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NIH Update 



FY15 Omnibus Appropriations 

• Congress passed the FY15 Omnibus this weekend 

• Includes $30.3 billion for NIH, a $150 million increase 
over 2014 

• NIH total still below 2012 pre-sequestration budget 

• Bill provides $238 million to NIAID in emergency 
funding to address Ebola crisis 
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FY15 Omnibus Appropriations (cont.) 

• New name for NCCAM: National Center for 
Complementary and Integrative Health (NCCIH) 

• Requirement to develop 5-year NIH-wide strategic 
plan 

• Requirement to support a National Academy of 
Sciences study to develop recommendations to 
improve scientific literacy, education, and enhance 
scientific regard amongst the American public 
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FY15 Omnibus Appropriations (cont.) 

• Bill and Report Language concerning the National 
Children’s Study, to maintain the mission and goals of 
the National Children’s Study, with flexibility on how 
to carry this out. 

• Expressed Congressional interest in issues also of 
concern to NIH: 
– Clinical trials 
– Data sharing 
– Reproducibility of research results 
– Inclusion of women in clinical research 
– Sex as a biological variable in research 
– Health disparities 
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President Obama’s Visit to NIH Dec. 2 

• Toured Vaccine 
Research Center  

• Met with Ebola 
researchers 

• Spoke to NIH staff 
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President Obama listening to Dr. Nancy Sullivan 



• Researchers have ethical obligation to share clinical 
trial results swiftly and transparently 

• Prompt dissemination of results is essential for 
guiding future research 

• 11-19   HHS draft regulation to require registration 
and results reporting for trials covered by FDAAA 

• NIH released draft policy to apply data reporting 
requirements to all NIH-funded clinical trials 
– Comments due February 19, 2015  
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New NIH Policies: Clinical Trial Data 
Sharing 



New NIH Policies: Single Institutional 
Review Board 

• Obtaining approval from multiple IRBs  
– Takes time, money, and lots of patience 

– Does not increase protections for participants 

• 12-2  NIH draft policy to require single IRBs 
in multi-site clinical research studies 
– Exceptions allowed if local IRB review is needed 

for special populations or required by state, local, 
or tribal laws 

– Comments due January 29, 2015 
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Advisory Committee to the Director (ACD) 

• Met December 11-12 
• Presentations on Ebola, Peer Review, 

Reproducibility, NIGMS research, others 
• Reports from working groups 

– Physician Scientist Working Group 

– Intramural Research Program Working Group 

– National Children’s Study Working Group 

– HeLa Working Group 

• Created new Future of NLM Working Group 
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9 

• Huda Akil, Ph.D.*  
University of Michigan 

• Russ B. Altman, M.D., Ph.D. 
Stanford University 

• Cori Bargmann, Ph.D. 
The Rockefeller University 

• Mary Sue Coleman , Ph.D. 
Past President University of Michigan 

• Lisa A. Cooper, M.D., M.P.H.* 
Johns Hopkins  

• David Ginsburg, M.D. 
University of Michigan 

• Eric P. Goosby, M.D.* 
University of California at San Francisco 

• Helen Haskell Hobbs, M.D. 
University of Texas Southwestern Medical 
Center 

• H. Robert Horvitz, Ph.D. 
Massachusetts Institute of Technology 

• Renee R. Jenkins, M.D. 
Howard University 

 

 

• Harlan M. Krumholz, M.D.* 
Yale School of Medicine 

• Cato T. Laurencin, M.D., Ph.D. 
The University of Connecticut 

• Richard P. Lifton, M.D., Ph.D.* 
Yale  

• W. Ian Lipkin, M.D. 
Columbia University 

• Peter R. MacLeish, Ph.D. 
Morehouse School of Medicine 

• Elba E. Serrano, Ph.D.* 
New Mexico State University 

• Moncef M. Slaoui, Ph.D. 
GlaxoSmithKline 

• Reed Tuckson, M.D. 
Tuckson Health Connections, LLC 

• Michael J. Welsh, M.D. 
University of Iowa 

• Christopher B. Wilson, M.D. 
Bill & Melinda Gates Foundation 

 



• Long and tumultuous evolution 

• Planned to be launched in two phases: 
– The Vanguard Study (pilot study to evaluate the feasibility, 

acceptability, and cost of different recruitment strategies, study 
procedures, and outcome assessments for use in the Main Study) 

– The Main Study (longitudinal, observational cohort study to 
examine a broad range of environmental and biological factors on 
children’s health, growth, and development 

– 100,000 children from womb to age 21 (not yet initiated) 

• Up to $1.3 billion dollars have been appropriated for NCS 
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National Children’s Study (NCS) ) 



NCS: Impetus for ACD Working Group 
• Persistent concerns - echoed in a 2014 NAS report - 

about 
– Study design 
– Management and oversight structures 
– Escalating costs of the NCS  
– Need to consider evolving scientific and technological 

landscape 
– Newer models for conducting robust and cost-effective 

research 

• NCS put on hold on June 16, 2014 

• ACD Working Group established 
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NCS: Roster for ACD Working Group 

Russ Altman* (co-chair) – Stanford (computational sciences) 

Philip Pizzo (co-chair) – Stanford (pediatrics) 

Robert Gibbons – U Chicago (biostatistics) 

Kathy Hudson – NIH (policy/genetics) 

Renee Jenkins* – Howard U (pediatrics) 

Brendan Lee – Baylor College of Medicine (pediatrics) 

Maureen Lichtveld – Tulane U (environmental health policy) 

Marie Lynn Miranda – U Michigan (pediatric environmental health) 

Cheryl Perry – U of Texas Health Sciences Center (behavior and prevention) 

Huda Zoghbi – Baylor College of Medicine (developmental genetics) 

Lyric Jorgenson (exec. sec.) – NIH (policy, developmental neuroscience) 
*indicates ACD member 12 



NCS: Charge to ACD Working Group 

• The NCS Working Group of the ACD is charged with evaluating 
whether the NCS is feasible, as currently outlined, especially in 
light of increasing and significant budget constraints.  

