
After 27 years and six NCI cancer center support grants, Max Wicha 
announced he would step down as director of the University of Michigan 
Comprehensive Cancer Center.

“Frankly, my research is really going well now,” Wicha said in a Q&A 
with The Cancer Letter. “It’s in a very exciting phase in researching cancer 
stem cells. My lab has grown—and my 
work is now moving into the clinic, so I’m 
actually working with our clinical people to 
do clinical trials targeting cancer stem cells. 

“So the idea of five more years, or do 
I get to really focus on my research now? 
That was really the deciding factor. 

“So it’s time. Again, six core grants is 
quite a number.”

Wicha’s announcement is part of 
an unusual exeunt of the three longest-
serving directors of NCI-designated 
comprehensive cancer centers.

By Matthew Bin Han Ong
More than 230,000 people—including 82 Texas state lawmakers—

petitioned BioMarin Pharmaceutical Inc. to provide its investigational drug 
to an Austin attorney afflicted with stage IIIC ovarian cancer.

The story was getting massive coverage. 
Television networks, newspapers and social media were focusing on the 

patient’s plight and BioMarin’s reluctance to provide the agent, BMN-673, 
a PARP inhibitor that stops DNA repair in cancer cells.

Several supporters got hold of the email address of the company’s CEO, 
Jean-Jacques Bienaimé, and contacted him directly on behalf of 45-year-
old Andrea Sloan, the attorney who was trying to get the drug through 
compassionate use.
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His friend Steven Rosen announced last week that 
after 25 years as director of Northwestern University’s 
Robert H. Lurie Comprehensive Cancer Center, he 
would leave to become the center director, provost, and 
chief scientific officer at City of Hope National Medical 
Center (The Cancer Letter, Nov. 1).

“It’s not a cohort effect,” quipped the third longest-
serving cancer center director, Shelton Earp, who is 
finishing his final weeks as director of the University 
of North Carolina Lineberger Cancer Center. Earp, who 
became the center director 16 years ago, will remain 
in his job as director of UNC Cancer Care, where he 
will be planning clinical operations. “I am not going 
anywhere. I’ve been here since 1966, so I am part of 
the woodwork.”

It’s not immediately clear who would be the 
longest-serving cancer center director would be after 
the Wicha, Rosen and Earp trio leave their posts. 

Wicha spoke with Paul Goldberg, editor and 
publisher of The Cancer Letter.

Paul Goldberg: You are the dean of the cancer 
center directors. It’s kind of difficult to process that you 
will be leaving the director’s job.

Max Wicha: It’s certainly been a long time: 27 years. 
PG: I remember sitting in your office and realizing 

that a year ago. It was kind of like, has it been 26 years?
MW: It is hard to believe.
PG: Why would you be leaving now?
MW: I think that the way cancer centers work is 

on five-year cycles.  
I’ve done six core grants now; I think that might 

be the record. I don’t know whether anyone’s gotten six 
core grants. So I had to really decide whether I wanted 
to do a seventh, which would take me another five years. 

Frankly, my research is really going well now. 
It’s in a very exciting phase in researching cancer stem 
cells. My lab has grown—and my work is now moving 
into the clinic, so I’m actually working with our clinical 
people to do clinical trials targeting cancer stem cells. 

So, the idea of five more years, or do I get to 
really focus on my research now? That was really the 
deciding factor. 

So it’s time. Again, six core grants is quite a number.
PG: It is pretty astonishing. Reflecting on your 

long, distinguished career now, what would be the high 
points and what would be the disappointments?

MW: Well I think that, rather than a high point, what 
is really exciting is what has happened over these past 27 
years in the science. It’s so exciting to see the advances. 

When I was starting in the late 1980’s, we really 
had very little concept about what the cancer was really 
being driven by and how we could attack it better 
scientifically. 

Cancer was really all empirical science—all trial 
and error. 

What we’ve seen over the past 27 years is this 
great advancement in science, and that’s the really 
exciting part. 

I think I can even have more of an impact now in 
my research. The challenge is the application of basic 
concepts in the biology to the treatment, and there it 
really lags behind. 

We really haven’t seen the fruits of this new 
research pay off, and see patients doing that much better 
yet—although I’m really very much of an optimist, 
because I really do believe that we’re on the cusp of 
some great advances that are going to improve the 
outcome for patients. 

So that’s kind of the frustration; that that part didn’t 
happen quicker. But it’s happening now, and it’s a very 
exciting time. So, to be part of that, and kind of in the 
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leadership of that, has been a great satisfaction. 
When I got into this 27 years ago, I loved the 

research then, too, and I had a clinical practice, too—
but the decision at that time was whether I would have 
a greater impact if I I would take a leadership role. I 
could help shape the programs themselves, rather than 
just doing the research myself. 

That was the major decision I made, but I kind of got 
into it at a much earlier age than I ever would have planned. 

get things to move into the clinic.
You had to put teams together to do larger-scale 

research, and that’s where the cancer centers have really 
thrived, in putting teams together to focus things. 

PG: So team science is it—that’s really the change?
MW: The team science has been a huge change 

over this time. 
Another thing about the cancer centers that I think 

has been very gratifying has been that the community 
of cancer center directors is a very collegial and close-
knit team. 

I don’t know, over the years—I know you’ve been 
covering it so long—whether you’ve appreciated this, 
but in academic medicine in general there’s a lot of 
competition, because people get rewarded when they 
achieve something, so they want to compete against 
other people. 

But cancer center directors have remarkably 
always worked together and helped each other out. We 
serve on each other’s scientific advisory boards—right 
now I’m on seven boards, and I’ve served on over a 
dozen advisory boards. We really give each other our 
best advice, so there’s much more of this feeling of 
collegiality rather than competition. 

