
By Paul Goldberg
As the clock ticks down on the implementation of the Affordable 

Care Act, HHS has to set up what amounts to the engine room of the new 
healthcare system.
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By Paul Goldberg
A panel of the National Cancer Advisory Board proposed a more 

systematic and flexible approach to distributing money to cancer centers.
Critics say that the NCI centers program—especially now that it has been 

scaled down and capped as a result of decreasing funding and sequestration—
favors established, older centers, and holds down the smaller and younger 
members of the club.

Under the existing system, the size of a cancer center’s core grant is the 
most reliable predictor of the size of its core grants in the future.

A funding schema proposed by the working group at the joint meeting 
of NCAB and the Board of Scientific Advisors June 25 calls for splitting the 
cancer center core grants into three components:

• The Base Award. A basic science center would get $1 million, a 
clinical center $1.2 million, and a comprehensive center $1.4 million.

• Multipliers Reflecting Merit and Size. The merit multiplier would 
reflect how well a center is performing. A poorly performing center could 
lose a portion of funding through the multiplier. The size multiplier would 
allow NCI to give more money to lager institutions.

• Innovative Supplements. These funds would reflect NCI priorities, 
which could include global initiatives, initiatives in minority health, or 
development of specific technologies. These funds could be a component of 
the core grant, which would be renewed every five years, or they could be 
distributed at varying intervals, depending on what NCI seeks to accomplish—
or how much money it would have available.

A video of the discussion of the proposal at the joint meeting of 
NCAB and BSA is available on The Cancer Letter website

http://www.cancerletter.com/articles/20130703
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For example, a comprehensive cancer center with 
$35 million in direct NCI grant support and a merit 
score of 23 would get the base award of $1.4 million, 
a merit multiplier of $1.4 million, and a size multiplier 
of 30 percent of the base, or $420,000. Altogether, this 
hypothetical center would receive $3.22 million. 

Supplements for innovation would push this 
number higher.

“I owe a great debt of gratitude to this committee, 
because I, frankly, anticipated getting only static back, 
not something that was fairly coherent and gives us 
a platform,” NCI Director Harold Varmus said after 
hearing the plan.

The plan was presented as a work in progress, and 
the advisory boards were asked to discuss it. No vote 
was taken. If development proceeds rapidly, the changes 
could be implemented as early as in 2016.

If change is rolled out in phases, full implementation 
would be pushed past 2020. 

Varmus cautioned the advisory boards against 
overestimating NCI’s ability to reinvent the program.

“There is another factor, as I look out on the 
landscape here, and that is a political factor,” Varmus 
said at the meeting. 

“Centers are not only important for the NCI, 
because they are the backbone of the NCI. But members 
of Congress, mayors, and governors, and others are 

very focused—as they should be—on the success of 
their centers.

“When centers are perceived to be losing money 
unfairly or not getting the money that people perceive 
they should be getting, that is one of the most common 
causes of a call to the NCI director.

“There is the opportunity for us to say, ‘Let’s just 
erase the blackboard and start over,’ and, believe me, 
political pandemonium will result, and I don’t think 
anybody would survive in this seat in that atmosphere.

“Before you all get exorcised about wiping the 
slate clean and starting over, let’s keep that in mind.”

Working Group Formed in Response to Letter
Critics say that the existing system of doling out 

core grants is hard to comprehend, let alone defend.
The core grants are, in effect, add-on payments 

determined in part by the volume of grant funding 
received by the center and intended to support shared 
services and communication within that institution.

Overall, the “benchmark ratios,” or the ratio of 
the core grant to total funding, hover around 0.15, NCI 
officials say.

However, these ratios vary substantially from 
institution to institution, depending on factors that 
include the size of the center, its geographical location, 
its affiliation with a university, the merit of competing 
applications, the NCI budget at the time funding 
decisions are made, and the role the center plays in the 
overall national cancer research strategy.

Political deals struck on Capitol Hill have been 
known to influence the size of a core grant as well, 
insiders say.

According to critics, an institution’s grant can be 
something of an entitlement. A large core grant today 
predicts a larger core grant in the future. Benchmark 
ratios for the centers aren’t publically known.

The centers program has taken a beating in the 
budget cuts. In 2010, Varmus cut the centers budget by 
5 percent, and the cut brought on by sequestration will 
add up to 6.5 percent. 

Under current guidelines, prompted by NCI’s 
financial problems, centers with grants above $6 million 
would be capped at their present amount. Centers with 
smaller grants could request an increase of no more than 
10 percent, or an increase of up to $1.5 million for the 
smallest centers.

After the latest round of cuts, the centers program 
will be at about $244 million.

NCI appointed the working group in response 
to a letter signed by directors of small, mid-sized 
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Proposed Models May Decrease ‘Arbitrary’ 
CCSG Funding Variability 
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1. Data include the  47 Cancer Centers that have competed under the new scoring system 
2. Direct Cost base awards of $1.0M, $1.2M, $1.4M were used to calculate the CCSG Award amount for Basic,  
Clinical, and Comprehensive Centers 
3. Standardized multipliers  for priority score and size were used to calculate the CCSG Award amount  

and emerging centers, 
who voiced objections 
to what they described as 
inequities embedded in 
the existing system.

A separate, more 
detailed letter was written 
by Kevin Cullen, director 
of the University of 
Maryland Greenebaum 
Cancer Center (The 
Cancer Letter, May 11, 
2012).

The proposal to 
rethink the funding for 
centers seems to have 
resonated with Varmus. 

So far, the NCI 
director has reconfigured 
t h e  c l i n i c a l  t r i a l s 
cooperat ive groups, 
and the bioinformatics 
s y s t e m s .  H e  h a s 
reconfigured the system 
o f  c o l l e c t i o n  o f 

“We hope that their reflections prompt some 
discussion, so we could make further decisions about 
how the centers are going to receive their allocations.”

