
By Kirsten Boyd Goldberg
The Department of Health and Human Services should modify the strict 

conflict-of-interest regulations put in place in 2005 prohibiting consulting 
engagements and other collaborative research relationships between NIH 
scientists and industry, the National Cancer Advisory Board said in a report 
issued Dec. 7.

NIH established the prohibition and tougher disclosure requirements 
following well-publicized cases of NIH scientists failing to disclose large 
payments from pharmaceutical and biotechnology companies. Those rules 
went too far, the report said.

“We felt that communication and interaction with industry was vital 
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NCAB Calls For Modification Of Rules
For NIH Scientist-Industry Collaboration

In the Cancer Centers:
 Mendelsohn To Step Down As MD Anderson
 President, Plans To Direct New Institute

JOHN MENDELSOHN announced his intention to leave his job as 
president of MD Anderson Cancer Center effective next August. He will 
serve as co-director of the center’s new Institute for Personalized Cancer 
Therapy.

Mendelson, 74, announced his plan in a Dec. 6 email to the staff.
The text of the email follows:
Dear Colleagues and Friends,
After nearly 15 years of some of the happiest and most rewarding 

experiences in my life, I have decided that this is the right time to ask the 
Regents and Chancellor to select my successor as President of The University 
of Texas MD Anderson Cancer Center. 

I anticipate that the new President will be in place by August 31, 2011. 
I will remain fully engaged in my job until the new President is on duty. I 
have tremendous confidence in our executive leadership team, who will 
provide continuity in achieving the vision that we have pursued together 
so successfully during these 15 years. Our dedicated Board of Visitors is 
matching our aspirations with valuable advice and generous support, including 
huge increases in philanthropy.

After giving a great deal of thought to my own personal and professional 
goals going forward, I am thrilled to tell you that an application from Dr. 
Gordon Mills and me to serve as co-directors of our new Institute for 
Personalized Cancer Therapy (IPCT) has been approved by our Provost, Dr. 
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to the interests of intramural scientists as part of their 
official duties,” NCAB Chairman Bruce Chabner, 
clinical director, Massachusetts General Hospital Cancer 
Center, said to The Cancer Letter. “Easy communication 
and access should be encouraged. It was our impression 
that the barriers to communication and collaboration at 
NCI are high, and that this difficulty will discourage 
investigators from leaving academia and working at 
NCI, as this interaction is one of the most attractive 
and productive aspects of working in the cancer field at 
an academic institution.”

Under the 2005 rules, NIH employees may not 
engage in certain compensated or uncompensated 
activities with biotechnology and pharmaceutical 
companies, health research organizations (including 
professional and trade associations), educational 
institutions that receive NIH funding, health care 
providers, and health care insurers. Senior NIH 
employees are prohibited from owning stock in 
biotechnology and pharmaceutical companies, and other 
employees are limited to holding no more than $15,000 
worth of stock in such companies. NIH employees are 
required to obtain prior approval for accepting awards, 
and in most cases may not receive awards with greater 
than $200 market value. 

The NCAB report proposed that NIH scientists be 

permitted to “engage in ethically conducted and fully 
transparent consulting and collaborative relationships 
and scientific collaborations with the private sector, 
including with Substantially Affected Organizations, as 
part of their official duties, provided that the scientists 
receive prior review and approval from their institute 
director and from the NIH Office of the Director. Such 
interactions should be encouraged as an important 
avenue to progress in cancer research.”

NCI Director Harold Varmus has spoken about 
his dislike of the stricter rules, which he has said make 
it more difficult to recruit scientists and clinicians to 
NIH. 

At its Dec. 7 meeting, the NCAB voted unanimously 
to accept the recommendations of the report, written by 
a working group the board formed earlier this year to 
conduct a strategic review of the institute. In addition to 
Chabner, co-chairs of the working group were William 
Goodwin Jr., chairman and president, CCA Industries 
Inc.; Robert Ingram, general partner, Hatteras Venture 
Partners; and Phillip Sharp, professor, Koch Institute for 
Integrative Cancer Research, Massachusetts Institute of 
Technology.

Report Findings And Recommendations
The full text of the 33-page report was handed 

out at the NCAB meeting. It has not been posted 
publicly by NCI. Following are the report’s findings and 
recommendations as presented by Chabner and Sharp:

Industry-NCI Relations: Industry is now the major 
source of new cancer drugs. Industry-NCI relationships 
are seriously hampered by COI rules and by overlapping 
and at times competing activities in drug evaluation and 
clinical development. Recommendations:

• NCI should avoid competition and overlap with 
industry in areas of drug discovery and evaluation 
where industry has a clear responsibility and financial 
interest.