And again, that’s been really great. 
Throughout the whole time, it’s been a really good 

group of people—because, also, the kind of personalities 
that do well as cancer center directors are people who 
are good at interacting with other people and getting 
groups to work together. 

So I think that that helps them interact well with 
each other, too.

PG: You might have had something to do with that 
spirit of collegiality.

When I did my first site visit...the site visit 
team looked at me and said, “Aren’t you 
awfully young and inexperienced to try and 

build a new cancer center?”

And now on my last site visit, being the 
sixth one, they are saying: “Aren’t you 
getting a little old here? What are your 

plans for succession?”

When I became the cancer center director I was 
only 37 years old; I wasn’t that far out of my training. 

One thing I thought was pretty amusing: when I 
did my first site visit and I was so young, the site visit 
team looked at me and said, “Aren’t you awfully young 
and inexperienced to try and build a new cancer center?”

And now on my last site visit, being the sixth one, 
they are saying: “Aren’t you getting a little old here? 
What are your plans for succession?”

So I figured I had come full circle because here I was 
getting the two questions on the bookends of my career. 

It’s just been a wonderful experience to be a cancer 
center director.

PG: It must have been. Given this long tenure, 
what do you think of the NCI cancer centers program 
as you’ve seen it evolve? Is it still the jewel of NCI?

MW: Absolutely. 
I really believe strongly that it is, because almost 

all of the big breakthroughs in cancer research have 
come out of the cancer centers. It’s been the jewel in 
the world, I think, because we’ve really led the world 
in cancer research. 

One of the strengths of the centers is that they can 
leverage a lot of resources. 

The core grants are critical, they provide the 
infrastructure and nucleus, but all of us can leverage 
this with philanthropy and other resources and bring 
together teams. 

Because what I’ve seen over the past 27 years has 
been growth of team science. Twenty-seven years ago, 
there wasn’t much team science.

Everybody was doing their own thing, and there 
was good R01 science. The R01 science provided a lot 
of the good underpinnings of things, but it was hard to 

MW: I’ve tried to foster that over the years. 
If you just look at the people who are cancer center 

directors, their personalities, they’re really friendly people. 
They are not the aggressive, cutthroat people—

they are really team-building people. That’s why they get 
along well. As a matter of fact, if someone gets a job as 
a cancer center director and they are not really collegial, 
they don’t do very well, and they don’t last very long.

PG: Well, looking at the story about City of Hope last 
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week, I realized how much is expected of a center director.
MW: I think the director really sets the tone for 

a cancer center, and in part, usually, the cancer center 
selects a director that fits what they need in their skill 
set, but in part it’s the other way around.

Directors kind of shape the direction of their 
centers. I think that was recognized early by the NCI, 
because whenever a new director comes in they give 
them some time, a few years to try and shape the center, 
and take it in the direction that they want to go.

That’s why I thought, in my own timing of this, 
that I wanted to let our dean do a national search. 

A new director would come in and have two to 
three years to put the next core grant in, so they would 
really have time to look and shape it and take it in the 
directions they want it to go.

PG: I’m just thinking of the job descriptions. 

that try to fight the structures, and think that they want 
to have more hierarchical models, they don’t do well in 
university-based centers.

PG: I’m thinking about how NCI support is not 
increasing; it’s actually decreasing. How would you 
regard the fact that there are emerging cancer centers 
and there are quite a few that are going through the 
process now—what is the value of the designation?

MW: The designation has tremendous value, 
because of its leveraging effect. I think that the 
frustrating part is, because the budgets are so flat, that 
it’s very hard to reward centers for doing very well. 

So, essentially, in a very flat budget, if you do very 
well, you get to keep the budget. If you don’t do well, 
they will cut your budget. 

There’s no real chance of increasing your budget. 
But I think that, given those constraints, the 

If you just look at the people who are 
cancer center directors, their personalities, 

they’re really friendly people. 

They are not the aggressive, cutthroat 
people—they are really team-building 
people. That’s why they get along well. 

As a matter of fact, if someone gets a job 
as a cancer center director and they are 

not really collegial, they don’t do very well, 
and they don’t last very long.

For example, you have to 
be a scientist, a science 
administrator, head of 
a huge health agency, a 
fundraiser—can anybody 
really do all that?

MW: That’s what 
makes it so much fun. 

There are so many 
different parts to the job that 
it keeps it really challenging. 

It may sound corny, 
but it’s true: you never know 
exactly what to expect. 
You’re dealing with so 
many different people and 
different groups—I’m sure 
that there is some overlapping, but there are different 
challenges between the matrix cancer centers and the 
free-standing cancer centers.

In the matrix cancer centers, the cancer center 
directors—because they don’t have a direct line of 
authority—essentially their authority comes from 
examples, and by providing a positive impetus for 
people to work together. 

There is kind of no stick, it’s all really carrots. 
As a matrix cancer center director, you learn to 

work with very diverse groups of people, including 
department chairs, who sometimes feel that there might 
be competition for resources—and you have to work 
with the chairs to really demonstrate that it’s a mutual 
gain when you do this well. 

The directors over the years that have done well 
have worked very well within those structures. Ones 

reality of the situation is that 
cancer center directors now 
have to look to diversify 
the portfolio of how they 
support their cancer center 
program grants. 

And I think we’ve all 
realized that, particularly 
over the past four or five 
years. For instance, working 
with industry has become 
much more important than 
it has in the past, for several 
reasons. 

One is because the NCI 
support is flat. Basically you 
may get a little bit more of 

the pie, but the pie isn’t going to get any bigger. 
And there are a lot of opportunities within the 

industry and with biotech. Because of the translational 
nature of research, working with industries and biotech 
is the only way to go anyway—because if you want to 
get your ideas into the clinic, you have to work with 
companies who have the expertise in how to do that. 