Not an Excuse for More Cuts
The working group plotted out the correlation 

between the priority scores of some centers and the size 
of their core grants.

“Disparity in the size of the awards doesn’t reflect 
the priority score,” said Stanton Gerson, director of Case 
Comprehensive Cancer Center, a member of BSA, and 
a member of the working group. 

“When you look at the correlation coefficient 
between priority and size of NCI funding and priority 
and grant awards, it’s pretty low. Too often, we found 
that the award is often pretty well linked to the past 
award. So if you received $2 million five years ago, 
you are going to ask for $2.2 million now, whether you 
have earned or lost value.”

The approach proposed by the working group 
could adjust the size of the centers’ core grants to the 
quality of its scientific output, Gerson said.

“Many of us recognize that all too often a center 
may rest on its laurels too long and may have an excess 
amount of funding simply because it’s been a center for 
such a long time,” Gerson said.

biospecimens, rethought the role of the NCI contractor 
SAIC, and is now revamping the institute’s massive 
public relations and cancer education operations.

At the meeting of NCAB and BSA, Varmus said 
he saw promise in throwing the redesign project back 
at the cancer centers.

“It would be useful to have a group of center 
directors who represent different parts of the center 
portfolio sit down together and see if they can think 
cheek by jowl about these issues,” Varmus said at the 
meeting.

“Not easy, because you have people on the 
committee who come from very small centers, recently 
formed centers, traditional centers, centers with huge 
budgets.

“And the question of whether they can come up 
with something that resembles a workable formulation 
for budget development that could conceivably have 
caps in it, could have ways of making distinctions, 
ways of evaluating certain parts of center does, 
given differential weights of things like recruitment, 
recruitment of minority populations, taking on new 
initiatives that are center-based, and also taking into 
consideration some of the other imponderables [such 
as] what’s the difference between a free-standing center 
and a matrix center?

How priority scores correlate with award sizes in the existing system 
vs. proposed approach. (Source: NCAB working group.)

http://www.cancerletter.com/articles/20120511
http://www.cancerletter.com/articles/20120511
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“In addition, as centers move upwards, and move 
upwards in their funding, and move upwards in their 
expectations, there is a major impact on a year over 
year basis of who is in your competition pool, which is 
a random assignment.

“Instead of there being a flat budget with 
competitive renewal, it may fluctuate up and down. If 
a center moves to a different year, it may disrupt the 
ability of NCI to provide an appropriate level of funding.

“And, to throw a wrench into the whole thing, a 
new center, which should be a good thing, becomes a 
bad thing in a competitive way, putting a burden on the 
[NCI] as well as on other centers.”

The idea of splitting up the determinants of 
core grants into three components emerged during 
the working group’s initial meeting. Altogether four 
meetings were held.

“The working group felt that it was important not 
to use this as a mechanism to reduce the overall centers 
budget further,” said Cullen, a member of NCAB and a 
member of the working group.

“We realize that at least in the current environment, 
the overall centers budget is not going to increase and 
it has gone down significantly in the last three years,” 
Cullen said. “Nor was it the goal to level the playing 
field totally and arbitrarily. Some centers with greater 
merit, size and complexity clearly deserve more funding, 
and this model permits them to get it.

“The goal was to increase fairness of the award 
process, and it was very gratifying that even though a 
broad variety of centers were represented in the working 
group, fairness was held high by everyone in the group, 
and I think the model that emerged reflect that.”

Cullen’s and Gerson’s slides are posted on The 
Cancer Letter website. 

The NCI-appointed working group is headed by 
William Hait, of Janssen Research and Development.

Its members include:
• Fred Appelbaum, head of the Division of 

Oncology at the University of Washington School of 
Medicine and director of the Clinical Research Division 
at Fred Hutchinson Cancer Research Center

• Mary Beckerle, associate vice president of cancer 
affairs at the University of Utah and director of the 
Huntsman Cancer Institute

• Kevin Cullen, director of the University of 
Maryland Marlene and Stewart Greenebaum Cancer 
Center

• Chi Van Dang, director of the Abramson Cancer 
Center at the University of Pennsylvania

• Stanton Gerson, director of the Case 
Comprehensive Cancer Center and the Seidman 
Cancer Center, and director of the National Center for 
Regenerative Medicine

• Michelle LeBeau, director of the University of 
Chicago Comprehensive Cancer Center

• Craig Thompson, president and CEO of 
Memorial Sloan-Kettering Cancer Center

• Kristina Vuori, president and interim CEO of the 
Sanford-Burnham Medical Research Institute

• George Weiner, director of the Holden 
Comprehensive Cancer Center

“Where is the Money Going to Come From?”
NCAB member Jennifer Pietenpol, director of 

Vanderbilt-Ingram Cancer Center, said she wasn’t 
convinced that the proposed approach to funding 
encouraged innovative strategies. 

PIETENPOL: “I didn’t see any merit or 
multiplier—except the supplements—based on the 
forward vision. And I would like to think that part of 
that multiplier could be not only how well the center 
performed in the past period, but actually, what is its 
plan for the next five years? 

“What are they going to bring to the table? What 
are the shared resources? What science is going to get 
done? What research?”

VARMUS: “It’s reflected in the supplements.”
PIETENPOL: “Right, but those are arbitrary, 

based on budget. I don’t know if the group talked about 
that.”

LINDA WEISS [Director of NCI Office of Cancer 
Centers]: “In every review, future vision and activities 
of the cancer center are also taken into account. So it 
is partly past performance, but it’s also partly what are 
your plans for the next five years.” 

GERSON: “I think it actually is reflected in 
the priority merit scoring. It’s intrinsic to that. Early 
on, our discussion on innovative supplements related 
specifically to the forward-looking vision. 

