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FDA Auditors Spend Two Weeks at Duke;
Nevins Loses Position in Reorganization 

Appropriations:
Obama Calls for Bigger Investment in Science 
Republican Majority in the House Plans Cuts 

By Paul Goldberg
FDA officials spent two weeks on the Duke University campus, auditing 

data related to clinical trials of genomic technologies.
By the end of the first week, on Jan. 20, a center run by genomic scientist 

Joseph Nevins within the Duke Institute for Genome Science and Policy was 
organized out of existence.

The audit team was still on campus on Jan. 27, university spokesman 
Doug Stokke confirmed. “An FDA audit team is here, but Duke does not 
comment on the details of ongoing audits,” Stokke said, declining to respond 
to a series of questions related to the audit.

Duke administration officials said that abolition of the Nevins 

By Conor Hale
As conservative members of Congress craft their political message for 

their base—slash deficit spending, shrink government and reduce the national 
debt—they have yet to decide how, where or which items to cut. 

The week of the President’s State of the Union address has been a week 
of grandstanding and posturing from both sides. The speeches will not have 
direct effects on budgetary measures, but will certainly set the tone for those 
important discussions in the near future. 

In his State of the Union address, President Barack Obama said that 
today’s generation has reached its “Sputnik moment,” and that the nation 
must reinvest in science and technology to pull itself out of this recession, 
invoking John F. Kennedy’s promise to put a man on the moon at a time 
when the Americans were falling behind in the space race. Obama promised 
to submit a budget proposal to Congress in early February, investing in 
biomedical research, information technology and clean energy, with a focus 
on creating jobs.

Obama also called for a freeze on domestic spending levels until 2015. 
He has frozen pay raises for federal employees for the next two years. 

Hours before the president’s speech, in the same chamber, House 
Republicans passed H. Res. 38, a non-binding resolution pledging to reduce 
this year’s discretionary spending budget back to 2008 levels. This would 
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Duke Didn't Get FDA Clearance
for Biomarker Trials 
(Continued from page 1) 
group—called the Center for Applied Genomics and 
Technology—wasn’t caused directly by the scandal and 
had been in the works for months.

The Cancer Letter obtained highly confidential 
documents that raise new questions about the regulatory 
status of the studies of genomic predictors undertaken by 
Duke and a study by the Cancer and Leukemia Group B. 
These documents may explain the appearance of FDA 
auditors at Duke’s medical center, sources said.

These materials point to internal debate over 
the regulatory clearance that the genomic technology 
requires and raise questions about the reliability of 
Duke’s protection of patients enrolled in the trials. The 
documents also point to the central role Nevins—the 
mentor of disgraced cancer researcher Anil Potti—
played in the controversy.

The new documents include:
• A table put together by Duke staff in December 

2008, which indicates that the university’s genomic trials 
lacked a form of FDA clearance called an Investigational 
Device Exemption and questions whether such clearance 
was, in fact, needed. An IDE is the device equivalent of 
the agency’s Investigational New Drug license.

• A 2007 notice of approval of one of the trials 
by the Duke IRB. The document is marked “N/A” in 
the section on FDA clearance status, indicating that the 
review board charged with protecting patients from 
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unreasonable research risks didn’t believe that the 
regulatory agency had a role in signing off on the study. 
In another such document, the regulatory status boxes 
were left blank.

• A 2006 submission to FDA, signed by Nevins, 
seeking “pre-IDE review” of the Lung Metagene Score 
technology. The LMS technology, which was the subject 
of a paper in the New England Journal of Medicine, is 
similar to the predictor used in the three Duke trials. The 
science in this paper has now been publicly questioned 
by NCI, and it is likely to be retracted (The Cancer 
Letter, Jan. 14). The filing indicates that at the time 
Nevins believed that an IDE might be required.

• The response to the filing by an FDA statistician, 
dated January 2007. The response seeks additional 
data and suggests methodological improvements. The 
response indicates that the agency believed that it had 
a legitimate role in reviewing the LMS protocol, and, 
by inference, similar protocols.