I’ve had a lot more experience myself over the 
last five, or even 10 years now in trying to do that. I’ve 
started a company myself, along with Michael Clarke, 
OncoMed [Pharmaceuticals Inc.], which went public 
this year. It had its IPO, and the company now has five 
drugs in the clinic. It’s very gratifying actually to see 
that. 

Our cancer center has now spun off 10 companies, 
and this was unheard of 10 years ago. You’d never think 
of cancer centers spinning off companies. 
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But that’s the new models we have to look at to be 
more entrepreneurial, because of the flat budgets at NCI. 

Frankly, I’m more concerned with NCI’s support 
of other researchers, particularly young researchers, 
because I think that cancer centers do have much more 
flexibility in terms of these other diversified sources, 
including philanthropy. 

But young researchers are getting very discouraged 
by the difficulty of getting grants from the NCI, and it’s 
discouraging some of them from going into research—
that’s what I’m most concerned about.

PG: Do you think the industry understands the 
value of team science of the sort we were talking about 
a few minutes ago?

MW: I think they do, because industry has always 
had to do team science. The only difference is that most 
industry has had very hierarchical team science, where 
the head of the company dictates what the team does. 

PG: Will the next of your focus be on targeting 
cancer stem cells? Will it be the lab? Will it be 
entrepreneurial?

MW: My research is in targeting cancer stem 
cells. My lab group—I’ve got about 30 people in my 
lab now, it’s actually grown—is not only studying the 
pathways that regulate cancer stem cells, but that’s the 
basic research. 

We’re also working with a series of companies, at 
least six or seven different companies now, to take drugs 
and move them into clinical trials. 

Our cancer center has 10 clinical trials going on 
now targeting cancer stem cells, and we’re working 
on new technologies to follow patients on these trials, 
things like circulating tumor cell assays. And that’s very 
exciting now too. 

Some of these new technologies involve 
collaborations with very different kind of scientist. 

The training that’s required to do this 
sophisticated translational research is really quite 
intensive. Some of my generation of oncologists, 
frankly, wasn’t trained in the molecular analysis 

to be able to move on to do that.

Most of the younger oncologists now know that it’s 
the future that they need to get into. But they get 
discouraged because of the difficulty of being able 

to get funding and having an academic career. 

Now, there are 
some companies that 
have been much more 
entrepreneurial, like 
Genentech, that have 
allowed more ground-
up research. But I 
think that they’ve 
always had teams that 
work together. 

Now, I think 
w h a t  c o m p a n i e s 
are seeing is that by 
working with cancer 
centers and academic institutions, it’s actually a 
partnership with many mutual gains—because they 
don’t have to invest as much in the early parts of 
research, because they’re being done well in cancer 
centers. 

It can really be a win-win situation when they 
invest in the back-end of the research, the translational 
part, moving it into the clinic. 

But they do that in teams too. In our cancer 
center, we have some new kinds of relationships with 
companies—for instance one with MedImmune, which 
is owned by AstraZeneca now. 

They actually fund basic research in our laboratories 
that use compounds they’re developing, with the idea 
that basic research can then move into clinical trials 
with those same compounds, and they can then take 
advantage of the basic research that they funded. And I 
think that’s one of the new models that cancer centers 
will be doing more and more of in the future.

About  two years 
ago, I moved my 
own laboratory, even 
though I directed the 
cancer center. 

The university 
purchased a very 
large campus that’s 
right on the periphery 
of the campus—it’s 
about a mile and a 
half from the cancer 
center, and there are 
150 acres and about 

2 million square feet of space. 
We are using this to develop a translational 

campus. 
First of all, we’re bringing together people from 

multiple schools from across the university to work 
on common problems. So I share lab space, and the 
30 people that are in my lab, with engineers from the 
school of engineering to work on microfluidic systems 
to capture these cancer stem cells. 

We work with researchers from the College of 
Pharmacy to develop new compounds. We have a big 
drug discovery unit there too. 

So, to me, that’s why moving into this next phase 
of my career is really exciting, because I’m in the middle 
of this new collaboration with other kinds of scientists 
as well as with industry—and I’m hoping that we’re 
going to see, over the next five or six years or so, some 
very exciting results coming out of the clinic in targeting 
cancer stem cells.
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PG: And you will be able to stay, that wouldn’t 
be a problem?

MW: That was the plan all along. 
I still have a clinical practice too, so I’ll 

be maintaining that—but I’ll have considerably 
more time to devote to this research, which is in a 
particularly exciting phase, so I think it works out 
really well for everyone.

are stem cells, and hopefully that will allow us to 
monitor patients on clinical trials, with these new stem 
cell therapies, to see if we can knock down the cancer 
stem cell populations. 

Ultimately, we have to prove that it benefits 
patients—that they live longer.

PG: What’s your biggest concern now about where 
things are going in cancer research?

MW: My biggest concern is the young generation, 
again because of the funding situation. 

I’m really concerned that we are going to lose the 
best and the brightest minds in the young generation that 
we’re going to desperately need to push this molecular 
therapy into the future. 

The training that’s required to do this sophisticated 
translational research is really quite intensive. Some of 
my generation of oncologists, frankly, wasn’t trained in 
the molecular analysis to be able to move on to do that. 

Most of the younger oncologists now know that 
it’s the future that they need to get into. But they get 
discouraged because of the difficulty of being able to 
get funding and having an academic career. 

I think they are also concerned that potential 
decreases in reimbursement in the field in the future 
will make it harder to free up more time for them to do 
the research—they’ll have tremendous responsibilities 
in the patient care arena. 

That’s my biggest concern, preserving the best 
minds to go into cancer research in the future. 

PG: What would be your advice to the person who 
would replace you in this job?