– If “yes”, assessing how NIH can move forward to implement 
necessary changes, including some of those outlined in the NAS 
report. 

– If “no”, identifying whether there are new methods to answer key 
research questions that are most important to pediatric health 
today that capitalize on research and technology advances 
developed in the intervening years since the inception of the study. 

• The NCS Working Group of the ACD presented a final report for 
consideration by the ACD at its December 11-12, 2014 meeting. 
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NCS: Findings of ACD Working Group 

Working Group reached unanimity in its core finding 

While the overall goals of examining how 
environmental factors – defined broadly – 

influence health and development are meritorious 
and should be a priority for future scientific 

support, the NCS, as currently outlined, is not 
feasible. 
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NCS: Recommendations of ACD WG 

• The NICHD NCS Program Office should be dissolved 

• Given the breadth and depth of the topics that reside 
around the NCS, a trans-NIH approach should be 
pursued, ideally convened and supported by the 
Office of the Director 

• Vanguard Study data should be archived and available for 
request by investigators for secondary analyses 

• The Vanguard Study should not collect any further data 
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NCS: Recommendations of ACD WG (cont.) 

• Time did not allow full consideration of the wide range 
of options regarding optimal study designs 

• The following approaches offered for consideration:  
– A series of smaller focused studies designed as tailored 

explorations  
– A multi-center collaborative network of scientific teams, who 

compete on responses to a well-considered funding 
announcement  

– A focused cohort design to facilitate longitudinal 
biospecimen collection and banking  

– Probability sampling should be an integral feature of the 
methodological approach 
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With the conclusion that the NCS is  
not feasible as currently outlined: 

The Working Group recommends that NIH 
champion and support new study designs, 

informed by advances in technology and basic 
and applied research, that could make the 
original goals of the NCS more achievable, 

feasible and affordable. 

NCS: Recommendations of ACD WG (cont.) 
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NIH Reaction to NCS Working Group Report 

• NIH Director accepted ACD findings and 
recommendations 

• Oversight of NCS office turned over to Dr. David 
Murray, NIH Associate Director for Prevention 
– Close out current contracts 

– Establish plan for data and specimens that have been 
collected 

• NIH will move quickly to devise an alternative 
approach to achieve goals of NCS 
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HeLa Working Group:  Genesis  

• March 2013 – researchers in Germany posted the first HeLa 
whole genome sequence  

• Lacks family asked that the sequence be removed 

“I look at it as though these are my grandmother’s medical records that are just 
out there for the world to see.”              - Jeri Lacks-Whye, granddaughter 

• A 2nd publication pending with 
Nature 

• Growing public and media 
attention 

• NIH reached out to the family 
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NIH & the Lacks Family: Working Together 

• HeLa cells and data are ubiquitous 

• Approximately 1,700 gigabases of HeLa genomic data is 
available in public databases 

• HeLa cells can be sequenced and the genomic data can be 
analyzed at any time 

• The family has been through decades of unwanted intrusions 
and surprises 

• No one had broken any laws 

• Solution needed to advance science, respect family, and 
catalyze policy advances.  
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August 7, 2013: An Historic Agreement 
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The Agreement 

All researchers must: 

• Apply for access to HeLa whole genome sequence 

• Abide by terms defined by the Lacks family 

− Biomedical research only 

− No contact with family 

− Disclosure of commercial plans 

− Include acknowledgment in publications and presentations 

• Deposit future whole genome sequence data into dbGaP 

• The HeLa Genome Data Access Working Group evaluates requests 
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May 2014: Workshop  

Should the HeLa controlled-access policy be expanded beyond the 
full genome sequence? 

Family Preferences: 

• Scientists should have efficient access to HeLa genomic data 

• Don’t want to delay science 

• Want to be informed about advances from HeLa cells in research  

ACD Recommendation to NIH Director: 
• No change to the NIH HeLa genome data policy    

• Special session at a national scientific meeting to focus on 
advances from research utilizing HeLa cells 
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December 2014: Consulting the Family 

• In-person meeting with members of the Lacks family 

• Consulted on the outcomes of the workshop: 

– keep the policy limited to WGS. They don’t want to 
delay science; want to be sure others benefit  

– Liked the idea of a symposium on scientific advances 
from HeLa; one for science crowd, one for lay crowd 

• This family is proud of what has been learned from HeLa 

• Want to be part of the discussion  
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Moving Forward: An Entire Community 

• There are now 4 HeLa sequences in dbGaP 

• 30 Data Access Requests evaluated by the Working Group 

• Newest paper in Cell last Thursday, included acknowledgment 
to Henrietta Lacks & family 

• Unique moment in the history of science:  

– A reminder to all researchers – there are individuals behind 
the samples and data 

– Catalyst for national policies on consent  
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Lacks Family Members & the HeLa Working Group 
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