“And that, of course, in the static budget 
environment depends on how suppressed the core 
elements are for funding and how much is available for 
allowing for innovation, because innovation could be a 
part of the renewal application.”

http://www.cancerletter.com
http://www.cancerletter.com/categories/documents
http://www.cancerletter.com/categories/documents
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Supplements Offer Flexibility
Bruce Stillman, president and CEO of Cold 

Spring Harbor Laboratory and a BSA member, said the 
proposed plan was “very formulaic.”

STILLMAN: “Things like vision are very 
subjective. My experience is that the peer review of 
cancer centers is, in fact, not that good. Under current 
guidelines, they tend to be very subjective. This will 
probably even that out a bit. It wasn’t entirely clear 
what these supplements are supposed to be. I have no 
idea from this presentation. Could you enlighten us a 
little bit?”

CULLEN: “This could be a decision at the 
NCI leadership level, that they would like to have 
zero available for supplements, and you would set 
the multiplier at levels that would consume the entire 
budget. 

“You may decide that, with our budget at around 
$240 million, that you may want to leave some of that 
for supplements. The supplements can be done in one 
of two ways. At the time of your competitive renewal 
there could be a section of the grant where you’d say 
this is what we plan to do in the next five years. It’s 
cutting edge and innovative and we want supplemental 
funding to do that.

“The other possibility would be along the 
traditional supplements where Linda’s office would 
say, we are going to fund such and such an initiative 
in global health this year, and there is a pot of money 
that centers are going to apply for at any point in their 
renewal cycle around specific programs that the NCI 
leadership wants to support.”

VARMUS: “I was, in the beginning of this process, 
very enthusiastic about the idea of having supplemental 
funding that wouldn’t go into the base. Of course, the 
base becomes a much less important concept if you have 
these fixed bases for different kinds of centers. They get 
negotiated each time.

“The second thing is it allows the NCI leadership—
which won’t be me forever—to emphasize the 
importance of centers undertaking certain kinds of 
things, and those awards could be one year, could be 
three years could be five years. 

“It wouldn’t need to be linked to the total duration 
of the [cancer center support grant]. The combination of 
ability to indicate your priorities by setting some money 
aside—which wouldn’t necessarily gave to come from 
the centers budget—added in to a center that wants to 
undertake something that was a departure from the norm, 
but reflective of some particular that came up from the 
cancer community. It could be a contribution to the new 

global alliance for IT. 
“It would have something to do with global health. 

It could be some initiative in minority health. It provides 
the flexibility that allows us to use the centers in a totally 
productive way.”

“I Am Shocked it’s Only 2.5% of the Budget.”
NCAB member William Sellers, vice president 

and global head of oncology at the Novartis Institutes 
for BioMedical Research Inc., said the centers are one 
of the most significant elements of NCI’s portfolio.

SELLERS: “Funding of cancer centers seems 
profoundly impactful to me in transforming the way 
science is conducted around cancer, in transforming 
the translation of basic science to the clinic. Even the 
concept of multi-modality care, where you go to a clinic 
and a radiation oncologist, a surgeon and an oncologist 
see you not in three in three different departments of 
medicine, surgery and radiation is at least in part due 
to the NCI program. 

“I am shocked it’s actually only 2.5 percent of 
the budget.”

VARMUS: “Bill, the issue is not whether the 
cancer centers are really important. I think they are 
incredibly important. The question is whether it’s a 
miracle and should be preserved as it is, that we achieve 
this amount of benefit from a small amount of budget, 
whether we should consider increasing it significantly.”

SELLERS: “Yeah, that’s what I am saying.”
VARMUS: “Maybe we get that benefit for that 

amount of money and it would be the law of diminishing 
returns if we increased the budget. It’s not so clear.”

SELLERS: “I am just saying, if you went by past 
performance, where you invested money and what the 
return on investment was as a way to say where do I 
invest further, based on access, saying this is a strength 
we have invested, is it likely that further investment 
would lead to further return?”

VARMUS: “I don’t know. Maybe; maybe not. 
Where is the money going to come from?”

SELLERS: “Places where there wasn’t that kind 
of return on investment.”

VARMUS: “The R01s?”
SELLERS: “We can have a discussion about 

that.”
VARMUS: “We are going to, I am sure, especially 

if things persist the way they are.”

http://www.twitter.com/thecancerletter
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The Core Grants at a Glance
Insiders say that the best predictor of the size of 

a future core grant is the size of its current core grant. 
A list of 2012 core grants, ranked by grant size, 

follows:

1 Sloan-Kettering Institute for Cancer Research Comprehensive Core 13,436
2 Fred Hutchinson Cancer Research Center Comprehensive Core 11,585
3 Dana-Farber Cancer Institute Comprehensive Core 11,165
4 University of Texas M.D. Anderson Cancer Center Comprehensive Core 9,988
5 University of Pennsylvania Comprehensive Core 7,725
6 University of California San Francisco Comprehensive Core 7,707
7 University of North Carolina Chapel hill Comprehensive Core 7,072
8 Johns Hopkins University Comprehensive Core 6,995
9 University of Southern California Comprehensive Core 6,532

