collins or NIH in a negative light.” 
And I thought, “Okay, well, let’s see.”

So, I had to subscribe to Showtime, and 
I’m watching every Sunday... there was 
a pit in my stomach as each Sunday 
night approached. And he didn’t ap-
pear until the sixth of seven episodes.

And as I’m watching the others, I’m 
thinking, “Well at least he didn’t do this. 
At least he didn’t do that.” But still—

I don’t think Francis could 
have done what other Baron 
Cohen guests did.

JB: No, there’s no way. No way. I wasn’t 
afraid that he was going to do any of 
those things. It’s just that you start 
thinking, “Okay. I’m sure it went well.”

But I still didn’t know, because I 
hadn’t seen it.

I was kept out of the room.

http://cancerletter.com/advertise/
http://cancerletter.com/subscribe/
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Of the proposed $2 billion, $190 mil-
lion in new money would trickle 

down to NCI.

NCI is slated to receive $5.747 billion, of 
which up to $30 million may be used 
for facilities repairs and improvements 
at the NCI—Frederick Federally Fund-
ed Research and Development Center.

The House version of the Labor-HHS 
spending bill proposes a $1.25 billion 
increase for NIH, bringing the total to 
$38.3 billion.

“Last week’s passage of the combined 
Labor-HHS-Education and Defense 
Appropriations bills in the Senate 
was a great accomplishment for our 
policymakers in the Upper Chamber, 
especially when considering that it’s 
the first time in a decade that the full 
Senate debated and passed the La-
bor-HHS-Education Appropriations 
Bill,” said Jon Retzlaf f, chief policy of fi-
cer and vice president of science policy 
and government af fairs of the Ameri-
can Association for Cancer Research.

“The debate and overwhelming vote 
in favor of these two bills that were 
grouped together also underscores 
the Senate’s commitment to provid-

ing robust, sustained, and predict-
able annual funding increases for the 
National Institutes of Health. “In fact, 
if the $2 billion increase that’s been 
proposed for NIH in FY 2019 becomes 
law, it would translate to a 30 percent 
increase for the NIH since FY 2016,” 
said Retzlaf f.

“We sincerely hope that this action in 
the Senate will provide lots of positive 
momentum for the Senate lawmakers 
as they enter into conference negoti-
ations with their House counterparts 
to reconcile the Labor-HHS-Educa-
tion bills, especially since lawmakers 
will only have roughly five weeks to 
hash out dif ferences in the compet-
ing versions of the measures if they 
hope to avoid a short-term continuing 
resolution.”

The president’s budget proposal ini-
tially sought to cut NIH budget by 27 
percent, but af ter Congress raised the 
spending caps, the White House large-
ly reversed the cut, adding back $9 
billion, thereby bringing NIH funding 
back to the FY 2017 level (The Cancer 
Letter, Feb. 16).

Here is how the numbers line up for NCI: 

 Senate spending bill 
gives NIH $2 billion raise
By Paul Goldberg

The US Senate Aug. 23 passed a spending bill that will 
increase the NIH budget by $2 billion to $39.1 billion— 
a 5.4 percent boost over the current level.

 • In the Senate bill, NCI stands to 
receive $6.15 billion, with $400 
million in Cancer Moonshot 
funds coming from the NIH In-
novation Account. The bill also 
includes $30 million for NCI’s 
facility in Frederick.

 • In the House bill, NCI would 
receive $6.13 billion, also with 
the Moonshot included.

 • Under the White House propos-
al, NCI would get $5.626 billion. 
This number, too, includes 
the Moonshot.

The 2019 appropriations package 
passed by an 85 to 7 vote.

“The last time that the Senate passed 
nine appropriations bills by the end 
of August was 1999,” Richard Shelby 
(R-Ala.), chairman of the Senate Com-
mittee on Appropriations, said in a 
statement. “We collectively called 
earlier this year for a return to regular 
order in the appropriations process be-
cause it was broken, and the leaders on 
both sides—Sen. [Mitch] McConnell 
[(R-KY)]and Senator [Chuck] Schumer 
[(D-NY)]—provided us the opportuni-
ty to follow through.”

https://appropriations.house.gov/news/documentsingle.aspx?DocumentID=395373
https://cancerletter.com/articles/20180216_1/
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A native of Ohio, Jim graduated with 
honors from Kenyon College and 

University of Rochester School of Med-
icine and Dentistry and completed his 
oncology training at Penrose Cancer 
Hospital of Colorado Springs, Univer-
sity of Chicago, and Institute Gustav 
Roussy Institute in France.

Jim served during his long and illus-
trious career as professor and found-
ing chairman of the departments of 
radiation oncology at Medical College 
of Wisconsin and Columbia Universi-
ty College of Physicians and Surgeons 
and as professor, physician-in-chief, 
and division of radiation oncology 
head at UTMDACC.

In each of these roles, Jim had extraor-
dinary success in mentoring younger 
physicians, elevating the care of cancer 
patients and the associated clinical and 
translational research, and establish-
ing a culture of collaborative inquiry 
among his colleagues.

I personally came to know Jim best 
during his tenure (1987-1997) as Group 
Chairman of the Radiation Therapy On-

cology Group. RTOG was at that time one 
of ten NCI-supported cooperative groups 
and was struggling in the late 1980’s with 
its identify and core research mission.

Jim significantly expanded the core mem-
bership of RTOG to include surgeons, 
medical oncologists, medical physicists, 
translational and computational scien-
tists, and international investigators.

The group became one of the first truly 
multi-disciplinary cooperative groups 
and began to more fully fulfill its mission 
of improving the lives of adults with lo-
calized or locally advanced malignancies 
through the conduct of its clinical trials.

I had the honor of serving as the RTOG 
Brain Tumor Committee Chairman and 
RTOG Deputy Group Chairman during 
the latter years of Jim’s term as Group 
Chairman and succeeding him in that role.

Jim was an extraordinary mentor for 
me and for literally hundreds of other 
professionals he touched during his ca-
reer. He had a very intuitive feel as to 
when to step back and when to push 
and when to shout out and when to 

remain silent, whether the issue was 
with other investigators, other cooper-
ative groups, staf f, or the NCI.

He was invaluable as RTOG Past Group 
Chairman to the group in strategizing 
as to how to successfully function as 
an undercapitalized, underappreciated 
research organization through a highly 
politicized environment.

Jim had a wonderful sense of humor, 
smile, and laugh, and the most melo-
dious public speaking voice this side of 
Humphrey Bogart. He loved all things 
French and all the richness that travel 
and arts can bring to a great life. He 
was devoted to and is survived by his 
wife and colleague Ritsuko Komaki, 
MD, his children Lara and Christoph 
Cox, and his five grandchildren.

The author is the group chairman and 
principal investigator of NRG Oncology, 
formerly the Radiation Therapy Oncolo-
gy Group, and executive director of Win-
ship Cancer Institute of Emory University

Jim Cox, professor emeritus in radiation oncology at the 
University of Texas MD Anderson Cancer Center, passed 
away on Aug. 14.  He was 80.