• NCI/NIH should revise COI regulations that 
unnecessarily hamper interaction of its intramural 
scientists with industry.

Clinical Trials/Cooperative Groups: The 
cooperative groups continue to be vital to mission 
of defining treatment strategies. The working group 
endorsed the IOM report, which called for efforts 
to address delays in protocol development and 
review, unnecessary duplication in group functions, 
underfunding of trials, and failure to complete trials. 
Recommendation: NCI should rapidly implement IOM 
recommendations for streamlining review, improving 
funding, consolidating functions, and should report 

COI Rules Hamper Industry
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progress to NCAB.
Intramural Research: the Medical Oncology 

Branch: MOB has been the focal point of translational 
research in intramural NCI, but has had recent difficulty 
in attracting top researchers and fellows, and has lost its 
leadership role nationally. Recommendations:

• Consolidate medical oncology faculty within 
MOB.

• Develop new mechanisms to recruit and retain 
talented investigators.

• Encourage collaborations with industry in new 
drug evaluation and development.

• Resolve the growing financial predicament 
(rising budget, fewer users, increased costs to NCI) of 
the Clinical Center.

Cancer Prevention Programs: The Division 
of Cancer Prevention supports clinical trials in cancer 
prevention and a screening program for chemoprevention 
that do not connect effectively with either basic science, 
cancer drug development, or clinical trials activities 
in other divisions of NCI. Recommendation: Evaluate 
alternative organization structures to encourage closer 
ties of prevention research with related programs in other 
NCI divisions and with basic science.

The Division of Cancer Control and Population 
Sciences has forged important collaborative relationships 
within and outside NCI. These efforts are essential to an 
effective cancer control program and should continue. 
Recommendation: DCCPS should pursue further 
synergies and efficiencies in resource utilization with 
the Division of Cancer Prevention and the Division of 
Cancer Treatment and Diagnosis.

NCI Frederick Operations: FCRF is a critical 
rapid response mechanism for NCI and NIH for drug 
development, AIDS support, research resources. 
However, numerous research initiatives in past decade 
have been initiated/expanded without fully transparent 
external review. Recommendations:

• Major initiatives such as the Cancer Biomedical 
Informatics Grid (caBIG) and Cancer Human 
Biobank (caHUB) may require periodic assessment, 
reconsideration and review.

• NCI should consider establishing a chartered 
committee to provide advice about and evaluate ongoing 
activities at the Frederick facility.

• NCI should consolidate review of its community 
oncology programs into one competitive process.

NCI Training Programs: The NCI T32 program 
eligibility policy has been skewed strongly toward 
mentors holding NCI R01 funding and toward 
postdoctoral trainees pursuing projects that are explicitly 

cancer related. Simultaneously, predoctoral training 
has been de-emphasized, and the important goal of 
promoting team research during training is not being 
pursued effectively. Recommendations:

• Recognizing that cancer can arise from defects 
in a broad range of cellular processes, most of which 
remain poorly understood, NCI should consider 
rebalancing its training mechanisms to support a more 
equal blend of cancer-directed and basic, clinical, and 
population-based science.

• Increase overall expenditure for training 
programs, especially funding for early training—that 
is, funding for medical student research programs (e.g., 
matching or supplementing institutional or private 
sources) and particularly for broad-based T32 support 
of predoctoral trainees.

• Create an Integrative Cancer Research Training 
Award, which would bring together two or more trainees 
(at any training level) with different disciplinary foci, 
especially those linking basic and clinical approaches, 
to establish a collaborative research and training plan.

Cancer Centers: Cancer centers (and their 
investigator-initiated grants) have led the revolution in 
cancer biology and the application of this new knowledge 
to treatment and diagnosis. Recommendations:

• NCI should streamline the process of applications 
and review of cancer centers, focusing on scientific 
accomplishments and translational applications.

• NCI should encourage and reward partnerships 
among cancer centers, and team science.

SPOREs [Specialized Programs of Research 
Excellence]: SPORE grants have become a major 
instrument for supporting disease-specific research, 
primarily in cancer centers. They have encouraged team 
science and early translational research not easily funded 
in the R01 pool. Recommendations:

• Consider establishing SPOREs directed at 
specific pathways or molecular mechanisms common 
to multiple cancers.