10 Vanderbilt University Comprehensive Core 5,899
11 University of Alabama at Birmingham Comprehensive Core 5,726
12 Duke University Comprehensive Core 5,724
13 University of Michigan at Ann Arbor Comprehensive Core 5,695
14 St. Jude Children's Research Hospital Comprehensive Core 5,675
15 Mayo Clinic Rochester Comprehensive Core 5,471
16 University of Pittsburgh Comprehensive Core 5,340
17 Case Western Reserve University Comprehensive Core 4,849
18 Northwestern University Comprehensive Core 4,830
19 Ohio State University Comprehensive Core 4,582
20 University of California Los Angeles Comprehensive Core 4,576
21 University of Wisconsin, Madison Comprehensive Core 4,556
22 Washington University Comprehensive Core 4,381
23 Cold Spring Harbor Laboratory Basic Core 4,347
24 University of California San Diego Comprehensive Core 4,282
25 Albert Einstein College of Medicine, Yeshiva University Clinical Core 4,257
26 University of Chicago Comprehensive Core 4,139
27 Fox Chase Cancer Center Comprehensive Core 4,062
28 Roswell Park Cancer Institute Corp Comprehensive Core 3,960
29 University of Arizona Comprehensive Core 3,954
30 Burnham Institute for Medical Research Basic Core 3,887
31 Massachusetts Institute of Technology Basic Core 3,854
32 Columbia University Health Sciences Comprehensive Core 3,816
33 University of Colorado Denver Comprehensive Core 3,596
34 University of Minnesota Twin Cities Comprehensive Core 3,430
35 University of California Davis Comprehensive Core 3,139
36 Dartmouth College Comprehensive Core 3,126
37 Stanford University Clinical Core 3,092
38 Robert Wood Johnson Medical School Comprehensive Core 3,002
39 Thomas Jefferson University Clinical Core 2,947
40 Salk Institute for Biological Studies Basic Core 2,936
41 Baylor College of Medicine Clinical Core 2,935
42 H. Lee Moffitt Cancer Center & Research Institute Comprehensive Core 2,787
43 Wayne State University Comprehensive Core 2,548
44 Wistar Institute Basic Core 2,517
45 New York University School of Medicine Clinical Core 2,512
46 University of Virginia Charlottesville Clinical Core 2,383
47 University of Iowa Comprehensive Core 2,364
48 City of Hope/Beckman Research Institute Comprehensive Core 2,225
49 Jackson Laboratory Basic Core 2,156
50 University of New Mexico Clinical Core 1,934
51 University of Maryland Baltimore Clinical Core 1,565
52 Georgetown University Comprehensive Core 1,550
53 Emory University Clinical Core 1,493
54 University of Utah Clinical Core 1,455
55 University of Nebraska Medical Center Clinical Core 1,428
56 University of Texas Southwestern Medical Center Clinical Core 1,425
57 Virginia Commonwealth University Clinical Core 1,423
58 Medical University of South Carolina Clinical Core 1,401
59 University of Kansas Medical Center Clinical Core 1,397
60 Wake Forest University Health Sciences Comprehensive Core 1,393
61 University of Texas San Antonio Health Science Center Clinical Core 1,300
62 University of California Irvine Comprehensive Core 1,249
63 Indiana Univ-Purdue Univ at Indianapolis Clinical Core 1,237
64 Purdue University West Lafayette Basic Core 1,195
65 University of Hawaii at Manoa Clinical Core 1,150
66 Oregon Health and Science University Clinical Core 1,135
67 Yale University Comprehensive Core 600

Total P30s 67 262,089

Grant Amount   
($ In Thousands)

Rank Grantee Institution Code
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Total P30s 67 262,089

Grant Amount   
($ In Thousands)

Rank Grantee Institution Code

Healthcare Reform
Letter Asks HHS to Issue Guidance 
On Cancer Clinical Trials Coverage
(Continued from page 1)

It has to produce the rules and regulations that 
will convert Obamacare the law into the Obamacare 
the system.

One thing the agency said it will not do is write a 
rule on coverage of routine medical care for participants 
in clinical trials. This could be a problem after the new 
law kicks in on Jan. 1, 2014, cancer groups say. 

“The biggest threat to patients would be that the 
provision would not be implemented uniformly across 
the exchanges and the federal employee health benefits 
programs,” said Mark Smith, a lobbyist with Liberty 
Partners Group, whose involvement in this issue dates 
back to 1995, when he was an aide to then Sen. Connie 
Mack (R-Fla.).

The American Society of Clinical Oncology is 
jittery as well.

Recently, ASCO and 49 other groups wrote a 
letter to HHS, asking for greater clarity about coverage 
of clinical trials after Jan. 1. The letter is addressed to 
HHS Secretary Kathleen Sebelius and the Department 
of Labor Acting Secretary Seth Harris.

“While the statutory language is clear, there are 
a number of issues that need to be addressed through 
rulemaking,” ASCO President Clifford Hudis said to 
The Cancer Letter.

Hudis listed some areas of uncertainty:
“What happens if a patient has complications in a 

trial? What about addressing unnecessary administrative 
delays that may prevent a patient from participating? 
Will plans require patients to travel long distances to 
participate in trials? And, very importantly, who decides 
whether the patient has a life-threatening condition that 
warrants their trial participation?”

Doctors would likely be reticent to venture guesses 
about rules that may or may not apply. In principle, a 
wrong guess can lead to prosecution under the False 
Claims Act.

Yet, on April 29, in an obscure “Questions and 
Answers” document the Centers for Medicare and 
Medicaid Services said that no such rules would be 
written before Jan. 1.

The controversy is triggered by Section 2709 of 
the Public Health Act, which prohibits health insurance 
issuers from dropping coverage because an individual 
(who requires treatment for cancer or another life-
threatening condition) chooses to participate in a clinical 
trial. Issuers also may not deny coverage for routine care 
that they would otherwise provide because an individual 
is enrolled in a clinical trial.

Reluctantly accepting that that there would be no 
new rules on clinical trials, cancer groups are asking for 
the next best thing: a guidance to industry.

Though less than a rule, a guidance could define 
who can who what and when they can do it.