James D. Cox, 
AN APPRECIATION

former RTOG chair, 
dies at 80
By Walter Curran
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Rosenberg, June 
and Allison share 
2018 Albany Prize
Steven Rosenberg, Carl June and James 
Allison received the 2018 Albany Med-
ical Center Prize in Medicine and Bio-
medical Research.

 • Rosenberg is chief of the surgery 
branch at NCI.

 • June is director of the Center for 
Cellular Immunotherapy at the 
Abramson Cancer Center at the 
University of Pennsylvania.

 • Allison is chair of the Department 
of Immunology at MD Anderson 
Cancer Center.

The $500,000 award has been given 
annually since 2001 to “those who have 
altered the course of medical research.”

A statement from the Albany Medical 
Center said the ”awardees were cho-
sen to receive the 2018 Albany Prize 
for their groundbreaking research in 
immunology, the translation of their 
ideas into clinically meaningful thera-
pies for diseases, including metastatic 
melanoma, lung cancer and leukemia, 

and their leadership in moving the field 
of immunotherapy forward.”

“We congratulate these amazing sci-
entists for receiving this prestigious 
award. Their visionary work exempli-
fies the value of the national cancer 
program. Each has had a long history 
of NCI support and I celebrate their 
achievement,” NCI Director Ned Sharp-
less said in a statement. “Dr. Rosenberg 
is a pioneer whose immunotherapy 
work has advanced cancer treatment 
to an immeasurable degree. His inno-
vations have changed patients’ lives.”

Vincent Verdile, the Lynne and Mark 
Groban Distinguished Dean of Albany 
Medical College and chair of the Alba-
ny Prize National Selection Commit-
tee, said that “because of the work of 
these three researchers, the nascent 
field of immunotherapy has already 
had spectacular success, leading to ef-
fective mitigation and of ten cures for 
thousands of cancer and HIV patients 
whose diseases were not treatable by 
other methods.”

The prize will be awarded during a cel-
ebration on Sept. 26, in Albany.

Karen Knudsen 
named AAACI 
president-elect

IN BRIEF
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Karen Knudsen, enterprise director of 
the Sidney Kimmel Cancer Center–Jef-
ferson Health, was elected vice presi-
dent/president-elect of the Association 
of American Cancer Institutes’ board 
of directors.

Knudsen, who has been serving as 
SKCC enterprise director since 2015, 
governs cancer research and cancer 
care across 14 hospitals within Jef-
ferson Health.

Under Knudsen’s leadership, SKCC re-
cently was evaluated as “Outstanding” 
in its most recent NCI Cancer Center 
Support Grant renewal. It was one of 
only three cancer centers to rank “Ex-
ceptional” by the NCI for Community 
Outreach and Engagement.

Knudsen is also the Hilary Koprowski 
Chair, Department of Cancer Biology at 
Thomas Jef ferson University, and Pro-
fessor of Cancer Biology, Urology, Med-
ical Oncology, and Radiation Oncology. 
Her translational research centers on 
prostate cancer and has contributed to 
new mechanisms for treatment of ad-
vanced disease.

A member of AACI’s board of direc-
tors since 2016, Knudsen was program 
chair of the association’s 2017 annual 
meeting. She also serves on review, ad-
visory, and elected panels for the NIH, 
Department of Defense, American So-
ciety of Clinical Oncology, American 
Association for Cancer Research, and is 
editor-in-chief of the journal Molecular 
Cancer Research.

Knudsen’s two-year term will begin 
Sept. 30 during the AACI/Cancer Center 
Administrators Forum annual meeting 
in Chicago.

Cory Wiegert named 
CEO of CancerLinQ LLC
Cory Wiegert was named chief ex-
ecutive of ficer of CancerLinQ LLC, a 
non-profit subsidiary of the American 
Society of Clinical Oncology.

Wiegert most recently served as vice 
president of product management for 
IBM Watson Health. He led the launch 
of major projects, including IBM’s 
first cloud-based of ferings in health-
care and the creation of new solutions 
from the integration of several major 
acquisitions.

Prior to joining IBM, Wiegert held po-
sitions with Sterling Commerce, Siebel 
Systems, Inc., Centura Sof tware Cor-
poration, and Safety-Kleen.

CancerLinQ is a big data initiative that 
collects and analyzes data fromcancer 
patients at practices nationwide, draw-
ing from electronic health records, 
to inform and improve the quality of 
cancer care. The ef fort has two major 
components: 1) the CancerLinQ quality 
improvement and data-sharing plat-
form for oncology practices, and 2) 
CancerLinQ Discovery, which provides 
access to high-quality, de-identified 
datasets derived from the patient data 
to academic researchers, non-profit 
organizations, government agencies, 
industry, and others in the oncolo-
gy community.

The CancerLinQ database contains 
more than a million cancer patient re-
cords, making it one of the largest and 
most comprehensive data sets of its 
kind. In addition, CancerLinQ LLC has 
established a number of collaborations 
with government and nonprofit enti-
ties—including American Society of 
Radiation Oncology, FDA, and NCI—as 
well as industry through its collabora-

tors AstraZeneca, Tempus, and Con-
certo HealthAI.

Wiegert replaces Richard Schilsky, who 
was serving as interim CEO of Cancer-
LinQ.  Schilsky will continue his role as 
ASCO’s chief medical of ficer.

Mof fitt’s chief 
information security 
of ficer named 
fellow to America’s 
cybersecurity 
think tank
Mof fitt Cancer Center’s chief informa-
tion security of ficer will join a group of 
experts charged with protecting and 
enhancing national cybersecurity. 

Dave Summitt has been named a 
Fellow of the Institute for Critical In-
frastructure Technology, the nation’s 
leading cybersecurity think tank.

The institute focuses on safeguarding 
national security, economic security, 
and national public health and safety 
under the Department of Homeland 
Security. As an ICIT Fellow, Summitt 
will share his expertise with the cyber 
and national security community by 
participating in thought leadership 
and educational engagements.

ICIT provides objective, nonpartisan 
advisory to the Senate, House of Rep-
resentatives, and federal government 
leaders in civilian, defense and intelli-
gence agencies.  Research conducted 
in ICIT’s labs, and distributed through 
its publications, is used by United 
States leaders, embassies, allied gov-
ernments, and critical infrastructure 
operators around the globe.
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Summitt has been with Mof fitt since 
2015. He has more than 30 years of 
experience in the technology field, 
with over 13 years working directly in 
cybersecurity.

Exact Sciences, 
Pfizer enter into U.S. 
promotion agreement 
for Cologuard
Exact Sciences Corp. and Pfizer Inc. 
announced an agreement through 
2021 to co-promote Cologuard, the 
only FDA-approved non-invasive stool 
DNA screening test for colorectal can-
cer. Pfizer will join the Exact Sciences 
sales representatives in reaching both 
physicians and health systems and will 
also actively participate in extending 
and deepening the Cologuard market-
ing campaign.