The documents are posted at http://cancerletter.
com/categories/documents.

FDA officials are barred from disclosing whether 
an IDE or an IND filing exists, and such filings are 
exempt from the Freedom of Information Act.

However, at a recent presentation before the 
Institute of Medicine, Robert Becker, chief medical 
officer at the agency’s Office of In Vitro Diagnostic 
Device Evaluation and Safety, indicated that the 
technology in the three Duke trials wasn’t tested under 
an IDE and that an IDE in such cases would be required.

At the IOM meeting Dec. 20, 2010, Becker took 
the microphone following the NCI biostatistician Lisa 
McShane, who provided new scientific details of the 
scandal (The Cancer Letter, Jan. 7).

“Unlike our colleague at NIH, we have not had 
these data come to us,” Becker said. “So we have to 
speak from essentially principles perspective.”

Becker then said that in analogous cases—where 
a diagnostic device determines how an approved drug 
is used—the agency has required approval for the 
diagnostic.  “We are not talking about biomarkers only,” 
Becker said. “We are talking about devices that we use in 
trials for the actual management of patients that actually 
affect the way people are managed in the course of trials.

“We can find instances in which there is not an 
anticipation of an original or supplemental application 
with respect to the drug coming forward,” he said. “In 
this kind of circumstance, we have taken the stance than 
an IDE approval might be needed even if the use of a 
relevant drug doesn’t require an IND approval. 

(Continued to page 4)
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NOTIFICATION OF APPROVAL

The Duke University Health System Institutional Review Board for Clinical Investigations (DUHS IRB) 
has conducted the following activity on the study cited above: 

DUHS IRB approval encompasses the following specific components of the study cited above: 

The DUHS IRB has determined the specific components above to be in compliance with all applicable Health Insurance Portability and Accountability Act 
("HIPAA") regulations. 
No change to the protocol, consent form or other approved document may be implemented without first obtaining IRB approval of the change.   Any proposed change 
must be submitted as an amendment.  If necessary in a life-threatening situation, where time does not permit your prior consultation with the IRB, you may act 
contrary to the protocol if the action is in the best interest of the subject. You must notify the IRB of your action within five working days of the event. 

This study expires at 12 AM on the Expiration Date. At that time, all study activity must cease. If you wish to continue specific study activities directly related to 
subject safety, you must immediately contact Dr. John Falletta or Jody Power. This study must be submitted to the DUHS IRB for continuing review by the first day 
of the month preceding the month your protocol expires.  

The Duke University Health System Institutional Review Board for Clinical Investigations (DUHS IRB), FWA 00009025, is duly constituted, fulfilling all 
requirements for diversity, and has written procedures for initial and continuing review of human research protocols. The DUHS IRB complies with all U.S. 
regulatory requirements related to the protection of human research participants. Specifically, the DUHS IRB complies with 45CFR46, 21CFR50, 21CFR56, 
21CFR312, 21CFR812, and 45CFR164.508-514. In addition, the DUHS IRB complies with the Guidelines of the International Conference on Harmonization to the 
extent required by the U. S. Food and Drug Administration. 

DUMC 2712 • 2424 Erwin Rd • Durham, NC 27705 
tel (919) 668-5111 • fax (919) 668-5125

Principal Investigator: P. Kelly Marcom     Protocol ID: Pro00001345
Protocol Title: A Randomized Phase II Trial Evaluating the Performance of Genomic Expression 
Profiles to Direct the Use of Preoperative Chemotherapy for Early Stage Breast Cancer
Protocol Sponsor: US Department of Defense

IND#: N/A IDE#/CMS Category: N/A

Activity: Initial Review  Type of Review: Full Board  
Expiration Date: 7/26/2008  Review Date: 7/26/2007  
Pediatric Risk Category:
Date of Declared Concordance with federally funded grant, if applicable: 

Protocol version/date:  Consent form version/date:  8/17/07
Investigator Brochure version/date: Summary version/date: 5/28/07
Amendment version/date:  Amendment ID:  
Other

George Parkerson, MD 8/17/07

DUHS IRB Authorized Signature Final IRB Approval Date 
(subject accrual may begin.)