• Consider alternatives for integrating SPORE and 
cancer center reviews.

Comparative Effectiveness Research: NCI has 
invested substantially in CER to date and involvement 
in the following types of efforts should continue:

• Developing data infrastructure for CER.
• Facilitating the development and refinement of 

methods for CER.
• Ensuring that priority populations are not left 

behind in cancer CER.
• Training future generations of researchers to 

carry out cancer-related CER.
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NCI Programs:
CTEP Deploys Website to Keep
Clinical Trial Timelines on Track

By Kirsten Boyd Goldberg
NCI’s Cancer Therapy Evaluation Program has 

unveiled a website that for the first time gives clinical 
trialists, institutions, and NCI staff online access to 
key documents in the long—and sometimes far too 
long—process of launching a cancer clinical trial.

The purpose of the site is to help all parties 
involved meet NCI’s new deadlines for every stage of 
the process, from approval of the letter of intent, to the 
submission of a protocol, to protocol activation.

Seeing a demonstration of the user-friendly but 
sophisticated website, as the National Cancer Advisory 
Board did at its Dec. 7 meeting, prompts the question: 
How did anyone deal with this complicated process in 
years past?

“People would call up and say, ‘Where is my 
protocol?’” said James Doroshow, director of the NCI 
Division of Cancer Treatment and Diagnosis.

In previous years, phase III trials by the NCI-
supported clinical trials cooperative groups took a 
median of 830 days from concept to activation. Phase 
II trials took a median of 550 days, and cancer center 
investigator-initiated trials took 200 days.

Responding to the Institute of Medicine report last 
April calling for a speedier process, NCI established 300 
days as the new target for phase III trial activation, 210 
days for phase II trials, and 90 days for investigator-
initiated trials.

“Protocols will be terminated if they are not 
activated in two years,” Doroshow said to the NCAB. 
NCI’s resolve to terminate studies will be tested early 
next year, as some trials are nearing their expire dates 
and have been identified as “at risk.”

“That sounds like an improvement, 300 days, 
but that’s still almost a year,” said NCAB Chairman 
Bruce Chabner, clinical director, Massachusetts General 
Hospital Cancer Center.

“People respond very well to targets,” Doroshow 
replied. “If, after a year or year and a half, we are hitting 
300 days, we can look at shortening the timeline.”

The new website, called Timeline Reports, 
shows the key documents involved and provides visual 
timelines for each step. A green bar means the protocol 
is on track for meeting its deadline, while a red bar 
shows it is in danger of going over, and black bar means 
the trial is at risk of termination. Protocols can be put 
in “time-outs” while awaiting action by companies or 

other circumstances.
A “help” section of the site directs users to 

responsible staff for each area, and users can post 
questions that staff will respond to within 48 hours, 
Doroshow said.

The site provides two levels of access, one for 
NCI staff and more limited access for others. Staff at 
an institution will be able to access only the documents 
related to their institution. The site was opened at the 
end of July.

So far, “everyone is complying with the target 
timelines,” Doroshow said. He provided the following 
data on concept approvals:

• NCI received 13 phase III concepts since April 1. 
As of Dec. 1, four were approved in just under the 90-
day deadline for concept approval. Three are in review 
or in a time-out for company or drug commitment. Four 
were disapproved or withdrawn. Two were submitted 
to CTEP awaiting Steering Committee review. One 
cooperative group, which Doroshow didn’t identify, has 
begun submitting a protocol at the same time it submits 
a concept.

• Unsolicited cooperative group letters of intent 
for phase I, phase I/II, and phase II trials: 45 received 
as of April 1. Ten approved, 11 in review or time-out, 24 
disapproved, withdrawn, or declined by pharmaceutical 
company as of Dec. 1. Target timeline for these 
approvals is 60 days. Average (minus the time-outs) 
was 47 days. Average time-out length was 16 days. 
Six protocols received had an average time from letter 
of intent submission to protocol submission of 55 days; 
the target timeline is 60 days. Six protocols are in the 
activation stage.

• U01 or N01 letters of intent: 50 received since 
April 1, 16 approved, 16 in review or time-out (drug 
commitment or grant approval), and 18 disapproved 
or withdrawn. The average number of days for letter 
of intent approval was 37 days; the target timeline is 
60 days. The average time-out length was 27 days. Ten 
protocols received had an average time from letter of 
intent approval to protocol submission of 55 days; the 
target is 60 days. Ten protocols are in the activation 
stage.