Exact Sciences brings a sales force with 
expertise in colorectal cancer, the in-
novative science of Cologuard and a 
recognizable direct-to-consumer mar-
keting campaign. Pfizer brings a large 
and experienced sales force and rela-
tionships integrating with the leading 
health systems, two areas where Co-
loguard is most of ten prescribed.

Under the agreement, Pfizer will 
co-promote Cologuard with Exact Sci-
ences beginning in the fourth quarter 
of 2018. Exact Sciences will maintain 
responsibility for all aspects of manu-
facturing and laboratory operations of 
Cologuard. Pfizer will share gross prof-
its and marketing expenses equally 
above an agreed upon baseline.  

Cologuard was approved by the FDA 
in August 2014 and results from Exact 
Sciences’ prospective 90-site, point-in-
time, 10,000-patient pivotal trial were 
published in the New England Journal 
of Medicine in April 2014. Cologuard is 
included in the American Cancer Soci-
ety’s 2018 colorectal cancer screening 

guidelines and the 2016 recommen-
dations of the U.S. Preventive Services 
Task Force and National Comprehen-
sive Cancer Network.

Cologuard is indicated to screen adults 
of either sex, 50 years or older, who 
are at typical average-risk for CRC. 
Cologuard is not for everyone; not for 
high risk individuals, including those 
with a family history of colorectal 
cancer, a personal history of cancer or 
advanced adenoma, IBD, and certain 
hereditary syndromes. Positive Co-
loguard results should be referred to 
diagnostic colonoscopy.

MD Anderson, 
Accelerator 
Life Science 
form Magnolia 
Neurosciences
MD Anderson Cancer Center and Accel-
erator Life Science Partners announced 
the launch of Magnolia Neurosciences 
Corp., a company developing a new 
class of neuroprotective medicines, 
with $31 million in Series A funding. 
The company will develop novel ther-
apeutics based on discoveries made 
by researchers in MD Anderson’s Ther-
apeutics Discovery division, includ-
ing the Institute for Applied Cancer 
Science and the Neurodegeneration 
Consortium.

Magnolia Neurosciences will focus on 
neurodegenerative conditions, such 
as Alzheimer’s disease and chemo-
therapy-induced neuropathy in can-
cer patients.

More than 200,000 patients each 
year suf fer from a condition known as 
“chemobrain,” characterized by gen-
eral cognitive and memory problems, 
which can last for years. Additionally, 
roughly two-thirds of patients under-
going chemotherapy treatment de-
velop peripheral neuropathy, in which 

nerve damage causes pain, numbness 
and tingling in the hands and feet.

Neurodegenerative diseases include a 
range of conditions characterized by 
progressive deterioration of neurons 
in the human brain. These conditions 
af fect millions of Americans and are 
largely untreatable.

The NDC is a multi-institutional initia-
tive launched to better understand the 
biology of neurodegenerative diseases 
and translate that knowledge into ef-
fective therapeutics interventions.

Established in 2012 by an inaugural 
$25 million gif t from the Robert A. and 
Renee E. Belfer Family Foundation, the 
NDC brings researchers from Baylor 
College of Medicine, the Massachu-
setts Institute of Technology and the 
Icahn School of Medicine at Mount Si-
nai together with drug discovery and 
development experts from MD Ander-
son’s Therapeutics Discovery division.

Investors participating in the $31 Mil-
lion Series A financing include AbbVie 
Ventures, Alexandria Venture Invest-
ments, ARCH Venture Partners, Eli 
Lilly and Company, Innovate NY Fund, 
Johnson & Johnson Innovation – JJDC, 
Inc., the Partnership Fund for New York 
City, Pfizer Ventures, Watson Fund, 
L.P., WuXi AppTec’s Corporate Venture 
Fund and 180 Degree Capital Corp.

UCLA awarded 
$9.3 million to help 
provide prostate 
cancer treatment
Members of the UCLA urology depart-
ment received $9.3 million of funding 
from the state of California to help 
combat the financial burden of can-
cer treatment for men diagnosed with 
prostate cancer.
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During the next three years, the award 
will directly support the 17-year-old 
IMPACT program, which stands for 
Improving Access, Counseling and 
Treatment for Californians with pros-
tate cancer.

Mark Litwin, professor of urology in 
the David Gef fen School of Medicine 
at UCLA and a member of UCLA Jons-
son Comprehensive Cancer Center, and 
his team have led the ef forts of the 
state-funded program that provides 
free, high-quality prostate cancer 
treatment to California men who are 
underinsured or uninsured.

While more people are signing up for 
health insurance, many cannot af ford 
the costs of important health care ser-
vices, especially when it comes to can-
cer treatments. More than one-third of 
insured people who have cancer and 
are receiving some type of therapy for 
their disease face out-of-pocket costs 
that are far greater than expected, with 
some paying almost one-third of their 
income in health care-related costs. 
This number is even higher for those at 
or below the federal poverty level.

Along with providing comprehensive 
care to a population that would oth-
erwise go without, the program com-
bines health care and public health ap-
proaches to treating the whole patient. 
IMPACT promotes increased self-ef-
ficacy, knowledge, and health liter-
acy through its clinical team model, 
in which each patient is paired with a 
nurse case manager to assist with their 
care coordination and management.

To date, more than 2,200 men have 
enrolled and received prostate cancer 
treatment services under the IMPACT 
Program. Backed by more than $85 mil-
lion in support from the California De-
partment of Health Care Services since 
it began, IMPACT contracts with more 
than 600 health care providers across 
the state who treat men enrolled in 
the program, as well as with mental 
health professionals, local health de-

partments, hospitals, outpatient facil-
ities, pharmaceutical companies and 
others for the additional services pa-
tients need.

“Since the Af fordable Care Act was 
passed, everybody thinks everybody 
is insured,” said Laura Baybridge, the 
IMPACT program’s original adminis-
trator and currently the chief adminis-
trative of ficer for the urology depart-
ment. “What they don’t recognize is 
that even though someone is insured, 
it doesn’t mean they can af ford their 
out-of-pocket expenses. We’re finding 
people simply can’t af ford their insur-
ance, so we really want those patients 
that don’t have a safety net to call and 
to get enrolled.”

Ana María López to 
lead medical oncology 
at Sidney Kimmel
Ana María López joined the Sidney 
Kimmel Cancer Center–Jef ferson 
Health as the vice chair of medical 
oncology and chief of cancer services 
at the Sidney Kimmel Cancer Center–
Washington Township.

López comes from the Huntsman Can-
cer Institute in Salt Lake City, where she 
was director of Cancer Health Equality, 
in addition to associate VP for Health 
Equity and Inclusion at the University 
of Utah Health; associate director of 
Collaboration and Engagement Ser-
vices at the Utah Center for Clinical and 
Translational Sciences; and professor 
of medicine at UU School of Medicine.

She is an expert in breast and gyne-
cological cancers, integrative medi-
cine, telehealth and cancer dispari-
ties. Currently she is president of the 
Philadelphia-based American College 
of Physicians, which is the largest 
medical specialty organization in the 
United States. Additionally, her strong 
commitment to cancer disparities 
is reflected in her leadership of the 

American Society of Clinical Oncology 
committee on cancer disparities.