Page 1 of 1

2/15/2008file://C:\Documents and Settings\fgb2\Local Settings\Temporary Internet Files\Content.Ou...

Approving One Trial, IRB Marked Regulatory Status "N/A," 
Approving Another, the Board Left the Category Blank 
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(Continued from page 2)
This is in part because the accrual on the treatment 

arms of the use of the device can alter therapy that would 
be undertaken otherwise, absent the trial itself.”

Becker’s remarks are posted at http://cancerletter.
com/categories/documents.

“N/A” would be the wrong acronym to use to 
describe applicability of FDA regulation of devices 
used to guide chemotherapy in cancer, said Larry 
Kessler, chair of the Department of Health Services 
in the University of Washington School of Public 
Health, former director of the FDA Office of Science 
and Engineering Laboratories Center for Devices 
and Radiological Health, and a member of the IOM 
committee investigating the controversy.

“A,” short for “applicable,” would have been more 
appropriate, Kessler said.

“The use of the assay determining therapy would 
require the submission of an IDE to the FDA,” Kessler 
said. 

“That’s what I would say as a former FDA 
employee. That’s my understanding of the IDE regs, 
pure and simple.”

Willard: Reorganization Contemplated for Months
Duke officials said the elimination of three of the 

six centers of its genome institute had been contemplated 
for months.

“While not directly stated in the announcement, 
one effect is that the Center for Applied Genomics & 
Technology, where Anil was based, will no longer exist, 
and Dr. Nevins will thus no longer be a center director,” 
IGSP Director Huntington Willard wrote in an email 
to the Duke Chronicle, an independent, student-run 
newspaper that closely follows the scandal.

“This is *not* a reflection of my lack of confidence 
in him and his integrity—quite to the contrary,” 
Willard’s email continued. “But he does need to focus 
his current time and energies on the various IOM and 
other investigations of science that he’s been intimately 
involved in, and that is inconsistent with running a 
vibrant and forward-looking center. That action will…  
be effective immediately.  (I should add that this is 
*not*, in my view, the most important part of what we’re 
announcing; but I do recognize that some people will 
focus on Nevins and his center.)”

Nevins’s former title as center director has been 
scrubbed from his web page at IGSP. He is the Barbara 
Levine Professor of Breast Cancer Genomics.

Willard’s statement that Nevins needs to focus on 
the IOM investigation comes as a surprise to many key 

individuals involved in the probe.
Nevins’s name came up in passing once at the Dec. 

20, 2010, meeting of the panel, and not in any way that 
may suggest a potential role in the IOM investigation. 
He hasn’t been mentioned at subsequent non-public 
conference calls involving panel members, sources said.

His role in “other” investigations—potentially 
including the FDA audit—may be more immediate. 

The 2006 pre-IDE filing to the agency, signed by 
Nevins, was addressed to Becker, the very official who 
spoke at the IOM committee meeting.

The filing contains assertions that appear less than 
credible when viewed in conjunction with information 
released and discussed at the IOM meeting Dec. 20.

The Cancer Letter asked M.D. Anderson Cancer 
Center biostatisticians Keith Baggerly and Kevin 
Coombes to review the filing and the response.

“We were puzzled by one point in the pre-IDE,” 
the two biostatisticians said in an email. “Specifically, it 
states (p.13) that ‘We have already performed precision 
experiments on four replicates from each of five tumors. 
In these studies, we have begun to elucidate the impact 
of biological variance on a gene expression level. 
Specifically, we have begun to define genes that show 
significant geographic variance in any one tumor and 
are in the process of refining the LMP predictor. More 
importantly, for each tumor, all four samples showed 
nearly identical predictions of risk, suggesting that in 
most cases, tumor heterogeneity will not adversely affect 
precision. However, additional data and analysis are 
needed to confirm these initial impressions.’ 