“Uniformity of implementation is critical to ensure 

http://www.cms.gov/CCIIO/Resources/Fact-Sheets-and-FAQs/aca_implementation_faqs15.html
http://www.cms.gov/CCIIO/Resources/Fact-Sheets-and-FAQs/aca_implementation_faqs15.html
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that patients have coverage of routine costs associated 
with clinical trials participation, and absent a formal 
regulation, a guidance would provide clear direction 
to health plans and provide safeguards to patients as 
well,” Smith said to The Cancer Letter.

The controversy brings into focus the patchwork 
of laws that established the standards for coverage of 
participation in clinical trials. 

The issue isn’t new. A sustained drive to resolve 
it began in Congress in 1995, when Sens. Mack and 
Jay Rockefeller (R-W.Va.) as well as then Reps. Nancy 
Johnson (R-Conn.) and Ben Cardin (D-Md.) sought to 
make Medicare cover clinical trials.

The legislation was reintroduced session after 
session. Multiple hearings were held. Ultimately, 
in the midst of the 2000 presidential campaign, the 
Clinton Administration settled the matter by issuing 
an “executive memorandum” mandating coverage of 
routine care in clinical trials (The Cancer Letter, June 
9, 2000).

While the executive memorandum settled the 
matter for Medicare, legislation in 36 states passed 
similar standards for private health insurance plans. 

“While the language in Section 2709 is rather 
prescriptive, there is still room for interpretation,” 
Smith said to The Cancer Letter. “We have seen that 
happen before, even in states that do have clinical trials 
laws on the books.”

The Affordable Care Act remains an opportunity 
to come up with a standard that would apply nationally.

“In enacting the ACA provision, Congress 
sought to remove obstacles to participation in research 
for patients,” said ASCO’s Hudis. “Because some 
insurance is regulated at the state level, and some 
is regulated at the federal level, we need a standard 
regulation that covers all health plans nationwide, to 
ensure that cancer patients have access to clinical trials.

“The only plans exempted from this requirement 
are those that were in effect as of March 23, 2010, 
and have not reduced benefits or increased costs to 
enrollees. 

“If a plan either reduces benefits or increases 
costs, it loses grandfathered status and must provide 
clinical trials coverage. Plans with grandfathered status 
will dramatically decrease over time.

“ASCO members have cited this as a major 
concern. Health plans do not always deny coverage, but 
they often don’t make coverage explicit and there are a 
lot of paperwork and time delays in seeking coverage. 
This factor sometimes makes it difficult for patients to 
enroll in trials in a timely manner. 

“Some patients also choose not to consider trial 
participation if they think that their health plan may 
not provide coverage. It’s really an issue of access.”

In a  related development ,  the Obama 
administration announced July 2 that it would delay 
implementing the requirement that employers with 
over 50 workers provide health coverage to their staff 
or face fines.

The requirement, which was to be implemented 
Jan. 1, 2014, will be delayed by a year.

“We recognize that the vast majority of businesses 
that will need to do this reporting already provide 
health insurance to their workers, and we want to 
make sure it is easy for others to do so,” Mark Mazur, 
the Treasury’s assistant secretary for tax policy, said 
in a blog post.

The text of the June 19 letter to Sebelius and 
Harris follows:

On behalf of the undersigned organizations, 
we write to share our disappointment with the 
Departments’ announcement, through a Frequently 
Asked Questions document released on April 29, that 
the Departments do not expect to issue regulations in 
the near future to address implementation of section 
2709 of the Public Health Service Act, as added by the 
Patient Protection and Affordable Care Act (ACA). 

We appreciate the initial direction in the FAQ 
to group health plans and health insurance issuers to 
implement the requirement for plan years beginning 
on or after January 1, 2014. However, we urge the 
Departments to issue regulations or guidance before 
January 2014. 

As you know, this important insurance protection 
requires health plans to cover the routine medical costs 
for individuals participating in approved clinical trials. 
In enacting this provision, Congress was seeking to 
remove an obstacle to participation in research for 
patients—a goal that we very strongly support. 

It is important that meaningful access to clinical 
trials is an integral component of any health insurance 
product. Individuals with challenging forms of cancer 
or other life-threatening illnesses typically choose 
to participate in clinical trials when they conclude 
(in consultation with their physicians) that the trial 
provides the best odds of a successful clinical outcome 
when compared to other existing therapies. 

Further, this new protection recognizes that there 
is a greater public good to encouraging increased patient 
participation in clinical research. Through enhancing 
our understanding of serious and life-threatening 

http://www.cancerletter.com/downloads/20130702_1
http://www.cancerletter.com/downloads/20130702_1
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conditions—and of the risks and benefits of promising 
new therapies—we improve treatment, diagnosis, and 
prevention options not just for participating patients 
but for all of us through the advancement of medical 
knowledge. 

Participation in such research should therefore be 
encouraged through the removal of insurance barriers. 
Unfortunately, participation in clinical trials is very 
low: Fewer than 5 percent of cancer patients enroll 
in clinical trials, and only 6 percent of patients with 
severe chronic illnesses participate. 

These low participation rates mean that research 
takes longer, costs more, and ultimately results in 
delays in the development of new therapies or a lag in 
evidence about the safety and effectiveness of existing 
therapies. 

In previous communications with the Centers 
for Medicare and Medicaid Services (CMS) officials, 
our groups have identified a number of issues that 
we strongly believe need to be addressed through 
rulemaking in order to ensure that section 2709 lives 
up to the promise of the law. 

Unfortunately, we have learned through our work 
over the years to improve coverage of clinical trials in 
Medicare and at the state level that even when health 
plans purport to cover routine costs associated with 
clinical trials, patients often continue to have difficulty 
getting coverage for some of these expenses. 

In fact, a study published in 2010 found that 
of 628 eligible cancer patients denied coverage for 
their routine clinical trial costs between 2003 and 
2008, nearly 80 percent of those denied had insurance 
coverage that generally purported to allow coverage 
for clinical trial participation.