López will be based out of SKCC in 
Center City until the New Jersey site is 
remodeled. Once she moves into the 
new site, she will continue to collabo-
rate with research and physician teams 
throughout the Sidney Kimmel Cancer 
Center Network and will still spend 
some days in Center City.

Noriega joins Fox 
Chase Division of 
Pulmonary and 
Critical Care
Fox Chase Cancer Center has hired Ju-
lio Noriega as an assistant professor 
in the Division of Pulmonary, Critical 
Care, and Sleep Medicine.

Noriega comes to Fox Chase from the 
University of Iowa Hospitals and Clin-
ics, where he completed fellowships in 
both pulmonary medicine and critical 
care. He is board-certified in internal 
medicine and earned his medical de-
gree and completed a residency in in-
ternal medicine at the Indiana Univer-
sity School of Medicine.

Yahanda, Loaiza-
Bonilla receive 
promotions at CTCA
Cancer Treatment Centers of America 
Global Inc. announced enterprise-wide 
promotions:

Alan Yahanda, chief of staf f at CTCA– 
Atlanta was promoted to chair of the 
Department of Surgery,

Arturo Loaiza-Bonilla, chief of medi-
cal oncology and medical director of 
research at CTCA Philadelphia was 
named vice chair of the Department of 
Medical Oncology.
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NCCN publishes 
first U.S. guidelines 
for rare cancers 
associated with 
pregnancy
The National Comprehensive Cancer 
Network has released new treatment 
guidelines for a group of rare cancers 
that impact women during pregnancy. 
Gestational trophoblastic neoplasia, 
also known as gestational trophoblas-
tic disease, can occur when tumors de-
velop in the cells that would normally 
form the placenta during pregnancy.

It happens in approximately one out 
of every 1,000 pregnancies in the U.S., 
though it is more common in many 
Asian and African countries. Due to 
the rare nature of this condition, and 
the small number of specialists world-
wide, providers of ten are not aware of 
how to provide the best care for peo-
ple with GTN.

“These guidelines are sorely needed,” 
explained David Mutch, Siteman Can-
cer Center at Barnes-Jewish Hospital 
and Washington University School of 
Medicine, who leads the NCCN Clinical 
Practice Guidelines in Oncology Com-
mittee for GTN. “By compiling expert 
consensus, we can standardize the 
way this uncommon disease is treat-
ed. When treated properly, GTN can 
almost always be cured, but deviating 
from that standard can have severe 
consequences. Plus, by providing clear 
instructions for how best to treat GTN, 
we can streamline the insurance ap-
proval process for more ef ficient care.”

The NCCN Guidelines for GTN details 
treatments for several variations of 
the disease. For molar pregnancy (also 
known as a hydatiform mole, a rare 
mass that can form inside the womb 
during early pregnancy, resulting in an 
abnormal fetus), surgery is the first, 
and of ten only treatment required. It 
is generally performed via suction dila-
tion and curettage.

Low-risk GTN is primarily treated with 
single-agent chemotherapy, although 
additional chemotherapy or surgery 
may be required for persistent disease. 
With high-risk GTN, treatment typi-
cally involves multiagent chemothera-
py, with possible radiation therapy for 
brain metastasis. Surgery can be used 
for chemotherapy-resistant disease.

Mutch was joined on the GTN Com-
mittee by John Lurain, Robert H. Lurie 
Comprehensive Cancer Center of 
Northwestern University and R. Kevin 
Reynolds, University of Michigan Rogel 
Cancer Center.

The committee is a subset of the larg-
er NCCN Guidelines Panel for Cervical, 

Uterine, and Vulvar Cancers, of which 
all three are members.

The NCCN Guidelines for GTN bring 
the total number of NCCN Guidelines 
to 72. They are available free-of-charge 
online at NCCN.org or via the Virtual 
Library of NCCN Guidelines mobile app 
for smartphones and tablets.

Collection of brain 
cancer data accessible 
to global researchers
A cache of brain cancer biomedical 
data has been made freely available to 
researchers worldwide, say researchers 
at Georgetown Lombardi Comprehen-
sive Cancer Center. The dataset, Re-
pository for Molecular Brain Neopla-
sia Data, also known as REMBRANDT, 
hosted and supported by Georgetown, 
is one of only two such large collections 
in the country.

Information about the brain cancer 
data collection, which contains infor-
mation on 671 adult patients collected 
from 14 contributing institutions, is 
detailed in Scientific Data, an open-ac-
cess journal.

Already, thousands of researchers in 
the U.S. and internationally log on to 
the data site on a daily basis, and word 
about the resource is expected to in-
crease its use, says Subha Madhavan, 
chief data scientist at Georgetown Uni-
versity Medical Center and director of 
the Innovation Center for Biomedical 
Informatics at Georgetown Lombardi.

The Georgetown data resource is 
unique in several ways. One is that it 
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contains genomic information, col-
lected from volunteer patients who 
allowed their tumors to be sampled, 
as well as diagnostic (including brain 
scans), treatment and outcomes data. 
Most collections contain either one 
or the other.

“We want this data to be widely used 
by the broadest audience — the entire 
biomedical research community — so 
that imagination and discovery is max-
imized,” says first author on the paper 
Yuriy Gusev, associate professor and a 
faculty member of the ICBI. “Our com-
mon goal is to tease apart the clues 
hidden within this biomedical and clin-
ical information in order to find ways 
that advance diagnostic and clinical 
outcomes for these patients.”

The REMBRANDT dataset was original-
ly created at the National Cancer Insti-
tute and  funded by Glioma Molecular 
Diagnostic Initiative led by co-authors 
Howard Fine, from New York Presbyte-
rian Hospital, and Jean-Claude Zenklu-
sen, from the NCI. They collected the 
data from 2004 to 2006.

NCI transferred the data to George-
town in 2015, and it is now physically 
located on the Georgetown Data-
base of Cancer, a cancer data integra-
tion and sharing platform for hosting 
alongside other cancer studies. G-DOC 
investigators, led by Madhavan, devel-
oped novel analytical tools to process 
the information anew.

The genomic data includes the specif-
ic genes within individual tumors that 
are either over-expressed or under-ex-
pressed as well as the number of times 
that gene is repeated within a chromo-
some. The data collection also includes 
information on RNA.

REMBRANDT includes genomic data 
from 261 samples of glioblastoma, 170 
of astrocytoma, 86 tissues of oligo-
dendroglioma, and a number that are 
mixed or of an unknown subclass. Out-

comes data include more than 13,000 
data points.

Additional co-authors of the work are 
Krithika Bhuvaneshwar, from George-
town and Lei Song, from the National 
Cancer Institute.

Georgetown has filed a patent appli-
cation related to G-DOC technology.  
Madhavan is the named inventor of the 
intellectual property protected.

The project was funded by the George-
town Lombardi cancer center support 
grant (P30 CA51008) and a contract 
from the NCI to migrate the Rem-
brandt dataset to G-DOC.

