





























































http:grants.gov



















	Structure Bookmarks
	DEPARTMENT OF HEALTH AND HUMAN SERVICES .NATIONAL INSTITUTES OF HEALTH .NATIONAL INSTITUTE OF ENVIRONMENTAL HEALTH SCIENCES .
	MINUTES OF THE NATIONAL ADVISORY ENVIRONMENTAL HEALTH SCIENCES COUNCIL 
	SEPTEMBER 15-16, 2009 
	The National Advisory Environmental Health Sciences Council was convened for its one hundred twenty-eighth regular meeting on September 15, 2009 at 8:30 a.m. in the Rail Building, Rodbell Auditorium, National Institute of Environmental Health Sciences, Research Triangle Park, NC. Dr. Linda Birnbaum presided as Chair. 
	The meeting was open to the public on September 15, 2009 from 8:30 a.m. to 5:00 p.m. and on September 16, 2009 from 8:30a.m. to 10:30 a.m. In accordance with the provisions of Public Law 92-463 the meeting was closed to the public on September 16, 2009 from 10:30 a.m. to 
	11 :30 a.m. for consideration of grant applications. Notice of the meeting was published in the Federal Register. Grace LeMasters, PhD Members Present R. Stephen Lloyd, PhD Stephen Baylin, MD Sem Phan, MD, PhD Hillary Carpenter, PhD Kenneth Ramos, PhD (by telephone) David Christiani, PhD Jerald Schnoor, PhD John Essigmann, PhD Kevin Stephens, MD, JD Joseph Graziano, PhD Palmer Taylor, PhD Stefani Hines, MA, MS Nsedu Obot Witherspoon, MPH George Leikauf, PhD Ex Officio Officer CPT Michael Macinski NIEHS Staf
	Michelle Mayo John Pritchard, PhD Kimberly McAllister, PhD Margarita Roque RoseAnne McGee Barbara Shane, PhD Elizabeth McNair John Schelp Srikanth Nadadur, PhD Carol Shreffler, PhD Teresa Nesbitt, DVM, PhD Dan~IShaughnessy, PhD Sheila Newton, PhD William Suk, PhD Heather Nicholas Claudia Thompson, PhD Liam O'Fallon Mary Wolfe, PhD Ted Outwater Leroy Worth, PhD Michelle Owens Darryl Zeldin, MD Jerry Phelps Members of the Public Present David Brown, SRA International Bill Farland, PhD, Colorado State Universi
	I. CALL TO ORDER AND OPENING REMARKS Dr. Linda Birnbaum called to order the one hundred twenty-eighth regular meeting of the National Advisory Environmental Health Sciences Council. She opened the meeting by welcoming those in attendance and informed everyone that, pursuant to the Governments in the Sunshine Act, all aspects of the meeting would be open to the public except for the review, discussion and evaluation of grant applications and related information. Dr. Birnbaum acknowledged Council members who 
	I. CALL TO ORDER AND OPENING REMARKS Dr. Linda Birnbaum called to order the one hundred twenty-eighth regular meeting of the National Advisory Environmental Health Sciences Council. She opened the meeting by welcoming those in attendance and informed everyone that, pursuant to the Governments in the Sunshine Act, all aspects of the meeting would be open to the public except for the review, discussion and evaluation of grant applications and related information. Dr. Birnbaum acknowledged Council members who 

	II. REVIEW OF CONFIDENTIALITY AND CONFLICT OF INTEREST PROCEDURES Dr. Collman reminded Council to sign conflict of interest forms, to speak into the microphones, and to state their name for the record when making comments. 
	II. REVIEW OF CONFIDENTIALITY AND CONFLICT OF INTEREST PROCEDURES Dr. Collman reminded Council to sign conflict of interest forms, to speak into the microphones, and to state their name for the record when making comments. 
	Ill. CONSIDERATION OF MEETING MINUTES A motion was made by Council member, Dr. Jerald Schnoor, to approve the May 2009 minutes as written. The motion was seconded and approved unanimously by Council. IV. FUTURE COUNCIL MEETING DATES 
	Ill. CONSIDERATION OF MEETING MINUTES A motion was made by Council member, Dr. Jerald Schnoor, to approve the May 2009 minutes as written. The motion was seconded and approved unanimously by Council. IV. FUTURE COUNCIL MEETING DATES 


	Dr. Birnbaum asked Council members to note the following future Council meeting dates. 
	Dr. Birnbaum asked Council members to note the following future Council meeting dates. 
	February 17-19, 2010 NIEHS Wednesday -Thursday May 19-20, 2010 NIEHS Wednesday -Thursday September 20-21 , 2010 NIEHS Monday -Tuesday February 16-17, 2011 NIEHS Wednesday -Thursday 
	She emphasized the importance for Council members to attend Council meetings. V. REPORT OF THE DIRECTOR -Dr. Linda Birnbaum Dr. Birnbaum began her report by briefly updating Council on events regarding the Stimulus Bill. NIEHS has received $168 million in funds directly for generalES (environmental science) awards, plus $19.3 million for Superfund, and an additional $8 million from the Office of the Director (NIH OD). As of September 8, 86% of the available funds had been allocated to 290 grants. The intent