• Intramural letters of intent for phase I, I/II and II 
trials: 12 LOIs received since April 1, eight approved, 
one in review or time-out, three disapproved. Average 
days to approval 30; target is 60. Average time-out, 27 
days. Seven protocols submitted with the average time 
from LOI approval to protocol submission 47 days; 
target is 60 days. Seven protocols are in the activation 
stage.

http://www.iom.edu/Reports/2010/A-National-Cancer-Clinical-Trials-System-for-the-21st-Century-Reinvigorating-the-NCI-Cooperative.aspx
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CTEP modified or developed internal standard 
operating procedures to streamline these processes 
and improve communication, Doroshow said. Regular 
teleconferences are held to resolve issues. Working 
groups meet by conference call.

Also, NCI is providing funds to cancer centers to 
help get things done faster, he said.

“How are the cooperative group chairs reacting to 
this?” Chabner asked.

“Timeliness was not the highest priority in the past, 
but now the priorities have changed,” Doroshow said.

The Timeline Reports website can be accessed 
from http://ctep.cancer.gov/ then clicking on “Secure 
Access” at top right. Only authorized individuals can 
request access.

Personalized Medicine:
Duke Tells ACS The Check
For $437,400 Is In The Mail

By Paul Goldberg
Duke University said it would return $437,400 to 

the American Cancer Society, paying back the grant for 
mentoring the disgraced cancer researcher Anil Potti.

The university returned all the money that has 
changed hands as part of a $729,000 grant from ACS. 
The society said in the past that the Duke application for 
the grant included a claim that Potti had been a Rhodes 
scholar when in fact he wasn’t.

ACS froze the grant after The Cancer Letter 
reported inaccuracies in Potti’s curriculum vitae. Potti 
resigned from his positions at IGSP and the School of 
Medicine Nov. 19, and his papers are being retracted 
(The Cancer Letter, Oct. 29, Nov. 19).

“As I understand it, [the ACS’s] concern was 
that the original award of the grant was based on 
a false pretense—that is [that] he was a Rhodes 
Scholar—and they focused particularly on that issue,” 
Huntington Willard, director of Duke’s Institute for 
Genome Sciences and Policy, said to The Chronicle, 
an independent newspaper published by Duke students, 
which broke the story on repayment of the ACS grant. 

“[Potti] was the only investigator on this particular 
grant, and the work that was proposed just involved 
himself and his laboratory,” Willard said.

The Chronicle story is posted at http://dukechronicle.
com/article/duke-repays-437k-acs-research-grant

Willard’s statement appears to be part of the 
Duke administration’s effort to argue that the problems 
with genomic research at Duke were isolated to Potti. 

However, in this case, Willard’s statement that only Potti 
and his lab were involved is inaccurate.

Potti’s grant paid him to be mentored by Joseph 
Nevins, the Barbara Levine Professor of Breast Cancer 
Genomics and director of the Center for Applied 
Genomics & Technology, a component of the Duke 
Institute for Genome Sciences and Policy. In awarding 
such grants, the credentials and grant and publication 
record of the mentor is weighed equally with the 
achievements of the researcher receiving mentorship 
(The Cancer Letter, July 16).

The criteria for selection of young scientists and 
their mentors are posted on the ACS website:

• Applicant: Their academic and scientific 
qualifications, potential to succeed as an independent 
investigator, and commitment to research as a career.

• Mentor: The appropriateness of the mentor’s 
research qualifications in the proposed project area, the 
role of the mentor on the project, research productivity 
and prior success in fostering the development of cancer 
researchers. 

The mentor is required to prepare a section of the 
application. 

An abstract describing Potti’s ACS grant is posted 
at http://www.cancerportfolio.com/abstract.jsp?SID=2
24124&ProjectID=484163.

The Cancer Letter obtained a copy of the letter 
in which Duke officials notified the society of their 
intention to repay the grant. 

In a letter to David Ringer, ACS national vice 
president, extramural research, Duke Executive Vice 
Dean for Administration, reported that the check would 
soon be in the mail. 

ACS had previously requested a refund of all 
grant money. 