Comprehensive 
CAR T-cell therapy 
pediatric guidelines 
developed 
Almost one year af ter FDA approval of 
chimeric antigen receptor T-cell thera-
py for children with acute lymphoblas-
tic leukemia, researchers at MD Ander-
son Cancer Center and the Pediatric 
Acute Lung Injury and Sepsis Investi-
gators Network published treatment 
guidelines for managing the treatment 
in the online issue of Nature Reviews 
Clinical Oncology.

These guidelines outline lessons 
learned by leading experts in various 
fields to identify early signs and symp-
toms of treatment-related toxicity and 
detail ways in which to manage it.

The FDA approved the first CAR T-cell 
therapy for children and young adults 
with ALL last year. Ongoing research 
aims to expand its use for other cancers.

“CAR T-cell therapy has been associat-
ed with remarkable response rates for 
children and young adults with ALL, 
yet this innovative form of cellular im-

munotherapy has resulted in unique 
and severe toxicities which can lead 
to rapid cardiorespiratory and/or neu-
rological deterioration,” said Kris Ma-
hadeo, associate professor of Pediat-
rics and Chief of Stem Cell Transplant 
and Cellular Therapy at MD Anderson. 
“This novel therapy requires the med-
ical vigilance of a diverse multi-disci-
plinary team and associated clinical 
infrastructure to ensure optimal pa-
tient outcomes.”

As CAR T-cell therapy becomes more 
widely used, treatment guidelines, 
comprehensive training of multi-dis-
ciplinary staf f, and other measures 
should facilitate the appropriate 
management of toxicities that may 
occur following this new treatment, 
Mahadeo said.

MD Anderson’s CAR T-cell-therapy-as-
sociated Toxicity program collaborat-
ed with PALISI and its Hematopoietic 
Stem Cell Transplantation sub-group 
in creating the comprehensive guide-
lines for treating children with cancer 
receiving CAR T-cell therapy.

By bringing together experts from 
many areas, including pediatric inten-
sivists, pharmacy, neurology, and trans-
lational immunotherapy research, the 
guidelines of fer key learnings to pro-
viders and aim to help improve the pa-
tient experience and outcome.

“CARTOX, which oversees care for MD 
Anderson CAR T-cell therapy patients, 
is the first stand-alone immune ef fec-
tor cellular therapy program to earn 
accreditation from the Foundation for 
the Accreditation of Cellular Thera-
py,” said Elizabeth Shpall, professor of 
Stem Cell Transplantation and Cellular 
Therapy and one of the senior authors 
on the Natures Reviews Clinical On-
cology paper. “The program provides 
oversight for more than 20 active im-
mune ef fector cell research protocols 
and two approved standard of care 
therapies at MD Anderson, and it is 
clear these new guidelines will serve 
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as an important new model for care of 
CAR T-cell patients.”

In 2017, MD Anderson’s CARTOX Pro-
gram published guidelines in Nature 
Reviews Clinical Oncology on manage-
ment of adult patients receiving CAR 
T-cell therapy. However, early signs 
and symptoms of toxicity in children 
brought attention to pediatric-spe-
cific monitoring including escalation 
of care based on parent and caregiv-
er concerns.

Some examples of the recommenda-
tions include:

 • Monitoring for cytokine release 
syndrome using pediatric normal 
ranges for organ function.

 • Promptly addressing parent and/or 
caregiver concerns as early signs or 
symptoms of CRS can be subtle and 
best recognized by those who know 
the child best.

MD Anderson team members who 
collaborated on development of the 
guidelines included Elizabeth Shpall; 
Katy Rezvani; and Partow Kebriaei; 
all of the Department of Stem Cell 
Transplantation and Cellular Therapy; 
Sattva Neelapu, of the Department 
of Lymphoma and Myeloma; Sajad 
Khazhal; David McCall; Demetrios Pe-
trepolous; Joan O’Hanlon Curry; Sarah 
Featherston; Jessica Fogelsong; Lisa 
Hafemeister; Cathy Nguyen; Rodrigo 
Mejia; and John Slopis; all of the Divi-
sion of Pediatrics; and Alison Gulbis; 
and Maria Mireles; of the Department 
of Pharmacy.

Other participating institutions in-
cluded the Keck School of Medicine, 
University of Southern California, Los 
Angeles; University of Pennsylvania 
Perelman School of Medicine, Phil-
adelphia; University of Washington 
Seattle Children’s Hospital; George 
Washington University and Children’s 
National, Washington D.C.; Baylor 
College of Medicine, Houston; Da-
na-Farber Cancer Institute, Harvard 

University, Boston; Weill Cornell Medi-
cal College Presbyterian Hospital, New 
York; University of Minnesota Masonic 
Children’s Hospital, Minneapolis; Duke 
Children’s Hospital, Duke University, 
Durham, N.C.; Nationwide Children’s 
Hospital, Ohio State University, Colum-
bus; St. Jude’s Children’s Research Hos-
pital, Memphis, Tenn.; and Children’s 
Hospital at Montefiore, Albert Einstein 
College of Medicine, Bronx, N.Y.

University of 
Maryland scientists 
to conduct first 
FDA-approved 
study of focused 
ultrasound to open 
blood-brain barrier
In the first such clinical trial in the Unit-
ed States, physician-scientists with 
the University of Maryland School of 
Medicine are investigating the use of 
MRI-guided focused ultrasound to 
open the blood-brain barrier. The trial 
will be conducted with patients under-
going brain cancer surgery at the Uni-
versity of Maryland Medical Center.

While this network protects the brain, 
it also limits doctors’ ability to deliv-
er ef fective doses of disease-fighting 
drugs to the brain, particularly in the 
case of brain tumors, which are noto-
riously treatment-resistant. This safety 
and feasibility study is a first step in at-
tempting to overcome a major hurdle 
in treating these of ten-deadly cancers.

“The ability to temporarily disrupt the 
blood-brain barrier without causing 
tissue damage has the potential to dra-
matically alter the landscape of drug 
delivery to the brain for many diseas-
es,” said Graeme Woodworth, principal 
investigator, professor of neurosurgery 
at UMSOM and director of the Brain 
Tumor Treatment and Research Center 
at the University of Maryland Marlene 

and Stewart Greenebaum Comprehen-
sive Cancer Center at UMMC.

“If successful, this approach would 
allow us to use chemotherapy and 
other therapies in the brain in ways 
that are currently not possible,” said 
Woodworth, noting that 98 percent of 
currently approved drugs don’t enter 
the brain because of the blood-brain 
barrier. “If we can selectively open the 
blood-brain barrier, then in the future 
we could give a much lower dose of 
powerful drugs, which would likely 
reduce toxic side ef fects and make 
treatments safer and more ef fective 
for patients.”

The process involves injecting micro-
scopic inert gas-filled bubbles into a 
patient’s bloodstream and then oscil-
lating the microbubbles with highly 
targeted sound waves, stretching the 
blood vessel walls to create tempo-
rary openings.

FDA approved the clinical trial in Octo-
ber 2017 af ter a lengthy review process. 
Although there are similar research 
studies in Canada and other countries, 
this was the first time the FDA ap-
proved a clinical study using this prom-
ising technology and approach.