“This level of repeatability claimed here seems 
inconsistent with the NCI’s observation that rerunning 
the LMS with the same inputs gave variable results (The 
Cancer Letter, Jan. 14, p.8),” Baggerly and Coombes 
said.

IRB Priorities Questioned
The rigor of patient protection by the Duke 

Institutional Review Board is also open to challenge.
In a recent interview with the Chronicle, the IRB 

chair John Harrelson acknowledged that in November 
2009 he had made the decision not to forward a key 
document to outside reviewers who were asked to help 
decide whether the three trials—then suspended—
should be restarted.

The document in question—a memorandum 
prepared specifically for the reviewers by Baggerly 
and Coombes—spelled out previously unpublished 
fundamental scientific problems with the data.

“Our concern was to have an unbiased review of 

http://cancerletter.com/categories/documents
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the data and to not have the accuser try the defendant,” 
Harrelson said, reaffirming his decision to the Chronicle.

Harrelson said that given what he and other 
administrators knew at the time, the decision not to give 
the report to the reviewers was the right one. He said 
the reason the review failed to detect problems was that 
the researchers did not provide the review committee of 
biostatisticians with all their raw data.

“Our request to the investigators at Duke was that 
the reviewers be provided with all of the source data,” 
Harrelson said. “It turns out that they were not, and that’s 
what lead to the subsequent concern and the retraction 
of the papers by Dr. Nevins.” 

The story is posted at http://dukechronicle.com/
article/nci-questioned-potti-research-even-after-duke-
review.

Harrelson’s concern about fairness to Duke 
investigators is puzzling since his primary function 
as IRB chair is to protect patients from unreasonable 
research risks. 

Also, the Duke IRB signed off on the studies that 
lacked IDE approval.

“Dr. Harrelson argues that the decision to withhold 
our report from the external reviewers was the right 
one. We disagree,” Baggerly and Coombes wrote. “ 
As we noted before (The Cancer Letter, Jan. 14), our 
report described new errors, in data newly posted by 
the researchers – errors and data that were checkable 
as facts.

“These errors were relevant, because the stated 
purpose of the external review was to see whether 
the science underlying the clinical trials was sound. 
The data errors we identified in November 2009 were 
precisely those deemed severe enough in November 
2010 to warrant retraction of the paper and termination 
of the trials. 

“What happened was that data were withheld from 
the reviewers, their review didn’t identify these errors, 
and the report’s findings were generally positive. Duke 
then restarted trials that, Michael Cuffe later conceded, 
“should not have been done (The Chronicle, Nov 19, 
2010).”

Former FDA official Kessler agrees.
“Their job is patient protection and the integrity 

of human subjects; that’s the highest calling of the IRB, 
period,” he said. “The investigators and the science 
become second after you’ve protected the patients.”

The Duke Chronicle reporters Zachary Tracer, 
Tullia Rushton, Sonia Havele and Taylor Doherty, 
contributed to this story. 

Professional Societies
ASCO Recommends Steps for
Discussion of End of Life

The American Society of Clinical Oncology 
recommended steps to ensure that physicians initiate 
candid discussions about the full range of palliative care 
and treatment options soon after patients’ diagnosis with 
advanced cancer.

“While improving survival is the oncologist’s 
primary goal, helping individuals live their final days 
in comfort and dignity is one of the most important 
responsibilities of our profession,” ASCO President 
George Sledge, said in a statement. “Patients have a right 
to make informed choices about their care. Oncologists 
must lead the way in discussing the full range of curative 
and palliative therapies to ensure that patients’ choices 
are honored.”

Later this year, ASCO will issue its first clinical 
guidance to help oncologists initiate these conversations 
and better integrate palliative therapy into oncology 
practice.