The text of the letter, dated Nov. 30, follows: 
I am in receipt of your letter of Nov. 23, 2010, 

regarding Dr. Potti’s ACS award noted above. The 
situation with Dr. Potti is extremely unfortunate, as you 
stated, for the ACS, Duke and Dr. Potti. Nevertheless, it 
is important to move forward and focus on those aspects 
of improvement that we can control.

The leadership of Duke Medicine understands the 
ACS position on the termination of Dr. Potti’s grant and 
the return of direct and indirect costs spent to-data. We 
will comply with this request. A check will be issued in 
the amount of $437,400 to the American Cancer Society 
within the next week.

It is important for Duke and ACS continue to work 
together on important research on cancer, and we greatly 
value our relationship with your organization.

http://ctep.cancer.gov/
http://dukechronicle.com/article/duke-repays-437k-acs-research-grant
http://dukechronicle.com/article/duke-repays-437k-acs-research-grant
http://www.cancerportfolio.com/abstract.jsp?SID=224124&ProjectID=484163
http://www.cancerportfolio.com/abstract.jsp?SID=224124&ProjectID=484163
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In the Cancer Centers:
Mendelsohn Plans Return
To His Roots In Research
(Continued from page 1)
DuBois. Having a leadership role in launching the IPCT 
returns me to my roots.

Beginning in 1980, I have worked at three great 
institutions pioneering targeted therapy against the 
products of genes that cause cancer. It has been a 
fabulous three decades of progress in this field.

Today we are at the threshold of being able to 
provide truly personalized therapy for the cancer patients 
we serve at MD Anderson. The opportunity to help make 
this giant leap forward is truly the culmination of my 
life-long dream.

Looking back, I am most proud of the vision we put 
forth together: “We shall be the premier cancer center 
in the world based on the excellence of our people, our 
research-driven patient care and our science.” Indeed, 
our combined efforts have propelled us to the number 
one ranking among hospitals for cancer care in the 
United States—building on our existing strengths and 
aiming for ever-higher excellence in everything we 
do.

Together we have made enormous advances in 
each of our mission areas. Working with our faculty, 
administrators and all employees and with our many 
volunteers and supporters in the community has been an 
incredible experience for me. I was excited the first day 
I arrived at MD Anderson in the summer of 1996, and 
have never stopped enjoying that feeling of stimulation 
and anticipation, every single day since.

Thank you for your commitment to MD Anderson’s 
mission and to the patients we are privileged to serve. 
And thank you for the tremendous cooperation and 
encouragement I’ve received as your President, and 
which I’ll continue to need to succeed with Dr. Mills in 
our new assignment.

I look forward to seeing many of you in the months 
ahead and having other opportunities to share my 
thoughts and express my admiration and affection for 
all of you who are truly Making Cancer History.

UNIVERSITY OF NEW MEXICO Cancer 
received two five-year awards totaling nearly $4 million 
for a partnership with Sandia National Laboratories. 
One $1.95 million grant will fund the creation of a 
joint Cancer Nanotechnology Platform Partnership, 
and another $1.8 million grant will pay for a new 
Cancer Nanotechnology Training Center to train a new 

generation of multi-disciplinary scientists. The State of 
New Mexico is providing another $2 million to build 
a lab supporting Sandia Fellow and UNM Professor 
Jeff Brinker’s research, which is devoted to nano-bio 
materials and nanomedicine. UNM donated more than 
4500 square feet of lab space in the new Centennial 
Engineering Building for the project, and construction 
is scheduled to begin December 2010.

JOHN ZAIA, the Aaron D. and Edith Miller 
Chair in Gene Therapy and chair of City of Hope’s 
Department of Virology, has been appointed chair of 
the Recombinant DNA Advisory Committee for NIH. 
His term runs through July 2011. NIH established the 
RAC in 1974 to develop responsible research practices 
and establish criteria for the safe use of recombinant 
DNA technology.

GEORGE SLEDGE JR., a nationally recognized 
pioneer in the development of novel therapies for breast 
cancer, will receive the 2010 William L. McGuire 
Memorial Lecture Award at the 33rd Annual CTRC-
AACR San Antonio Breast Cancer Symposium.

Supported by GlaxoSmithKline Oncology, this 
honor acknowledges distinguished internationally 
recognized researchers for their significant contributions 
to breast cancer research.