Within a few months, University of 
Maryland researchers expect to open 
another FDA-approved clinical trial in 
which newly diagnosed glioblastoma 
patients will undergo blood-brain bar-
rier opening prior to treatment with 
standard chemotherapy, temozolo-
mide. This new ultrasound-augment-
ed approach would target the areas 
where tumor recurrence would be 
most likely to occur.

In the initial study, researchers plan to 
enroll up to 15 patients with suspected 
glioblastoma, an aggressive brain can-
cer, who will undergo surgery at UMMC 
to remove their tumor.

The morning of the scheduled surgery, 
patients will undergo a standard mag-



26 |  AUGUST 31, 2018  |  VOL 44  |  ISSUE 32

netic resonance imaging scan as part 
of the preoperative planning process. 
Guided by this MRI, doctors will tar-
get a precise region within the tumor 
with ultrasound, while the injected mi-
crobubbles are circulating within the 
bloodstream. 

The microbubbles will oscillate within 
the ultrasound field, causing tempo-
rary openings in the walls of the brain 
blood vessels, and allowing the MRI 
contrast agent, gadolinium, to pass 
into the brain tissue. The MRI scan will 
then be completed, documenting the 
extent to which the blood-brain barrier 
was disrupted.

The data from the MRI will be used in 
a system called intraoperative stereo-
tactic neuro-navigation – an advanced 
3D-guidance system that accurately 
localizes the tumor within the brain. 
Af ter the surgery, researchers will also 
rigorously examine the tissue that was 
removed to study the potential thera-
peutic and other ef fects from the fo-
cused ultrasound procedure.

In this initial trial, the increased amount 
of contrast enhancement within the 
tumor provided by the focused ultra-
sound procedure may help the 3D nav-
igation during the surgery, according 
to Woodworth. “The standard of care 
is not changing in regard to the sur-
gical procedure. We are functionally 
increasing the amount of navigation 
data available to the surgeon,” he says.

Woodworth notes that the disruption 
in the blood-brain barrier is not perma-
nent, lasting about four to six hours.

The clinical trial is sponsored by In-
Sightec, which has developed the 
MRI-guided focused ultrasound tech-
nology that will be used in the study. 
Neurosurgeons at UMMC are also us-
ing this technology to treat patients 
with neurological conditions, such as 
essential tremor and Parkinson’s dis-
ease, the latter as part of a clinical re-
search study.

Liquid biopsy could 
ease the way to 
immunotherapy 
for lung cancer
Researchers at UC Davis, Genentech, 
and Foundation Medicine are the first 
to show that a blood-based test to 
assess tumor mutational burden ac-
curately identifies non-small cell lung 
cancer patients who could benefit 
from immunotherapies called check-
point inhibitors.

The blood test of fers a much less inva-
sive and more repeatable alternative to 
tissue testing. The study was published 
online today in Nature Medicine.

“We wanted to know if we could trans-
fer this TMB assay from tissue to blood,” 
said David Gandara, who directs the 
Thoracic Oncology Program at the UC 
Davis Comprehensive Cancer Center 
and is first author on the paper. “We 
succeeded, establishing a TMB level in 
blood that correlates well with similar 
levels in tissue and was associated with 
favorable patient outcomes.”

Checkpoint inhibitors take the molecu-
lar brakes of f T cells, allowing them to 
attack tumors.

However, they work best in patients 
who exhibit certain tumor biomark-
ers. One of these is the PD-L1 protein. 
More recent is tumor mutational bur-
den – the number of mutations found 
in specific genomic sequences in tumor 
cells of an individual patient. Patients 
with higher TMB are of ten better can-
didates for immunotherapy.

Translating these findings into clini-
cal practice is now feasible. The initial 
laboratory research methods used to 
identify these biomarkers, such as ex-
ome sequencing, take a long time and 
are not always scalable for clinical care. 
In addition, as many as 30 percent of 

NSCLC patients have too little tumor 
tissue to facilitate these tests. A fast, 
minimally invasive blood test would be 
the ideal solution.

“There are patients for whom the bi-
opsy is inadequate from the start, or 
the tissue is used for routine pathology 
and we don’t have enough tissue lef t 
to do either genomic testing or tissue 
TMB,” Gandara said. “If we can do it in 
blood in one test, that of fers many ad-
vantages for patients who have had an 
inadequate biopsy.”

In addition, because it’s much less in-
vasive, a blood test could be repeated 
to determine if a treatment is ef fective 
or provide an additional option for pa-
tients who might not tolerate a tradi-
tional biopsy in the first place.

To determine whether blood could 
produce TMB results as well as tumor 
tissue, the researchers examined more 
than a thousand blood samples from 
patients with advanced NSCLC (two or 
more lines of treatment) in two stud-
ies, OAK and POPLAR.

This retrospective study compared 
these blood samples with tumor tissue 
and found a strong, though not per-
fect, TMB correlation between the two. 
This was not unforeseen, as tumor tis-
sue is heterogeneous, and the blood 
test is actually more sensitive.

Despite these dif ferences, the blood 
test performed well, consistently pre-
dicting which patients would benefit 
– with improved response and pro-
gression-free survival – from the PD-
L1 inhibitor atezolizumab (Tecentriq). 
The assay proved both accurate and 
reproducible.

This blood-based approach seems 
poised to move rapidly into the clinic. 
Foundation Medicine is now seeking 
FDA approval to incorporate it into 
their FoundationACT liquid biopsy. In 
addition, interim data from the pro-
spective BFIRST study presented at 
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the recent ASCO conference confirmed 
that blood samples are a viable way 
to test TMB.

Other authors included: Sarah Paul, 
Marcin Kowanetz, Erica Schleifman, 
Wei Zou, Yan Li, Lukas Amler, Todd Rie-
hl, Craig Cummings, Priti Hegde, Alan 
Sandler, Marcus Ballinger and David 
Shames at Genentech; Achim Rittmey-
er at Lungenfachklinik Immenhausen; 
Louis Fehrenbacher at Kaiser Perma-
nente Medical Center, Vallejo, Califor-
nia; Geof f Otto, Christine Malboeuf, 
Daniel Lieber, Doron Lipson, Jacob Sil-
terra and David Fabrizio at Foundation 
Medicine; and Tony Mok at State Key 
Laboratory of Southern China.

This research was funded by F. Hof f-
mann-La Roche. Imbruvica + rituximab 

becomes first non-
chemo combination 
for Waldenström’s 
macroglobulinemia
The Janssen Pharmaceutical Compa-
nies of Johnson & Johnson announced 
the FDA approval of Imbruvica (ibru-
tinib) in combination with rituximab 
for the treatment of Waldenström’s 
macroglobulinemia.

The approval expands the label for Im-
bruvica in WM beyond its approved use 
as a monotherapy to include combina-
tion use with rituximab. The approval 
represents the first approved non-che-
motherapy combination option for the 
treatment of WM.