MW: I think, to start out, it is to really listen. 
We’ve got some really good leadership teams and 

I’ve got some really good associates. 

I would have hoped, 27 years ago, that 
by now patients with common solid 
malignancies would have a better 

outlook, and we haven’t seen it yet. 
I’m optimistic that we will be seeing it soon. 

PG: Do you think that in the future, the near future, 
or even now, that everyone will have their genome 
sequenced? Do you see any usefulness to banking this 
kind of information, just in case something pops up?

MW: I think that we will be moved toward doing 
a molecular analysis. 

In our cancer center, under Arul Chinnaiyan’s 
[professor of pathology and urology at the University 
of Michigan, and Howard Hughes Medical Institute 
investigator] group we now have a program where we 
can do a deep sequencing of every patient who wants 
to go into an early-phase clinical study. 

So we’ve done about 250 patients now, doing a 
deep molecular analysis, including both analysis of their 
tumor as well as germ-line analysis. We have set up a 
program called MI-ONCOSEQ so that Dr. Chinnaiyan 
and his group can do the whole analysis within a three-
week period. 

We have a molecular tumor board to see if they’re 
actionable and that they are patients that we can target. 

But I think that’s only part of the answer—because 
that’s part of the genetic heterogeneity and the genetic 
analysis of tumors. In addition, the cancer stem cells 
suggest a whole other level of complexity, in which we 
have an epigenetic regulation of cells. 

So what we really need to know is not only the 
mutations of each cell, but its expression pattern. And 
that’s what I’m working on in the lab with the engineers, 
to develop ways of single-cell analysis. 

So from circulating cells in patients’ blood, we can 
do both a mutation analysis, as you’ve described, but 
also expression—so we can see which cells circulating 

That’s what made my job easier and much 
more doable, and because of that I’ve been able to do 
significant research while running the cancer center. It 
would be hard without the senior leaders. I would think 
that a new leader would take a lot of advice from the 
expertise we already have in place. 

Once that’s done, they have the chance to take 
their own vision and superimpose it on what we’ve 
done already and figure out where it’s going to go in 

I would think that a new leader would 
take a lot of advice from the expertise we 

already have in place. 
Once that’s done, they have the chance to 
take their own vision and superimpose it 

on what we’ve done already and figure out 
where it’s going to go in the next 25 years. 
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the next 25 years. 
I’m not sure if my replacement is going to last 

27 years, but whether they do or not, the important 
question is: how do you take what we have now, and 
move it forward. 

I tell the young people now who are getting into 
research that I’m convinced that, during their time of 
research, that a lot of the things we’ve done in the past 
will become completely outmoded. 

Some of our treatments, like chemotherapy, I hope, 
will be totally replaced by much more sophisticated, 
targeted drugs—and that they really need to go into 
this field to see some dramatic improvements in cancer. 
It will be particularly gratifying to see these changes, 
because they have been awfully slow. 

I mean, I would have hoped, 27 years ago, that by 
now patients with common solid malignancies would 
have a better outlook, and we haven’t seen it yet. I’m 
optimistic that we will be seeing it soon. 

PG: Is there any chance that you will change 
your mind?

MW: No. I’m very comfortable with my 
decision. I’ve taken this cancer center I think about 
as far as I can now. 

It’s a wonderful place, and we have wonderful 
people, but it’s time to let someone else see what 
they can do. 

In the meantime, I think that I have the opportunity 
to do some really exciting things in the research arena.  

That would be the perfect complement to what I’ve 
been able to do as a leader in building a program—being 
able to really see some of my own research pay off, and 
improve some patient outcomes.
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"Spoiled, Petulant Brat"
CEO Accuses Sloan's Supporters
Of Recklessness, Ignorance
(Continued from page 1)

It appears that Bienaimé didn’t hide behind a 
phalanx of crisis management operatives. Instead, he 
fought back, responding to the accusatory emails. On 
several occasions, he forwarded an email sent to him 
with an “FYI”—a screed of uncertain origin, which 
referred to Sloan as a “spoiled, petulant brat.”

Also, Bienaimé accused several Sloan supporters 
of ignorance.

“Ignorance kills,” the CEO responded, arguing that 
in the days when bone marrow transplantation was in 
vogue as a treatment for breast cancer, his correspondent 
“would have been part of a group responsible for the 
premature deaths of thousands of women.”

Later, Bienaimé hit Reply All, broadcasting an 
internal BioMarin email exchange about hiring a crisis 
management firm.

Many drug companies face pressure from patients 
who seek expanded access to investigational drugs, and 
“Yes” isn’t always the appropriate answer in such cases. 
However, few companies find themselves in battles as 
ferocious as Andrea Sloan versus BioMarin, and few, 
if any, CEOs get personally embroiled in such fights.

“There are perfectly legitimate reasons to say 
‘No,’” said Robert Erwin, co-founder and president of 
the Marti Nelson Cancer Foundation, who often helps 
patients get access to investigational drugs. Erwin is not 
involved in the Sloan case. 

“It’s one thing to say, ‘We are not confident enough 

http://www.cancerletter.com
http://www.cancerletter.com/subscribe
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in our safety experience to date’ or to say, ‘We have 
no evidence that this drug will work for patients with 
your particular characteristics’ or to say, ‘We have 
manufacturing supply issues, we haven’t scaled up 
adequately yet, and we don’t have enough drug to do 
anything with except for our clinical trials program 
and our analytical work.’”

Forwarding emails that insult a dying woman and 
claiming that patient advocates are ignorant is hardly 
the right thing to do, Erwin said to The Cancer Letter.

This imbroglio is all the more surprising because 
BioMarin is a relatively new player in oncology. The 
company has been engaged primarily in the orphan 
drug business, which should have prepared it to handle 
cases like Sloan’s.