Sledge is the Ballve-Lantero Professor of Oncology 
and professor of medicine and pathology at the Indiana 
University School of Medicine and a physician/ 
researcher at the Indiana University Melvin and Bren 
Simon Cancer Center. He is also co-director of the 
IU Simon Cancer Center’s breast program. He has 
chaired several nationwide clinical trials involving new 
therapies for breast cancer.

NIH News:
NIGMS Director Berg To Leave
For University of Pittsburgh

Jeremy Berg, director of the National Institutes of 
Health’s National Institute of General Medical Sciences  
since Nov. 2003, announced that he will step down from 
his post to become associate senior vice chancellor for 
science strategy and planning in the health sciences at 
the University of Pittsburgh. 

He will also be a faculty member in the department 
of computational and systems biology at the university’s 
School of Medicine. Berg anticipates leaving NIGMS 
at the end of June 2011.

“The time I have spent at NIH has been a highlight 
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of my career, and I hope to be able to continue to 
contribute to this exceptional institution from my new 
position,” said Berg. “I had no intention of leaving 
NIGMS at this point, but am doing so in support of the 
career of my wife, a leading breast imaging clinical 
researcher. After a change in her situation earlier this 
year, she was recruited by many institutions around 
the country, and the University of Pittsburgh offered 
tremendous opportunities for each of us.”

During Berg’s tenure, NIGMS issued its first 
formal strategic plan and embarked on a strategic plan 
for research training that is due to be completed in early 
2011. He also launched assessments of large-scale and 
other programs, increased support for new investigators 
and for highly innovative research, and spearheaded 
dialogue with the scientific community.

Prior to his appointment at NIGMS, Berg directed 
the Institute for Basic Biomedical Sciences at the Johns 
Hopkins University School of Medicine in Baltimore, 
where he also served as professor and director of the 
department of biophysics and biophysical chemistry.

 
Professional Societies:

Sandra Swain Elected 
ASCO President For 2012

Sandra Swain was elected president of the 
American Society of Clinical Oncology starting in 
2012.

ASCO has also announced the election of four 
new members of the board of directors and two new 
members of the nominating committee.

Swain is the medical director of the Washington 
Cancer Institute at Washington Hospital Center, 
professor of medicine at Georgetown University and 
adjunct professor of medicine at Uniformed Services 
Health Science Center. She also serves on the board of 
directors for the WHC and WHC Foundation.

Swain previously served as the deputy director 
of the NCI Medicine Branch and chief of the Cancer 
Therapeutics Branch. She has led more than 20 
clinical trials and published over 180 articles. Her 
research focuses on adjuvant therapy for breast cancer 
and molecular targeted therapy for advanced and 
inflammatory breast cancer.

In 1986, Swain became an ASCO member. She 
served on the society’s Program Committee, Ethics 
Committee, International Affairs Committee, Finance 
Committee, and Strategic Planning Committee. She has 
held various leadership roles serving on the Board of 
Directors for ASCO and The ASCO Cancer Foundation, 

and serving as Chair of the Cancer Education and 
Nominating Committees.

Swain is the Breast Committee Vice-Chair and 
serves on the Board of Directors for the National 
Surgical Adjuvant Breast and Bowel Project. She 
is also a member of the American Association for 
Cancer Research and a board member for the National 
Accreditation Program for Breast Cancer with the 
American College of Surgeons. She is a member of the 
board of directors of the American Cancer Society’s 
South Atlantic Division.

After completing an undergraduate degree at the 
University of North Carolina, Swain earned a medical 
degree from the University of Florida. She completed 
residency at Vanderbilt University and a medical 
oncology fellowship at the NCI.

The society’s newly elected board members are:
• Gary Cohen, medical director of the Sandra 

& Malcolm Berman Cancer Institute at the Greater 
Baltimore Medical Center, was elected to a community 
oncology seat on the ASCO board.

• Carolyn Runowicz, director of the Carole 
and Ray Neag Comprehensive Cancer Center at the 
University of Connecticut Health Center, was elected 
to a surgical oncology seat. Runowicz also serves as the 
Northeast Utilities Chair in Experimental Oncology and 
professor of obstetrics and gynecology. In March 2011, 
she will become the associate dean of women’s affairs 
at the Herbert Wertheim College of Medicine at Florida 
International University in Miami.

• Eric Winer, chief of the Division of Women’s 
Cancers and Thompson Senior Investigator in Breast 
Cancer Research at Dana-Farber Cancer Institute and 
professor of medicine at Harvard Medical School, was 
elected to an undesignated specialty seat. Winer is also 
the chief scientific advisor to Susan G. Komen for the 
Cure.