“Studies show that palliative therapies not only 
improve patient quality of life, but can even extend 
life,” Sledge said. “Yet, for many with advanced cancer, 
conversations about palliative and hospice options do 
not occur until the patients’ final weeks or days of life, 
if they happen at all.  This not only hurts patients, but 
their caregivers as well. ASCO’s new patient booklet 
and upcoming clinical guidance will help patients and 
physicians broach these topics early in the course of 
care.”

A randomized trial sponsored by The ASCO 
Cancer Foundation recently found that patients with 
advanced lung cancer who received both chemotherapy 
and palliative care immediately after their diagnosis 
lived almost three months longer than those who 
received chemotherapy alone.  Another study published 
in the Journal of Clinical Oncology showed that caregivers 
of terminally ill patients who receive palliative therapy suffer 
less emotional stress. ICU and hospital deaths were associated 
with more psychiatric illness among bereaved caregivers 
compared with home hospice deaths.

In addition, a new, preliminary analysis of 5,500 
patient records from ASCO’s Quality Oncology Practice 
Initiative--a quality improvement program involving 
about 600 oncology practices nationwide--indicates that 
less than half (45%) of cancer patients are enrolled in 
hospice care before death.  Of those enrolled, one-third 
were enrolled in the last week of life.

The analysis also found that a significant number 
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of patients did not receive appropriate management of 
their pain (one-in-five patients) or shortness of breath 
(two-in-three patients) in their last two medical visits.

ASCO’s policy statement, published in the current 
issue of the Journal of Clinical Oncology, outlines 
essential elements of care for patients with advanced 
cancer and identifies barriers that currently prevent 
advance cancer care planning conversations between 
physicians and patients. 

The key elements identified by ASCO to individualize 
advanced cancer care include:

• Physicians should initiate candid discussions 
about prognosis with their patients soon after an 
advanced cancer diagnosis.  Such conversations 
currently occur with less than 40 percent of patients 
with advanced cancer.

•  Quali ty of  l i fe  should be an explici t 
priority throughout the course of advanced cancer 
care.  Physicians must help their patients fully 
understand their prognosis, the potential risks and 
benefits of available cancer treatments, and quality of 
life considerations. In cases where active treatment is 
unlikely to extend survival, palliative care should be 
discussed as a concurrent or alternate therapy.

• Clinical trial opportunities should be increased.  
Currently, very few patients with advanced cancer 
participate in trials due to strict eligibility criteria, a 
dearth of trials that address quality of life issues, and 
other barriers.  Increasing opportunities for these patients 
to potentially benefit from trials and to contribute to 
improving cancer care should be a high priority.

“Oncologists recognize the importance of palliative 
therapy and other quality of life measures in advanced 
cancer, but physician education and training programs 
historically have provided little guidance in this area,” 
ASCO CEO Allen Lichter said in a statement. “Although 
patients are entitled to make informed choices about their 
palliative care and treatment options, our nation’s health 
care system currently places no value on conversations 
that can guide these decisions,”

To address barriers to advanced cancer care 
planning, ASCO recommends:

• Emphasize advanced cancer care planning in 
physician education and training programs.

Communication skills for discussing prognosis and 
care options should be emphasized both in oncologists’ 
initial training and in continuing medical education;

For oncologists in practice, advanced cancer 
care planning should be a key part of ongoing quality 
improvement programs.

Palliative care should be incorporated into 

American Board of Internal Medicine oncology 
training and certification, and into oncology fellowship 
programs.

•  Provide  insurance  coverage  for  advanced 
cancer care planning discussions.

Most public and private insurance plans provide 
little or no compensation for discussions with patients 
about palliative care options, despite their demonstrated 
value.  To address these issues, ASCO’s statement calls 
for:

Public and private insurers to provide direct 
reimbursement for advanced cancer care planning 
discussions.