Imbruvica first received FDA approval 
in WM as a monotherapy in January 
2015 via the Breakthrough Therapy 
Designation pathway, making it the 
first FDA-approved therapy for the 
disease. The expanded label marks 
the ninth FDA approval for Imbruvica 
since 2013. Imbruvica is a first-in-class 
Bruton’s tyrosine kinase inhibitor joint-
ly developed and commercialized by 
Janssen Biotech Inc. and Pharmacyclics 
LLC, an AbbVie company.

This approval is based on results from 
the randomized, double-blind, place-
bo-controlled iNNOVATE study (PCYC-
1127), the largest phase III study of a 
non-chemotherapy combination in 
WM patients. The iNNOVATE study 
evaluated Imbruvica in combination 
with rituximab versus placebo plus rit-
uximab in 150 patients with either re-
lapsed/refractory disease or previously 
untreated WM.

At a median follow up of 26.5 months, 
a significant improvement in the Inde-
pendent Review Committee-assessed 
primary endpoint of progression-free 
survival was seen with Imbruvica plus 
rituximab when compared with place-
bo plus rituximab (30-month PFS rates 
were 82% vs. 28%, respectively). Pa-
tients in the Imbruvica plus rituximab 
treatment arm experienced an 80% 
reduction in relative risk of disease 
progression or death compared with 
patients treated with placebo plus rit-
uximab (hazard ratio=0.20; confidence 
interval, 0.11-0.38, p<0.0001).

FDA approves 
lenvatinib for 
unresectable 
hepatocellular 
carcinoma
FDA approved lenvatinib capsules 
(Lenvima) for first-line treatment of 
patients with unresectable hepatocel-
lular carcinoma.

The drug is sponsored by Eisai Inc.

Approval was based on an internation-
al, multicenter, randomized, open-la-
bel, non-inferiority trial (REFLECT; 
NCT01761266) conducted in 954 patients 
with previously untreated, metastat-
ic or unresectable HCC. Patients were 
randomized (1:1) to receive lenvatinib (12 
mg orally once daily for patients with a 
baseline body weight of ≥60 kg and 8 mg 
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orally once daily for patients with a base-
line body weight of <60 kg) or sorafenib 
(400 mg orally twice daily). Treatment 
continued until radiological disease pro-
gression or unacceptable toxicity.

REFLECT demonstrated that lenvatinib 
was non-inferior but not statistically 
superior to sorafenib for overall survival 
(HR 0.92; 95% CI: 0.79, 1.06). Median OS 
in the lenvatinib arm was 13.6 months 
and 12.3 months in the sorafenib arm. 
REFLECT also demonstrated a statisti-
cally significant improvement in pro-
gression-free survival with lenvatinib 
as compared to sorafenib.

Median PFS was 7.3 months in the 
lenvatinib arm and 3.6 months in the 
sorafenib arm (HR 0.64; 95% CI: 0.55, 
0.75; p<0.001) per modified RECIST for 
HCC; findings were similar according 
to RECIST 1.1. The overall response rate 
was higher for the lenvatinib arm as 
compared to sorafenib (41% vs. 12% per 
mRECIST and 19% vs. 7% per RECIST 1.1).

Lenvima gets 
European approval 
for advanced, 
unresectable 
hepatocellular 
carcinoma
Eisai and Merck said the European 
Commission granted a marketing au-
thorization for the oral receptor tyro-
sine kinase inhibitor Lenvima (lenvati-
nib), as a single agent for the first-line 
treatment of adult patients with ad-
vanced or unresectable hepatocellular 
carcinoma who have received no prior 
systemic therapy.

Lenvima is the first new, first-line treat-
ment for advanced or unresectable 
HCC in a decade to show an overall 
survival treatment ef fect by statistical 
confirmation of non-inferiority against 
standard of care.

Lenvima is marketed in Japan for the 
treatment of HCC and in the United 
States for the treatment of first-line 
unresectable HCC, and applications 
seeking approval for this indication 
have been submitted to addition-
al countries.

FDA approves 
pembrolizumab + 
chemo for first-line 
metastatic non-
squamous NSCLC
FDA approved pembrolizumab (Ke-
ytruda) in combination with peme-
trexed and platinum as first-line treat-
ment of patients with metastatic, 
non-squamous non-small cell lung 
cancer, with no EGFR or ALK genomic 
tumor aberrations.

Keytruda is sponsored by Merck & Co.

Pembrolizumab was previously grant-
ed accelerated approval for this indi-
cation in May 2017 based on improve-
ments in overall response rate and 
progression-free survival for patients 
randomized to pembrolizumab ad-
ministered with pemetrexed and 
carboplatin as compared with peme-
trexed and carboplatin alone in the 
KEYNOTE-021 study.

The approval represents fulfillment of 
a postmarketing commitment demon-
strating the clinical benefit of this prod-
uct. This action is based on the results 
of KEYNOTE-189 (NCT02578680), a ran-
domized, multicenter, double-blind, 
active controlled study enrolling 616 
patients receiving first-line treatment 
for metastatic NSqNSCLC.

Patients were randomized (2:1) to re-
ceive pembrolizumab (or placebo) in 
combination with pemetrexed, and 
investigator’s choice of either cispla-
tin or carboplatin every 3 weeks for 4 
cycles followed by pembrolizumab (or 

placebo) and pemetrexed. Treatment 
with pembrolizumab continued until 
disease progression, unacceptable tox-
icity, or a maximum of 24 months.

The primary ef ficacy outcome mea-
sures were overall survival and pro-
gression-free survival, as assessed by 
a blinded independent committee re-
view (RECIST 1.1.)

The trial demonstrated a statistically 
significant improvement in OS for pa-
tients randomized to pembrolizumab 
and chemotherapy (HR 0.49; 95% CI: 
0.38, 0.64; p<0.00001) in a pre-speci-
fied interim analysis.

The median OS was not reached at 
the time of the data cut-of f in the 
pembrolizumab plus chemotherapy 
arm and was 11.3 months for those in 
the chemotherapy arm. The trial also 
demonstrated an improvement in PFS 
for patients randomized to pembroli-
zumab plus chemotherapy (HR 0.52; 
95% CI: 0.43, 0.64; p<0.00001). The me-
dian PFS was 8.8 months for patients 
receiving pembrolizumab plus chemo-
therapy and 4.9 months for those re-
ceiving chemotherapy alone.

The overall response rate was signifi-
cantly higher (48% vs. 19%; p=0.0001) 
for those in the pembrolizumab plus 
chemotherapy arm and the median re-
sponse duration was 11.2 months and 
7.8 months, respectively.

FDA updates 
prescribing 
information for 
Keytruda, Tecentriq
FDA has updated the prescribing in-
formation for Keytruda (pembroli-
zumab) and Tecentriq (atezolizumab) 
to require the use of an FDA-approved 
companion diagnostic test to deter-
mine PD-L1 levels in tumor tissue from 
patients with locally advanced or met-
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astatic urothelial cancer who are cis-
platin-ineligible. FDA approved two 
dif ferent companion diagnostic tests, 
one for use with Keytruda and one for 
use with Tecentriq, as described below.