• Daniel Hayes, clinical director of the Breast 
Cancer Program, co-director Breast Care Center and the 
Stuart B. Padnos Professor of Breast Cancer Research 
at the University of Michigan Comprehensive Cancer 
Center, was elected to an undesignated specialty seat.

Newly-elected members of the nominating 
committee are:

• Harold Burstein, an associate professor of 
Medicine at Harvard Medical School and a Breast 
Oncologist at the Dana-Farber Cancer Institute.

• Kathy Miller, associate professor and the Sheila 
D. Ward Scholar at the Indiana University School of 
Medicine. Miller will serve as chair of the Nominating 
Committee in 2013-2014.
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Funding Opportunities:
NIH, Lasker Foundation Offer
Clinical Research Program

NIH has begun a program in conjunction with the 
Albert and Mary Lasker Foundation that will provide 
medical doctors with funding for patient-focused, 
clinical research projects. 

The goal of the training program is to bridge 
the widening gap between cutting-edge research and 
improved patient care.

The initiative, called the Lasker Clinical Research 
Scholars Program, enables exceptional clinical 
researchers in the early stages of their careers to first 
spend five to seven years at the NIH Clinical Center.

Upon successful completion of this first stage, the 
scholars would be offered the opportunity to remain at 
the NIH as senior clinical research scientists or to apply 
for up to four years of independent financial support at 
a university or other external research institution.

“The number of U.S. physician-researchers has 
declined dramatically since the 1980s,” NIH Director 
Francis Collins said. “The Lasker Clinical Research 
Scholars Program will grow the diminishing pool of 
talented clinical researchers at the NIH and at academic 
institutions by giving them the necessary financial 
support to establish their careers.”

The Lasker Scholar program represents a 
partnership between the NIH intramural research 
program, with its extensive portfolio of research 
projects conducted in federal labs and facilities, and the 
extramural program, whose funding supports most of the 
U.S. university-based biomedical research effort.

Through an arrangement with the Lasker 
Foundation, scholars will have the opportunity to 
interact with Lasker Clinical Medical Research Award 
winners, who will help serve as mentors, as well 
as participate in many Lasker meetings and award 
ceremonies. The program honors the contributions of 
Mary and Albert Lasker to the NIH and to the overall 
biomedical community.

“The Lasker Foundation is proud to partner with 
the NIH in this important translational research initiative 
which will foster the next generation of physician-
scientists, and harness basic biological research for the 
benefit of patients, society, and the world,” said Albert 
and Mary Lasker Foundation President Maria Freire.

The program hopes to accept at least five clinical 
researchers per year for the next decade, if not longer.

Further information about program is available at 
http://sourcebook.od.nih.gov/laskerscholar/.

FDA News:
A Guide For Public Comment
At FDA Advisory Meetings 

FDA earlier this week issued a guidance for people 
who seek to comment during the agency’s advisory 
committee meetings. 

The guidance provides instructions on how to 
request a time to speak and how FDA staff should 
respond to requests to speak at the meetings.

The guidance finalizes information contained 
in the 2005 draft guidance titled The Open Public 
Hearing – FDA Advisory Committee Meetings – Draft 
Guidance.

Highlights of the guidance include:
• Before an advisory committee meeting, people 

may ask, either orally or in writing, to speak at the 
meeting. They should include contact information, the 
topic and time requested. The agency usually allots 5-10 
minutes per person.

• FDA staff responds to requests and, if the topic 
is unrelated to the committee’s work, may decline the 
request.

• At the meeting, speakers should identify 
themselves to FDA staff and provide any handouts or 
other materials, which staff then provides to committee 
members. These materials then become part of the 
meeting’s permanent record.

• Committee members are encouraged to ask 
questions of the speakers, to discover more information 
that might be useful to the committee’s deliberations. 
Committee members and the public should be reminded 
of the importance of the open public hearing session 
and that all speakers should be treated with courtesy 
and respect.

• Public speakers are encouraged to disclose any 
financial relationships they may have with the topic 
of the meeting or with sponsors of competitors of the 
products under discussion.

• FDA will provide a designated seating area for 
speakers.

The guidance will be implemented in March 
2011.

The document is posted at http://www.fda.
gov/downloads/RegulatoryInformation/Guidances/
UCM236144.pdf
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