Private insurers to expand pilot programs that 
maximize palliative care (e.g., hospice) without 
requiring patients to abandon cancer-focused treatment.  
(By requiring patients to end their cancer treatment in order 
to receive palliative care, many plans currently reinforce the 
false choice between fighting the cancer and maximizing 
quality of life).

 • Increase opportunities for advanced cancer 
patients to participate in clinical research. 

ASCO calls for researchers and research sponsors 
to prioritize studies that:

Evaluate strategies to maximize quality of life for 
patients with advanced cancer.

Examine potential ways to improve communication 
between oncologists and patients to ensure patients’ care 
reflects their individual goals and preferences.

Assess which patients with advanced cancer are 
most likely to benefit from novel treatments, and study 
how to overcome biological mechanisms that make their 
cancer resistant to available treatments.

• Increase  educational  resources  for patients 
with advanced cancer. 

To help guide patients through doctor-patient 
discussions, ASCO has a free comprehensive educational 
booklet for patients with advanced cancer. The guide is 
posted at www.cancer.net.

 

FDA News 
FDA Warns of Lymphoma Risk
Associated with Implants

Women with breast implants may be at an increased 
risk of developing anaplastic large cell lymphoma in the 
scar capsule adjacent to the implant, FDA said Jan. 26.

The agency’s MedWatch safety alert is posted at http://
www.fda.gov/Safety/MedWatch/SafetyInformation/
SafetyAlertsforHumanMedicalProducts/ucm241101.
htm

http://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm241101.htm
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“Based on available information, it is not possible 
to confirm with statistical certainty that breast implants 
cause ALCL,” the agency said in a concurrently 
published report. “At this time, data appear to indicate 
that the incidence of ALCL is very low, even in breast 
implant patients. Currently it is not possible to identify 
a type of implant (silicone versus saline) or a reason for 
implant (reconstruction versus aesthetic augmentation) 
associated with a smaller or greater risk.”

The agency said ALCL was most frequently 
encountered in patients undergoing implant revision 
operations for late-onset, persistent seroma. “The 
FDA does not recommend prophylactic breast implant 
removal in patients without symptoms or other 
abnormalities,” the agency said. 

ALCL is a rare form of non-Hodgkin lymphoma. 
According to NCI figures, it occurs in one in one in 
500,000 women in the U.S. each year. ALCL in the 
breast is even more rare; approximately three in 100 
million women per year in the U.S. are diagnosed with it.

There are two major variants of ALCL recognized 
in the literature, one of which expresses the protein 
anaplastic lymphoma kinase and a second which does 
not.

Reports have suggested a possible association 
between ALK-negative ALCL and silicone and saline-
filled breast implants. In a review of scientific literature 
published from January 1997 through May 2010, FDA 
identified 34 unique cases of ALCL in women with 
breast implants throughout the world. 

The FDA adverse event reporting systems contain 
17 reports of ALCL in women with breast implants, 
the agency said. Additional cases have been identified 
through the FDA’s contact with other regulatory 
authorities, scientific experts, and breast implant 
manufacturers. FDA said it’s aware of approximately 
60 case reports of ALCL in women with breast implants 
worldwide. 

The agency’s report is posted at http://www.fda.
gov/MedicalDevices/ProductsandMedicalProcedures/
ImplantsandProsthetics/BreastImplants/ucm239996.
htm#executivesummary

House Majority Calls for Cuts 
To 2008 Level, Cancer Included
(Continued from page 1)
include funding for NIH and other scientific programs. 
Though only one page long and not containing any 
specific numbers, it was an early move to frame the 
debate of future budget deliberations.

The vote came after a long weekend of Republican 
media appearances before the president delivered his 
address. On Meet the Press, House Majority Leader Eric 
Cantor (R-Va.) said that “every dollar is on the table,” 
even when pressed on whether “every dollar” includes 
funding for cancer research.