Specifically, some of the issues that we have 
previously identified that we would like to see 
addressed through rulemaking or guidance include: 

• Prevention, Detection, and Treatment of 
Complications: We encourage inclusion of explicit 
safeguards to ensure that the prevention, detection, and 
treatment of complications arising from clinical trials 
are covered under the definition of “routine costs.” 

• Meaningful Access to Clinical Trials: 
Implementing regulations should prevent group 
health plans and insurance issuers from requiring 
patients to travel unreasonable distances to enroll in a 
clinical trial with an in-network provider. According 
to the Center for Information & Study on Clinical 
Research Participation, fewer than 4 percent of all U.S. 
physicians participate in clinical trials. The likelihood 
is therefore high that patients will not have meaningful 

access to approved clinical trials unless safeguards are 
in place to ensure that patients can use their out-of-
network coverage to participate. 

• Prevention of Delays and Administrative 
Barriers: We encourage you to establish explicit 
safeguards protecting patients from delays and 
administrative barriers that undermine access to 
clinical trials, including preventing financial incentives 
arising from new delivery models from inadvertently 
creating barriers for patients to participate in clinical 
trials. 

• Determining a Life-Threatening Condition: 
Because the definition of a life-threatening condition 
can be subject to various interpretations, we believe 
that it is very important that determination about 
whether an individual is an appropriate candidate for 
participation in a trial that qualifies for coverage should 
be made by the patient’s health care professional.

We appreciate the acknowledgment in the 
April 29 FAQ that health plans and issuers are still 
expected to implement section 2709 using a good faith, 
reasonable interpretation of the law in the absence of 
regulations. 

However, we remain very concerned that 
implementation of this provision will be very uneven 
across the country and many consumers may be denied 
a new protection they should be guaranteed under the 
law. Guidance from the Departments would be most 
helpful in the 14 states that do not currently have 
clinical trials coverage laws or cooperative agreements. 

At least seven of these states have plans to operate 
state-run or state-partnership exchanges, and it is very 
important to ensure that plans offered on the exchanges 
are following the clinical trials coverage requirement. 
If the Departments plan to issue coverage manuals, as 
CMS does for the Medicare program, clinical trials 
coverage should be highlighted. 

We urge the Departments to issue regulations or 
guidance prior to the effective date of section 2709 on 
Jan. 1, 2014. 

If the Departments do not move forward with 
regulations or guidance before January 2014, HHS, 
in conjunction with the Department of Labor, should 
conduct immediate outreach to states operating 
exchanges to ensure that clinical trials coverage is 
included and establish a clear and effective mechanism 
for consumers to report concerns relating to the 
coverage of clinical trials.

http://www.twitter.com/thecancerletter
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Capitol Hill
Reintroduced Bill Seeks to Weaken 
U.S. Preventive Services Task Force

By Matthew Bin Han Ong
A bill reintroduced in the House of Representatives 

seeks to fundamentally change the U.S. Preventive 
Services Task Force by expanding the panel’s 
membership to include specialty groups and patient 
advocates.

Sponsored by Rep. Marsha Blackburn (R-Tenn.), 
the USPSTF Transparency and Accountability Act 
(H.R. 2143) is a replica of its 2012 predecessor and 
namesake (H.R. 5998), which similarly tried to dilute 
the rigor of the influential task force.

The USPSTF, a 16-member panel appointed by 
the director of the Agency for Healthcare Research 
and Quality, is charged with applying the standards of 
evidence-based medicine to the policies on screening.

Blackburn’s bill would broaden the task force 
to ensure a “balanced representation of primary and 
specialty care providers, patient and health care 
consumers, and relevant stakeholders from the medical 
products manufacturing community.”

The bill would also increase the time for public 
comment from 30 days to 60 days, and create an 
advisory board that must include representatives 
from private health care, patient and clinical services 
provider groups.

The proposed advisory board would recommend 
clinical preventive services for review and suggest 
scientific evidence for consideration by the task force. 

The board would also provide feedback regarding 
the research plan, the evidence report and draft 
recommendations by the task force, and assist with 
efforts regarding dissemination of recommendations 
by the director of the AHRQ.

USPSTF relies on pre-specified procedures 
and conducts comprehensive reviews of medical 
literature, and, sometimes, modeling, before issuing 
recommendations.

Recommendations are made by generalists and 
experts in the interpretation of medical evidence who 
are screened for conflicts of interest.

Subspecialty groups, which perform the tests or 
treat the diseases for which screening is performed, are 
expressly excluded, since such groups are judged to be 
economically or intellectually conflicted.

The task force came under fire last year, when it 
recommended against routine prostate cancer screening 
for men (The Cancer Letter, July 20, 2012). Prior to 
that, the independent expert panel was slammed for 
recommending a more limited role for mammography 
(The Cancer Letter, Nov. 20, 2009, Dec. 4, 2009).

“The decision to start regular, biennial screening 
mammography before the age of 50 years should be an 
individual one and take patient context into account, 
including the patient’s values regarding specific 
benefits and harms,” the task force said in 2009.

However,  only  the  task  force’s  2002 
recommendation is used in implementing the 
Affordable Care Act—mammography is recommended 
every one to two years for women aged 40 and older, 
with or without clinical breast examination.
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Blackburn said her bill promotes individual 
rights.

“The American people are tired of a government 
that believes it knows what is best for you, your health, 
and your wallet,” Blackburn said in an email to The 
Cancer Letter. “The critical nature of the task force’s 
work, and the widespread impact to public health, is 
better served by a task force that is patient-centered.

“This legislation would fundamentally reform 
the task force by requiring a balanced and relevant 
representation of medical personnel, requiring 
members to disclose conflicts of interest, and requiring 
consultation with those who treat the specific disease 
in question,” Blackburn said. “It would also require 
common sense coordination among relevant agencies 
and stakeholders while restoring the doctor-patient 
relationship.”