“BioMarin has made a fortune dealing with 
orphan drugs,” Erwin said. “They are used to people 
who are desperate and who have inadequate treatment 
choices. And I think they are just rich and arrogant, and 
don’t give a damn. They have no excuse not to be better 
prepared to treat people respectfully and honestly.”

Contacted by The Cancer Letter, the company 
said that the matter was handled routinely.

“In considering expanded access programs, we 
must ensure that our position treats all patients fairly,” 
BioMarin said in a statement to The Cancer Letter. 
“Thus, our primary consideration is about what is best 
for all patients in similar circumstances. 

“In the case of BMN-673, it would be inappropriate 

to provide BMN-673 to end-stage refractory ovarian 
cancer patients outside a clinical trial given that we 
have data on fewer than 30 patients in a single-arm 
trial with no comparator.  

“It’s our policy to provide access to unapproved 
medicine only after substantial evidence on safety 
and efficacy has been collected, and registration 
applications with health authorities are underway.

“Use of experimental medications outside 
of clinical trials unnecessarily delays the ultimate 
availability of conclusive evidence on the safe, 
effective and appropriate use; hampers the health 
authorities’ consideration for approval; and can 
obstruct access outside of clinical trials. 

“This position is well supported by most 
constituencies who work in drug development, 
including patient advocacy groups.”

Similarly, BioMarin expressed no regrets about 
the “spoiled, petulant brat” or “ignorance kills” emails.

BioMarin’s director of corporate communications, 
Debra Charlesworth, said that Bienaimé “apologizes 
for any anguish to Ms. Sloan or others, related to 
comments made in the press and elsewhere.”

BioMarin CEO Jean-Jacques Bienaimé personally sparred with the supporters of Andrea Sloan, a 
45-year-old ovarian cancer patient who unsuccessfully sought expanded access to the company's 
investigational PARP inhibitor BMN-673. Sources: Biotechnology Industry Organization; Andi's Army

http://www.twitter.com/thecancerletter
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The Case of Andrea Sloan
Sloan serves as executive director of the Texas 

Advocacy Project—an organization providing free 
legal services for low-income victims of domestic 
violence and sexual assault.

A BRCA1 mutation carrier, she was diagnosed 
with ovarian cancer seven years ago and has run out 
of standard therapy options. She has been through five 
surgeries, three rounds of chemotherapy, and a stem 
cell transplant.

Sloan, who wasn’t a candidate for any phase II 
or phase III clinical trials involving PARP inhibitors, 
zeroed in on the BioMarin agent after being informed 
by her MD Anderson physicians that it would be the 
best treatment of last resort. 

“You are a great candidate for a novel treatment 
and we believe a PARP inhibitor is a superior choice to 
other phase I studies available to you,” MD Anderson 
oncologist Charles Levenback wrote to Sloan. “We 
are asking for compassionate use, because you are not 
a candidate for any of the clinical trials with PARP 
inhibitors we have identified.”

According to FDA, expanded access is the use of 
an investigational drug outside a clinical trial to treat a 
patient with a serious or immediately life-threatening 
disease or condition who has no comparable or 
satisfactory alternative treatment options.

Some companies are reluctant to provide drugs 
under expanded access, fearing that off-study use 
would expose safety signals that may otherwise 
not be identified. Others see expanded access as an 
opportunity to generate goodwill.

The agency had no problem approving Sloan for 
expanded access.

“At this point, you do qualify for expanded 
access, also called compassionate use,” an FDA official 
wrote to Sloan on Aug. 21. “The very first step in the 
process is getting BioMarin Pharmaceutical to agree 
to provide the product through compassionate use.”

Encouraged, Sloan emailed Bienaimé and 
BioMarin Chief Medical Officer Henry Fuchs in late 
August.

“I know—and my doctors believe—that your 
PARP inhibitor is my best shot at a long and productive 
life,” Sloan wrote. “I 100 percent understand that there 
are no guarantees and that my tumor might have no 
response at all to your drug.

“Would you agree to leave the door open for 
further discussion about the appropriateness of 
compassionate/expanded use?” Sloan asked.

In his reply, Fuchs didn’t address her plea for 
expanded use of the drug, saying she should consider 
clinical trials instead.

“When patients have exhausted all options for 
approved therapy, we believe it’s in patients’ individual 
and collective best interest to participate in clinical 
trials where we test formally whether optimism and 
hope can be fulfilled,” Fuchs wrote Aug. 23. “While 
BMN-673 looks promising, we do not know yet 
whether it works, and in whom it works.

“We need to go through the clinical trials process 
because we want patients to have access to therapies 
if they are scientifically proven to work.

“We're happy to speak with Dr. Levenback about 
our ongoing trials, so that he has the most current 
information about ongoing and planned trials and can 
provide you with the best possible choices,” Fuchs 
wrote. “I see that he has e-mailed me and will arrange 
to speak to him as soon as I can.”

Sloan persisted, pressing for an answer on 
expanded use of BMN-673.

“In speaking with the FDA, it is my understanding 
that there have not been safety issues with this drug,” 
Sloan wrote. “The drug is currently sitting on a shelf 
a few floors away from where I am getting treatment.

“The FDA has communicated that I am an 
EXCELLENT candidate for expanded use. My doctors 
know how to administer this drug.

“From the very earliest correspondence with 
your company, I have been informed that there are no 
clinical trials for BMN-673 currently recruiting for 
ovarian cancer,” Sloan wrote. “However, I am receiving 
email after email from friends who have made contact 
with your company in which the company has told my 
friends that clinical trial options should be explored 
between the company and my doctor.”

At this point, Sloan began CC-ing politicians in 
her replies.