Senate Minority Leader Mitch McConnell (R-
Ky.) referred to the president’s calls for investment 
as pushes for expensive government spending. House 
Speaker John Boehner (R-Ohio) summed up with: 
“We’re broke.” And during the GOP’s official State of 
the Union response, Rep. Paul Ryan (R-Wis.) said that 
the nation’s debt approaches a tipping point. 

At the moment, federal agencies are operating 
under a continuing budget resolution.

Members of Congress plan to vote on the 
remainder of this year’s funding during the week of 
Feb. 14, two weeks before the current resolution runs 
out on March 4.

If the Republican-led House delivers a budget 
with heavy spending cuts, it could run into resistance 
in the Democratic-led Senate. If Congress fails to 
conference on a new budget, as they have twice before, 
the stalemate will push them to authorize another 
continuing resolution, permitting federal agencies to 
operate at current levels. 

But even if agencies do get their resolution and 
stay at their current funding level—arguably the most 
cheerful outlook for administrators dreading budget 
cuts guaranteed in almost any other scenario—the sheer 
uncertainty surrounding the future of their funding has 
already done damage: it forces administrators to inch 
forward in funding research.

“Creativity suffers,” Howard Garrison, director of 
public affairs for the Federation of American Societies 
for Experimental Biology, said to The Cancer Letter. 
“Breakthrough projects will not be funded” if funding 
limps along from resolution to resolution. 

In a speech Jan. 10, NCI Director Harold Varmus, 
said that the institute faces a “budgetary disaster” (The 
Cancer Letter, Jan. 14). Threats to roll back spending 
this year might not be entirely realistic, but “they are 
certainly real for 2012,” he said.

Even amid this budgetary pressure, the NIH is 
pushing to expand. HHS Secretary Kathleen Sebelius 
told Congress that the NIH plans to open a new drug 
development center this October—the first month of 
the new fiscal year. 

The National Center for Advancing Translational 
Sciences will take over $700 million worth of programs 
from other centers. This will represent the NIH’s first 

http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/ImplantsandProsthetics/BreastImplants/ucm239996.htm#executivesummary
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entry into drug development research. The NIH plans on 
closing one of its other centers entirely—redistributing 
the NCRR’s programs to other centers and institutes—to 
help cover the cost. 

In a related development, conservatives in 
Congress will continue their efforts to repeal last year’s 
health care reform act as part of their larger push against 
government spending. The vote to decide the remainder 
of this year’s funding is scheduled to coincide with the 
release of the White House budget proposal to Congress. 

In the Cancer Centers:
Jackson Lab and Tufts Med School
Create Joint Doctoral Program

 THE JACKSON LABORATORY and the 
Sackler School of Graduate Biomedical Sciences at 
Tufts, and Tufts University School of Medicine formed 
a mammalian genetics track for Ph.D. students.

 The joint track offers in-depth research and 
training at both JAX and Tufts. Combining the faculty 
and resources of the genetics program at Tufts, with 
its emphasis on human disease, and the faculty and 
resources at JAX, with its emphasis on mouse models 
and bioinformatics, is expected to help address the 
growing international need for expertise in mammalian 
genetics.

The “JAX track” at Tufts provides students with 
the unique opportunity to conduct research rotations at 
both institutions and conduct their Ph.D. research at The 
Jackson Laboratory in Bar Harbor, Maine. 

Students will also continue their work in the 
genetics program at the Sackler School through 
videoconferencing and by attending retreats and 
other program events. In addition, students will have 
opportunities to engage with investigators at Tufts 
and Tufts Medical Center directly studying disease in 
patients.

“Graduate students in the new track will benefit 
from the resources and faculty of both institutions: 
the laboratory, didactic and seminar-based courses 
and the research laboratories working on human 
disease at Tufts, with the extensive mouse genetics 
and mouse models research laboratories at JAX,” 
said Erik Selsing, associate professor of pathology at 
Tufts University School of Medicine and director of 
the genetics graduate program at the Sackler School. 
Trainees begin their studies in Maine in the first 
week of July, prior to the start of the usual academic 
year. First-year research rotations will be distributed 

between the Boston and Maine campuses. Students 
will conduct Ph.D. research at JAX, where biomedical 
research opportunities include cancer biology, genetics 
of complex traits, neurobiology, bioinformatics/
computational biology and many other areas.