Advocates of evidence-based medicine see 
fundamental problems with the bill.

“The Institute of Medicine’s 2011 report, titled 
‘Clinical practice guidelines we can trust’ and written 
at the request of Congress, described principles for 
how to create trustworthy practice guidelines,” said 
David Ransohoff, a cancer screening researcher and 
subspecialist/gastroenterologist at the University of 
North Carolina who worked with the IOM committee.

“It would be sad and ironic if Congress’ new bill 
ignored or preempted the IOM’s work,” Ransohoff 
said to The Cancer Letter. “For example, while it is 
essential for subspecialty expertise to be considered in 
creating guidelines, having subspecialty representatives 
on the committee that makes decisions can, as described 
in the IOM report, involve economic conflict related to 
subspecialty income from a procedure. 

“To make trustworthy guidelines you want a 
neutral knowledgeable process that focuses on patient 
outcomes and includes a quantitative assessment of 
benefits and harms based on a systematic review of 
evidence.

“With this bill, Congress may convert the 
USPSTF from a professional process into yet another 
political process,” Ransohoff said.

A recent study by the University of Michigan 
Comprehensive Cancer Center found that clinical 
practice guidelines used to determine care for common 
cancers do not meet the IOM standards.

Researchers reviewed 169 cancer clinical practice 
guidelines for lung, breast, prostate and colorectal 
cancers, finding that none fully met the standards (The 
Cancer Letter, June 28).

Several specialty groups expressed support for 
Blackburn’s bill. 

“Recommendations about preventive care 
services should take into account feedback from the 
specialists who treat these conditions and decisions 
should take place in the context of a doctor-patient 
relationship,” the American Urological Association 
President Pramod Sogani said in a statement. “The 
AUA strongly supports the inclusion of specialists 
on the USPSTF and other bodies that develop 
recommendations that impact patient care.”

Similarly, the Access to Medical Imaging 
Coalition said the bill would enable patients to continue 
to have access to the diagnostic imaging technologies.

“Transparency and efficiency are paramount, 
given the impact of the task force’s decisions on the 
millions of patients who rely on life-saving advanced 
imaging technologies for the diagnosis, monitoring 
and treatment of cancer and other deadly diseases each 
year,” said AMIC Executive Director Tim Trysla in a 
statement.

The American Society of Clinical Oncology has 
not taken a stance on the bill, which has six cosponsors 
as of June 28.

In Brief
Moffitt Teams With Advinus
To Develop Two Targeted Drugs

MOFFITT CANCER CENTER announced a 
partnership with Advinus Therapeutics to advance 
discoveries to clinic. Two targeted cancer therapies—a 
Rb:Raf-1 disruptor and a ROCK inhibitor, developed 
by Moffitt scientists—were selected as the first set. 

Disruption of the Rb:Raf-1 interaction leads to 
inhibition of cellular signaling pathways involved in 
cell growth, blood vessel creation, and the spread of 
cancer cells. 

ROCK (Rho-associated protein kinase) inhibitor 
may have patient value because expression of its target 
ROCK1 is significantly higher in breast tumor tissue 
than normal tissue and is associated with aggressive 
disease, the spread of cancer cells and poorer prognosis.

CHILDREN’S HOSPITAL OF WISCONSIN 
received a $10 million gift from the MACC Fund 
from Midwest Athletes Against Childhood Cancer. 
The gift is the largest single gift the MACC Fund has 
made to a hospital.

This gift will be used to support discovery and 

http://www.cancerletter.com/articles/20130628
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testing of new drug therapies, increased use of cellular 
therapies, and further genetic research for personalized 
cancer therapies. The cancer and blood disorders 
program at Children’s Hospital will be renamed the 
MACC Fund Center. 

UNIVERSITY HOSPITALS  and EMH 
Healthcare signed a letter of intent to explore an 
agreement that will add EMH to the University 
Hospitals health system.

University Hospitals plans to make EMH 
its flagship hospital based in Lorain County, near 
Cleveland, Ohio. Additional commitments could bring 
additional programs, such as UH Rainbow Babies & 
Children’s Hospital, to the EMH campuses.

The evaluation process is expected to last several 
months and hospital leadership anticipates reaching a 
final agreement by the end of the year.

ROSWELL PARK CANCER INSTITUTE 
and The University of Rochester Medical Center 
received accreditation from the Accreditation Council 
for Graduate Medical Education for a joint two-
year fellowship program in complex general surgical 
oncology. 

Surgeons who are accepted into the program 
will ultimately train at both institutions and, upon 
completion of the program, will be eligible for board 
certification in surgical oncology. The program will 
accept four applicants each year. 

Last year, the American Board of Surgery 
approved a plan to make surgical oncology a board-
certified subspecialty, akin to plastic surgery or 
vascular surgery. The plan requires surgeons to 
complete a five-year residency in general surgery, a 
two-year ACGME-accredited fellowship in complex 
general surgical oncology, and pass written and oral 
board examinations.

John Kane III, program director of the Surgical 
Oncology Fellowship and chief of the Melanoma/
Sarcoma Service in the Department of Surgical 
Oncology at RPCI, will continue to serve as program 
director. Diane Hartman, professor of obstetrics and 
gynecology and senior associate dean for medical 

education at the University of Rochester, will serve 
as the institutional official. 

As part of the collaboration, 12 surgeons at 
Roswell Park who are involved in the fellowship 
program will receive faculty appointments at the 
University of Rochester. 

CANCER TREATMENT CENTERS OF 
AMERICA at Eastern Regional Medical Center in 
Philadelphia opened a stem cell transplant center for 
patients with hematologic malignancies. The 17,000 
square foot center includes eight inpatient rooms, along 
with a dedicated infusion suite and apheresis and stem 
cell collection unit.