Ultimately, BioMarin said “No.”
“We are not currently recruiting patients with 

ovarian cancer to clinical trials,” Fuchs wrote. “We are 
evaluating whether to conduct additional clinical trials 
in ovarian cancer, but have not come to a conclusion 
yet. And I can't give you a time frame in which a 
conclusion might be reached.

 “We have not initiated expanded use trials of the 
drug. We are evaluating whether and when to conduct 
such trials, but have not come to a conclusion yet, 
and no time frame has been set for reaching such a 
conclusion.”

http://www.fda.gov/ForConsumers/ByAudience/ForPatientAdvocates/AccesstoInvestigationalDrugs/ucm176098.htm
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The Bienaimé Emails
Meanwhile, in meetings with investors, the 

company was enthusiastic about the agent’s emerging 
safety and efficacy profile. 

“What’s been interesting about our development 
of 673 and the communications that we’ve had with 
both the FDA and the European Medicine Agency 
is that they see the tremendous opportunity that 
targeting with an oral and relatively well-tolerated drug 
represents for a segment of the population where we 
could be viewed as an alternative to chemotherapy,” 
Fuchs said in a financial results conference call Sept. 10.

Statements of this sort made Sloan want the drug 
even more.

Upset and angered by BioMarin’s responses, 
Sloan and her friends started “Andi’s Army,” a 
campaign that went viral.

Then, on Sept. 22, Bienaimé forwarded an 
incendiary email to BioMarin’s PR department, in 
addition to several Sloan supporters.

He added a note:
“FYI. Regards, Jean-Jacques Bienaimé.”
Titled “I DO NOT SUPPORT ANDREA 

SLOAN,” the email was written by a person identified 
as “Sasha Freddy,” who claimed to be a stage III 
ovarian cancer patient. 

There was no way to ascertain this person’s identity.
“Somehow [Sloan] thinks her life is more 

valuable than the rest of us with ovarian cancer,” 
wrote Freddy.

The email continued:
“I do not want her to get special treatment. Let 

her stand in line with the rest of us. If and when the 
drug is properly tested, and if and when it becomes 
available to EVERYONE who could benefit, then she 
can have the drug. 

“She comes across in the media as a spoiled, 
petulant brat!”

Separately, Bienaimé banged out the “ignorance 
kills” email. 

Responding to Sloan’s supporters, he wrote that 
people like them would have “clamored for insurance 
companies to pay for Bone Marrow Transplant in 
breast cancer women in the 1990’s before there was 
any clear evidence of clinical benefit in well controlled 
clinical trials.”

“You would have been part of a group responsible 
for the premature deaths of thousands of women,” 
Bienaimé wrote. “A sorry illustration of the risks 
associated with politics and lobbying taking precedent 
over science.

“Ignorance kills. Please inform yourself before 
insulting people you do not know about topics you 
know nothing about.”

In Search of Sasha Freddy
The problem didn’t go away. Four days later, 

Bienaimé received an unflattering message from a 
Sloan supporter.

“Enjoy your weekend, Jean-Jackass,” the email 
read. “Just read the email where you refer to my friend 
as a ‘spoiled, petulant brat.’”

“You have to be compassionate to have a 
compassionate use policy,” the email to Bienaimé 
went on. “By the way, I would think someone leading 
a company such as the heartless BioMarin would know 
how to use email.”

It was past 8 p.m. on a Sunday evening, and 
it appears that Bienaimé wasn’t in the mood to take 
insults in stride.

“I do not know who you are,” he replied. “I never 
wrote those words. It was an email from someone else 
I forwarded. Please stop communicating with me. I 
will ignore future emails. I know at BioMarin we 
are evil people because we are trying to develop life 
saving therapies.”

It isn’t publicly known whether “Sasha Freddy” 
is a PR-created personage or a real person.

“We understand that Sasha Freddy is an ovarian 
cancer patient who uses an alias to express her views 
on requests for individual use requests for experimental 
cancer therapies,” Debra Charlesworth, BioMarin’s 
director of corporate communications, said to The 
Cancer Letter. “We don’t have more information on 
her identity other than her email address.”

Charlesworth said that Freddy had declined to 
speak with a reporter. The emails are posted on The 
Cancer Letter website. 

“One Too Many Mimosas”
Sloan declined to speak with a reporter.
Michelle Wittenburg, Sloan’s friend and campaign 

leader, said BioMarin’s apology is not accepted.
“Jean-Jacques was probably feeling beat, he was 

getting bad publicity that he brought on himself and 
that he completely deserved,” said Wittenburg, an 
Austin attorney and lobbyist. “And maybe he had one 
too many mimosas that Sunday.

 “But when you consistently and purposely repeat 
someone else’s words (Freddy’s), forward an email 
with someone else’s words, you de facto adopt those 
words as your own,” Wittenburg said. “The result 

http://www.change.org/petitions/biomarin-pharmaceutical-give-andrea-sloan-andi-sloan-access-to-the-cancer-drug-that-could-save-her-life
http://www.change.org/petitions/biomarin-pharmaceutical-give-andrea-sloan-andi-sloan-access-to-the-cancer-drug-that-could-save-her-life
http://www.cancerletter.com/categories/documents
http://www.cancerletter.com/categories/documents
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of that is he was calling a cancer victim a “spoiled, 
petulant brat” for advocating to receive a drug to save 
her life.

“When Jean-Jacques forwarded that, not once, 
but consistently in that three-to-four-hour period, 
he knew exactly what he was doing—he wanted to 
brand Andrea Sloan as a spoiled, petulant brat. It was 
misguided from a PR perspective, but from a human 
perspective—I believe his emotion and stress got the 
better of him, and he intended to demean Andrea.” 

Similarly, Bienaimé displayed disrespect toward 
Sloan’s supporters, Wittenburg said.