FDA approved the Dako PD-L1 IHC 22C3 
PharmDx Assay (Dako North America, 
Inc.) as a companion diagnostic to se-
lect patients with locally advanced or 
metastatic urothelial carcinoma who 
are cisplatin-ineligible for treatment 
with Keytruda. The 22C3 assay de-
termines PD-L1 expression by using a 
combined positive score assessing PD-
L1 staining in tumor and immune cells.

The updated indication for Keytruda is: 
Keytruda is indicated for the treatment 
of patients with locally advanced or 
metastatic urothelial carcinoma who 
are not eligible for cisplatin-containing 
chemotherapy and whose tumors ex-
press PD-L1 [Combined Positive Score ≥ 
10] as determined by an FDA-approved 
test, or in patients who are not eligible 
for any platinum-containing chemo-
therapy regardless of PD-L1 status.

FDA approved the Ventana PD-L1 
(SP142) Assay (Ventana Medical Sys-
tems, Inc.) as a companion diagnostic 
test to select patients with locally ad-
vanced or metastatic urothelial carci-
noma who are cisplatin-ineligible for 
treatment with Tecentriq. The SP142 
assay determines PD L1 expression in 
immune cells.

The updated indication for Tecen-
triq is: TECENTRIQ is indicated for 
the treatment of patients with local-
ly advanced or metastatic urothelial 
carcinoma who:

 • Are not eligible for cisplatin-con-
taining chemotherapy, and whose 
tumors express PD-L1 (PD-L1 
stained tumor-infiltrating immune 
cells covering ≥5% of the tumor 
area), as determined by an FDA-ap-
proved test, or

 • Are not eligible for any plati-
num-containing therapy regardless 
of level of tumor PD-L1 expression

The FDA updated the prescribing infor-
mation for both drugs to require use of 
an FDA-approved test for selection of 
patients being treated in the first-line 
setting who are cisplatin-ineligible. 
The second-line indications in urotheli-
al carcinoma for both drugs remain un-
changed. The tests used in the trials to 
determine PD-L1 expression are listed 
in Section 14 of each drug label.

Nivolumab gets 
accelerated approval 
for third-line 
metastatic small 
cell lung cancer
FDA granted an accelerated approv-
al to nivolumab (Opdivo) for patients 
with metastatic small cell lung cancer 
with progression af ter platinum-based 
chemotherapy and at least one other 
line of therapy.

The drug is sponsored by Bristol-Myers 
Squibb Co. Inc.

Approval was based on demonstra-
tion of a durable overall response rate 
in a subgroup of patients from Check-
Mate-032 (NCT01928394), a multicenter, 
open-label trial in patients with met-
astatic solid tumors. This subgroup 
comprised 109 patients with metastatic 
SCLC, with disease progression after 
platinum-based therapy and at least one 
other prior line of therapy, regardless of 
tumor PD-L1 status. All patients received 
nivolumab 3 mg/kg by intravenous infu-
sion over 60 minutes every 2 weeks.

The major ef ficacy outcome measures 
were overall response rate and duration 
of response according to RECIST v1.1 as 
assessed by blinded independent cen-
tral review. The ORR was 12% (95% CI: 
6.5, 19.5). Responses were durable for 6 

months or longer in 77%, 12 months or 
longer in 62%, and 18 months or longer 
in 39% of the 13 responding patients. 
PD-L1 tumor status did not appear to 
be predictive of response.

Safety data was evaluated in 245 
patients with metastatic SCLC with 
disease progression following plat-
inum-based chemotherapy and re-
ceived at least one dose of nivolumab.

FDA approves Kyowa 
Kirin’s Poteligeo for 
mycosis fungoides 
and Sézary Syndrome
Kyowa Hakko Kirin Co. Ltd. said FDA 
has granted approval for Poteligeo 
(mogamulizumab-kpkc) for the treat-
ment of adult patients with relapsed or 
refractory mycosis fungoides or Sézary 
syndrome af ter at least one prior sys-
temic therapy. FDA granted Priority 
Review and Breakthrough Therapy 
Designation in late 2017.

Poteligeo is a humanized monoclonal 
antibody directed against CC chemo-
kine receptor 4, which is frequently 
expressed on leukemic cells of certain 
blood cancers including CTCL. Using 
the proprietary Potelligent technolo-
gy, the amount of fucose in the sugar 
chain structure of Poteligeo is reduced, 
which enhances the antibody depen-
dent cellular cytotoxicity.

“Mycosis fungoides and Sézary syn-
drome can be disfiguring, and debil-
itating. MAVORIC, the largest study 
of systemic therapy ever conducted 
in MF and SS, showed that mogamu-
lizumab prolonged progression-free 
survival compared to vorinostat in pa-
tients with relapsed or refractory MF 
or SS,” said Jef frey Humphrey, presi-
dent of Kyowa Kirin Pharmaceutical 
Development, Inc. “We look forward 
to the publication of MAVORIC’s pri-
mary results and to ongoing scientific 



FOLLOW US 
ON 

TWITTER

@TheCancerLetter

FOLLOW US 
ON 

FACEBOOK

facebook.com/TheCancerLetter

30 |  AUGUST 31, 2018  |  VOL 44  |  ISSUE 32

exchange within the medical and aca-
demic communities.”

Because CTCL manifests itself in skin 
lesions, it is of ten mistaken for other 
non-critical skin conditions, which can 
delay conclusive diagnosis and treat-
ment options. MF and SS are the two 
most common subtypes of CTCL. MF is 
the most common subtype, account-
ing for 50-70% of cases. It is a slow pro-
gressing form of lymphoma that can 
involve the skin, blood, lymph nodes 
and organs, and may be associated 
with severe infections. SS accounts 
for approximately 3% of CTCL cases 
and is a more aggressive, leukemic 
form of CTCL.

FDA approval of Poteligeo is support-
ed by the MAVORIC (Mogamulizumab 
anti-CCR4 Antibody Versus Compara-
tor In CTCL) study, which is the largest 
randomized trial in MF and SS and the 
first pivotal trial in CTCL to use PFS as a 
primary endpoint.

MAVORIC was a phase III open-label, 
multi-center, randomized study of 
mogamulizumab versus vorinostat 
in patients with MF and SS who have 
failed at least one prior systemic treat-
ment. The study was conducted in the 
U.S., Europe, Japan and Australia, and 
randomized a total of 372 patients to 
mogamulizumab or vorinostat. The 
results showed that mogamulizumab 
demonstrated significantly superior 
PFS at a median of 7.6 months [95% CI:  
5.6, 10.2] compared to 3.1 months with 
vorinostat [95% CI: 2.8, 4.0], [hazard 
ratio 0.53: 95% CI: 0.41, 0.69; p<0.001]. 
The confirmed overall response rate for 
mogamulizumab and vorinostat was 
28% and 5%, respectively (p<0.001).

FDA granted Poteligeo Breakthrough 
Therapy Designation for the treatment 
of MF and SS in adult patients, and eval-
uated Poteligeo with Priority Review, 
which is reserved for drugs that treat a se-
rious condition and, if approved, would 
provide a significant improvement in 
treatment safety or effectiveness.
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