The expanded Stem Cell Transplant and Cell 
Therapy Program will provide stem cell transplantation 
therapies and other treatments for patients with 
hematologic malignancies such as acute and chronic 
leukemias, myelodysplastic syndromes, Hodgkin’s and 
non-Hodgkin’s lymphomas and multiple myeloma.

VANDERBILT-INGRAM CANCER CENTER 
and Maury Regional Medical Center opened a 
radiation oncology treatment center in Spring Hill, 
Tenn.

Named the Vanderbilt-Ingram Cancer Center at 
Maury Regional Spring Hill, the radiation oncology 
center is the latest addition to the Maury Regional 
Spring Hill facility—an ambulatory surgery center, 
specialty clinic and pediatric clinic are scheduled to 
open in the coming months.

Physician staffing for the center will be provided 
by both medical centers. The center is expected to open 
for patients this month.

CHRISTIE JEON joined the Samuel Oschin 
Comprehensive Cancer Institute and the Cedars-
Sinai Cancer Prevention and Control Program

Jeon was a postdoctoral fellow in the center 
for Cancer Prevention and Control Research at 
the University of California, Los Angeles, and a 
postdoctoral research scientist at the Mailman School 
of Public Health at Columbia University.

Jeon’s research concentrates on liver, pancreatic 
and gastrointestinal cancers and their correlation to 
diabetes and infectious diseases. She also investigates 
prevention strategies for infection-associated cancers 
and global health disparities.
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JOHNSON & JOHNSON announced a definitive 
agreement to acquire Aragon Pharmaceuticals Inc., 
a privately-held pharmaceutical company focused on 
drugs to treat hormonally-driven cancers.

The acquisition includes Aragon’s androgen 
receptor antagonist program. Aragon’s lead product 
candidate is a second generation androgen receptor 
signaling inhibitor, ARN-509, in phase II development 
for castration resistant prostate cancer.

Johnson & Johnson agreed to make an upfront 
cash payment of $650 million, plus additional 
contingent payments of up to $350 million based on 
reaching predetermined milestones. The transaction 
is expected to close in the third quarter of this year.

Aragon agreed to transfer all assets other than 
its androgen receptor antagonist program to a newly 
formed company. Johnson & Johnson will not have an 
ownership stake in the new company. The boards of 
directors of both Johnson & Johnson and Aragon have 
approved the transaction.

Obituary
Ronald Herberman, 72, 
UPCI Founding Director

Ronald Herberman, the founding director of the 
University of Pittsburgh Cancer Institute, died May 31 
at his home in Potomac, Md. He was 72.

He had chronic lymphocytic leukemia, but the 
cause was arteriosclerotic heart disease.

In 1968, Herberman was a senior investigator 
in NCI’s immunology branch, where he organized 
a research program related to tumor and cellular 
immunology. Three years later, he became head of 
a newly established cellular and tumor immunology 
section in NCI’s laboratory of cell biology.

During this period, he oversaw a research 
program on cell-mediated immune response to tumors 
in animal model systems and patients with cancer.

As a result of this research, a new category of 
lymphocytes was discovered and termed natural killer 
cells. Since then, much of Herberman’s research has 
been focused on the characterization of these natural 
effector cells and on their role in resistance to cancer 
growth.

Herberman was recruited to the University of 
Pittsburgh in 1985 to build a cancer institute with 
philanthropic funds from the Richard King Mellon 
Foundation. Within three years, he secured funding 
and designation as a Clinical Cancer Research Center 

from the NCI, and by 1990, designation as an NCI 
Comprehensive Cancer Center.

Over the next 15 years, Herberman oversaw 
the expansion of University of Pittsburgh Medical 
Center’s clinical oncology services into network sites 
throughout western Pennsylvania, Ohio, and West 
Virginia, and spearheaded the opening of Hillman 
Cancer Center in 2002.

UPCI laboratory research was co-located with 
UPMC clinical oncology care, with support from the 
Henry L. Hillman and Hillman Foundation.

UPCI recognized his contributions by establishing 
the Ronald B. Herberman, MD Staff Appreciation 
Award. The second floor of the UPMC Cancer Pavilion 
in UPMC Shadyside houses the Ronald B. Herberman 
Conference Center.

Herberman was also the associate vice chancellor 
for cancer research, Hillman professor of oncology, 
professor of medicine and pathology at the University 
of Pittsburgh School of Medicine, and chief of the 
Division of Hematology-Oncology in the Department 
of Medicine. 

Toward the end of his career at UPCI, Herberman 
urged the center’s employees to limit their exposure 
to cell phones—citing evidence of increased risk of 
tumors from electromagnetic radiation (The Cancer 
Letter, Aug. 1, 2008).

After he left UPCI in 2009, Herberman served 
as a consultant for Intrexon Corp., a biotechnology 
company headquartered in Germantown, Md., and as 
chief medical officer at TNI Biotech in Bethesda, Md.

Herberman was an author on more than 700 
publications, served on many editorial boards and 
advisory committees, and was one of the most 
frequently cited biomedical investigators during the 
1980s.

He was the recipient of numerous awards, 
including the Governor of Pennsylvania’s Award for 
Excellence in Science and Medicine and a Lifetime 
Science Award from the Institute for Advanced Studies 
in Immunology and Aging.

Born in Brooklyn, Herberman graduated from 
New York University in 1960 and from its medical 
school in 1964.

Herberman is survived by his wife, Harriet; 
children, Holly and Steven; and three grandchildren. 
A private burial was held June 3.

At the family’s request, memorial donations may 
be made to the Leukemia and Lymphoma Society and 
the Environmental Health Trust organization.
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