“What he is saying back is, ‘What idiots you are, 
how dare you speak to me in this manner,’” Wittenburg 
said. “It’s haughty, it’s pretentious, it’s ‘How dare you 
question me.’ That’s the tone and demeanor of this 
company throughout Andrea’s attempt to obtain a drug 
that BioMarin touts as so promising for effectively 
treating Andrea’s cancer.”

Wittenburg said she believes Sloan did not get 
BMN-673 for business reasons.

 “It’s really hard if you are Andrea Sloan and 
you want to live so badly,” Wittenburg said. “She kept 
going back to them and saying ‘I need to know a reason 
why, can we talk about this, can we reason, can we 
be rational together, can we have a dialogue, and the 
answer continued to be ‘No, no, no, no, we’re silent.’

  “Even if Andrea were a ‘spoiled, petulant brat,’ 
if anybody is going to be a ‘spoiled, petulant brat’ 
over something, is there a worthier cause than life?” 
Wittenburg said. “It becomes even more disillusioning 
when a company like BioMarin keeps throwing out 
other red herrings of ‘Well, we’re going to try, there 
are other clinical trials for you, check this website.’

“Thank you very much, but the smart doctors at 
MD Anderson did go through that whole process, as 
did we, to find any clinical trial for which she would 
qualify, and there were none.” 

Another drug company has since come forward 
to grant Sloan expanded access to their experimental 
PARP inhibitor. The company requested to not be 
identified, and Sloan’s camp has honored that request.

“Andrea has been taking the drug for almost 
a month, and it has been a hard road, because her 
doctor said she needed a PARP inhibitor by Sept. 1,” 

Wittenburg said. “It took us over three additional weeks 
to get this drug, and unfortunately her cancer advanced.

“That said, she is extremely grateful that the 
‘White Knight’ pharmaceutical company stepped 
forward and gave her a chance to continue her life. It’s 
evident that all of pharma does not conduct themselves 
in the BioMarin fashion—many are wonderful health 
care partners and truly stand behind their mantras of 
helping to save lives.

“It is my hope that BioMarin is an aberration 
in the pharmaceutical world—but their behavior 
is so deplorable and can’t be condoned under any 
set of circumstances, and there definitely should be 
legislation that reforms compassionate use in favor of 
the qualified patient, and using BioMarin’s conduct as 
to Andrea Sloan…as a case study on what not to do is 
an excellent start.” 

“Andrea had to start at a lesser level of health, 
mostly because BioMarin hemmed, hawed, deceived, 
and used every possible stalling and unethical tactic 
they could use.”

Erwin: The Harm of Being Indirect
Insults ,  regardless of provenance,  are 

unacceptable, said Erwin, a biotechnology executive 
who also works as a patient advocate in the San 
Francisco Bay Area.

“It seems like it’s amateur hour at BioMarin to 
say anything like that of a patient who is potentially 
dying of a disease for which you’re developing a drug,” 
Erwin said to The Cancer Letter. “If anybody deserves 
being cut some slack, it’s the person, or the close family 
member of the person who is dying.

“What could be more natural than to do everything 
you can to preserve your life or the life of someone 
you love? Simply asking for something that you think 
might be beneficial is not being a spoiled brat. That’s 
being intelligent and perhaps, aggressive and confident, 
and what’s wrong with that?

“I just find it incredible that they would take 
offense at it or consider it something worthy of ridicule 
or disdain when it’s a perfectly natural human response 
to an overwhelmingly bad set of circumstances, i.e. a 
very short time to live unless something comes in and 
changes the situation.

“I think that there are some people who default 
to being very polite and professional, and that’s good, 
at least at the beginning, but if you get an answer that 
you don’t believe or if you believe you’re getting the 
runaround, or if you believe there that is a logical, 
additional way of looking at things, then I don’t see 
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anything wrong with raising the stridency level a little 
bit, and certainly contacts in the press, using politicians, 
using whatever circles of influence and whatever 
networking that’s available is perfectly logical.

“After all, this company, when, if they do get the 
approval, they are not going to be shy about advertising 
and marketing and promoting—they are pursuing their 
own self-interests by doing that. Well, she is using 
those same skills of networking and marketing and 
promoting to try and preserve her own life. It’s exactly 
the same thing.

“So are we going to call them spoiled brats 
because the CEO wants to make millions of dollars in 
salary and they want to maximize their profits for a drug 
that will undoubtedly fail for a lot of patients who take 
it? We’d be viewed as foolish for taking that view.”

The case was mismanaged from the start, Erwin 
said.

“A lot of companies basically start out by lying,” 
Erwin said. “They’ll blame the FDA, they’ll come up 
with all sorts of excuses and they’ll be evasive.

“What they really should do if they need to say no 
for whatever reason, if they need to or want to—they 
should just simply say no, and not give excuses that 
can be proven to be false.

“One of the most common mistakes—and I think 
BioMarin did this—is they create these elaborate 
ethical arguments, that it’s not ethical to give the drug to 
somebody or it’s not fair, or it would divert them from 
their primary mission of getting the drug approved for 
everybody.

“And those are all really just lame excuses, 
that when you begin dissecting them, they have no 
substantive basis in fact,” Erwin said. “BioMarin 
shouldn’t lie about it, they should just be very 
straightforward about it.”

In this case, BioMarin harmed both Sloan and 
itself, Erwin said.

“It’s because they leave open the possibility of 
hope, when there is no hope, and people can move on 
to another possibility or another request or another trial 
or something if they know for sure that particular door 
is not open,” Erwin said. “But if you leave that doubt 
in a person, or in a family member’s mind, then they 
have to grapple with, ‘Have I really done everything I 
can? If only I had been more persuasive. If only I had 
more energy or something.’

“That’s where the real harm in being evasive and 
ambiguous comes in. It causes real pain, and that’s just 
not necessary.”