 
STEPHANIE NEUVIRTH has joined City of 

Hope as chief human resources officer. In the newly 
created position, she will be responsible for all areas 
of human resources, including compensation, benefits 
and employee and labor relations. She will also oversee 
organizational design, leadership development and 
training.

Neuvirth previously worked at Mars Inc. as vice 
president of people and organization for Mars Food, 
North America. Before that she served as director of 
enterprise talent acquisition for the Walt Disney Co. 

 
      ROBERT HROMAS will become chair of the 
University of Florida Department of Medicine.

Hromas, an expert in hematologic malignancy, 
is moving from the University of New Mexico, where 
he serves as professor and the chief of hematology-
oncology and deputy director of the UNM Cancer 
Center.

His predecessor at the University of Florida job, 
Edward Block, is retiring.

Hromas recently cloned and characterized a novel 
DNA repair protein that plays a crucial role in both 
chemotherapy resistance and in HIV integration. 

ASTRAZENECA and the Sarah Cannon 
Research Institute announced that SCRI will lead the 
clinical development of a new oncology compound.

Under the agreement, SCRI will collaborate with 
AstraZeneca to provide clinical program development 
expertise, clinical program design, medical oversight 
and trial management. The first clinical trial to be 
conducted under the agreement was initiated in 
November 2010 with the first patient enrollment into 
that trial on November 23, 2010.

FRED HUTCHINSON CANCER RESEARCH 
CENTER has acquired a 177,000-square-foot building 
adjacent to its campus on South Lake Union that will 
house offices and shared resources in support of the 
center’s research. The acquisition may also allow for an 
increase in space for laboratory research, officials said. 
        The building, located at 1100 Eastlake Ave. E., 
was purchased for $36 million. The Hutchinson Center 
plans to occupy the building in June 2012.



The Cancer Letter
Vol. 37 No. 4 • Page 9

DEPUTY DIRECTOR POSITION AVAILABLE

The University of California, Irvine is recruiting a physician scientist for a tenured position at 
the associate or full professor level who will also be the Deputy Director of the Cancer Center.  
We are seeking an experienced translational scientist with an established research program 
focused on either basic/translational investigations or clinical/translational science. This is 
a senior leadership position within a National Cancer Institute designated Comprehensive 
Cancer Center. Responsibilities of the selected individual would include:

(1) Conducting a translational research program with external peer-reviewed funding.
(2) Bridging basic, clinical and cancer control research among the 6 research programs 
with the goal of facilitating translational programs, P0-1s, SPOREs and similar multi-in-
vestigator grants and contracts.
(3) Providing senior leadership for the physician-scientists and clinical investigators in 
the Center.
(4) Managing the clinical research infrastructure within the center.
(5) Representing the Cancer Center throughout the campus and greater community.
 

As the current long-term Director has announced his departure from this role following the 
next CCSG review, responsibilities of the Deputy Director will expand in the near future to 
include transitioning the Center with new leadership.

Applicants must hold an MD or equivalent degree, be board certified in their cancer related 
sub-specialty, and be eligible to obtain an active license to practice medicine in the state of 
California. 

 For more information, contact Krista Hollinger, MPH at kholling@uci.edu.  

Application Procedure:  Interested candidates must submit a cover letter, curriculum vitae, 
statement of research, statement of teaching, and contact information for 3-5 references via 
the University of California’s Academic Personnel RECRUIT system at http://recruit.ap.uci.
edu.  Please reference OEOD# 5012.
 
The University of California, Irvine has an active career partner program and an NSF AD-
VANCE Program for Gender Equity and is an Equal Opportunity Employer committed to ex-
cellence through diversity.   