In Brief
Penberthy Named NCI DCCPS
Assoc. Director For Surveillance

LYNNE PENBERTHY was named associate 
director for surveillance research in NCI’s Division 
of Cancer Control and Population Sciences. 

Penberthy will help advance the Surveillance 
Research Program’s mission to collect and analyze 
pertinent data in order to answer key questions about 
cancer incidence, mortality, prevalence, and survival in 
diverse regions and populations in the U.S, including 
through the Surveillance, Epidemiology, and End 
Results Program.

Prior to her current NCI appointment, she was 
director of cancer research informatics and services 
and associate professor of general internal medicine 
at the Virginia Commonwealth University Massey 
Cancer Center. 

MICHELE BLOCH was appointed chief of the 
Tobacco Control Research Branch, an extramural 
branch of the NCI. 

Bloch joined NCI in 1999 and has helped develop 
and implement several research initiatives including 
NCI’s “Review and Analysis of Tobacco Industry 
Documents,” and the trans-NIH funding opportunity 
focused on international tobacco research and capacity 
building led by the Fogarty International Center. She 
helped develop and implement the NCI Smoke-free 
Meetings policy, and has also served on numerous 
committees and workgroups.

Her research interests have included tobacco 
control policies focused on women and girls, 
addressing tobacco use in pregnancy, and reducing 
tobacco use in low- and middle-income countries. 
Prior to joining NCI, she served as a member of the 
Maryland State Council on Cancer Control, and chaired 
the Alcohol, Tobacco and Other Drug Section of the 
American Public Health Association. 

JAMES ALLISON was named the 2013 
Innovations Award winner in Bioscience by The 
Economist. Allison is professor and chair of 
immunology at MD Anderson Cancer Center.

Allison identified an immune checkpoint 
molecule that turns off T cells before they can mount 
a successful response to tumors that they are primed 
to destroy.

An antibody that blocks that immune checkpoint 
molecule, Yervoy (ipilumumab), became the first drug 
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to ever extend survival for patients with late-stage 
melanoma. FDA approved Yervoy for treatment of 
metastatic melanoma in 2011.

The Economist’s Innovation Awards recognize 
significant contributions in eight fields: Bioscience, 
Computing and Telecommunications, Consumer 
Products, Energy and Environment, Process and 
Services, Social and Economic, No Boundaries, and 
Corporate. 

Allison will receive the award at a ceremony in 
London on Dec. 3. He is a member of the National 
Academy of Sciences and the Institute of Medicine of 
the National Academies.

JESUS ESQUIVEL was appointed national 
director of HIPEC, hyperthermic intraperitoneal 
chemotherapy, at Cancer Treatment Centers of 
America. Based out of Eastern Regional Medical 
Center in Philadelphia, Esquivel will oversee the 
organization’s national HIPEC research.

He has held positions in the Social Service 
in Mexico, as attending physician of general and 
oncology surgery at Kaiser Permanente, and as director 
of peritoneal surface malignancies at St. Agnes Health 
Care Hospital. 

Additionally, Esquivel has been an assistant 
professor of gynecologic oncology at Johns Hopkins 
School of Medicine and an adjunct member of the U.S. 
Military Cancer Institute.

Esquivel is a Fellow of the American College 
of Surgeons, a member of the American Society of 
Clinical Oncology and Society of Surgical Oncology, a 
member of the International Society of Gastrointestinal 
Oncology and a member of the American Society of 
Peritoneal Surface Malignancies.

Drug Approvals
Yervoy Granted European Approval
As First-Line Melanoma Therapy

The European Commission approved Yervoy 
(ipilimumab) for first-line treatment of adult patients 
with unresectable or metastatic melanoma. 

Yervoy was initially approved in Europe in July 
2011 for the treatment of adult patients with previously-
treated advanced melanoma.

The extension was supported by data from phase 
II and III studies conducted in advanced melanoma 
patients, as well as from two retrospective observational 
studies in first-line advanced melanoma patients who 
were treated with Yervoy 3 mg/kg monotherapy.

Overall survival of Yervoy 3 mg/kg monotherapy 
in chemotherapy-naive patients pooled across phase 
II and III clinical trials (n=78; randomized) and 
in treatment-naïve patients in two retrospective 
observational studies (n=120 and n=61) were generally 
consistent.

The estimated one-year survival rates were 59.5 
percent (95% CI: 50.1 - 67.8) and 49.3 percent (95% 
CI: 35.6 - 61.6) in the two retrospective observational 
studies. The estimated one-year and two-year survival 
rates for chemotherapy-naive patients (n=78) pooled 
across phase II and III clinical trials were 54.1 percent 
(95% CI: 42.5 - 65.6) and 32 percent (95% CI: 20.7 
- 42.9), respectively. These observational data were 
presented at the European Cancer Congress. 

This indication extension is applicable to all 28 
European Union member states, as well as Iceland and 
Norway. Yervoy is sponsored by Bristol-Myers Squibb.

FDA approved Morphine Sulfate Injection, 
USP to be offered in the BD Simplist line of ready-
to-administer prefilled injectables in the most common 
strengths: 2, 4, 5, 8, and 10 mg/mL. The injection is 
indicated for the management of pain not responsive 
to non-narcotic analgesics.

BD Rx Inc., a subsidiary of Becton, Dickinson 
and Company, will begin production of morphine and 
projects initial product availability in early calendar 
year 2014, according to a statement from the company.

This approval marks the fourth in a series of 
20 to 30 drugs that BD Rx plans to launch in the BD 
Simplist prefilled injectables product line in the coming 
years. The first three drugs launched in the past year 
are Diphenhydramine Hydrochloride Injection, USP; 
Metoclopramide Injection, USP; and Ondansetron 
Injection, USP.
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