	Dr. Birnbaum went on to describe priorities of the Office of Management and Budget and the Office of Science and Technology, which influence NIEHS areas of emphasis. These include job creation and economic recovery, innovative energy technology, biomedical science technology, and transportation. Several searches are underway for open staff and leadership positions at NIEHS. A Supervisory Ethics Program Specialist position was created. When that person is on board, NIEHS can regain its ethics authority. The 
	Dr. Birnbaum went on to describe priorities of the Office of Management and Budget and the Office of Science and Technology, which influence NIEHS areas of emphasis. These include job creation and economic recovery, innovative energy technology, biomedical science technology, and transportation. Several searches are underway for open staff and leadership positions at NIEHS. A Supervisory Ethics Program Specialist position was created. When that person is on board, NIEHS can regain its ethics authority. The 
	Ms Gant indicated that anyone can contact their member of Congress at any time on a bill, and changes can be made at any time. There are rules about grantees and lobbying, but appropriate ways exist for grantees to interact with Congress and provide input into bills. Dr. Birnbaum suggested that Mary Gant give a discussion in a future Council meeting on the legislative process. Dr. Joseph Graziano asked about the advocates and push-back for the climate and health bill. Ms Gant explained that the public healt
	Ms Gant indicated that anyone can contact their member of Congress at any time on a bill, and changes can be made at any time. There are rules about grantees and lobbying, but appropriate ways exist for grantees to interact with Congress and provide input into bills. Dr. Birnbaum suggested that Mary Gant give a discussion in a future Council meeting on the legislative process. Dr. Joseph Graziano asked about the advocates and push-back for the climate and health bill. Ms Gant explained that the public healt
	pollution; water quality and the lack of drinkable water in the future; complex mixtures of contaminants; and nutrition. She stated that NIEHS needs to spend more time thinking about chronic diseases and their environmental causes. Dr. Kenneth Ramos asked a question by email. He would like to know about NIEHS plans to advance Dr. Collins' new agenda and what Council's role is in those plans. Dr. Birnbaum welcomes Council input into how NIEHS could address the new agenda. Dr. Collins' comments to NIH staff a
	pollution; water quality and the lack of drinkable water in the future; complex mixtures of contaminants; and nutrition. She stated that NIEHS needs to spend more time thinking about chronic diseases and their environmental causes. Dr. Kenneth Ramos asked a question by email. He would like to know about NIEHS plans to advance Dr. Collins' new agenda and what Council's role is in those plans. Dr. Birnbaum welcomes Council input into how NIEHS could address the new agenda. Dr. Collins' comments to NIH staff a



	Dr. Kleeberger ended his presentation by discussing a memorandum of understanding (MOU) under development with EPA. The intent of the MOU is to formalize the desire to collaborate in scientific areas of mutual interest to complement expertise and share resources. Two interagency agreements (IGAs) are being negotiated which allow collaboration between EPA and NIEHS on cell and animal experiments, epidemiological investigations, and clinical studies. Dr. Kleeberger asked if there were any questions. Council R
	Dr. Kleeberger ended his presentation by discussing a memorandum of understanding (MOU) under development with EPA. The intent of the MOU is to formalize the desire to collaborate in scientific areas of mutual interest to complement expertise and share resources. Two interagency agreements (IGAs) are being negotiated which allow collaboration between EPA and NIEHS on cell and animal experiments, epidemiological investigations, and clinical studies. Dr. Kleeberger asked if there were any questions. Council R
	Dr. Birnbaum stated that the recruiting announcement went out today and will close September 25. She said that the recruiting period should probably be extended to 30 days. The opening is listed in USAJOBS. The search is open to public as well as federal employees. Dr. Kleeberger explained that the position would deal with all aspects of diversity at NIEHS: within training, programs, career development, and outreach efforts. Dr. Birnbaum expressed her vision of the Institute as an integrated whole. Familiar
	Dr. Birnbaum stated that the recruiting announcement went out today and will close September 25. She said that the recruiting period should probably be extended to 30 days. The opening is listed in USAJOBS. The search is open to public as well as federal employees. Dr. Kleeberger explained that the position would deal with all aspects of diversity at NIEHS: within training, programs, career development, and outreach efforts. Dr. Birnbaum expressed her vision of the Institute as an integrated whole. Familiar
	Dr. Gwen Collman responded that NIAID is the NIH umbrella organization for biologicals, radiation, and chemicals. NINDS and NIEHS collaborate to run the COUNTERACT program. NIEHS has a large portfolio on projects that focus on the counter measures to pulmonary toxicants. Ms. Stefani Hines asked how the Office of the Deputy Director fit into the larger organizational structure. Dr. Kleeberger replied that the Office hasn't changed with regards to how it fit into the NIEHS structure. Dr. Birnbaum went on to e

	Dr. Bucher displayed a slide describing the conceptual validation of toxicity pathway information. Toxicologists may want to use of scale of concern in which information from many sources is compiled and examined by an expert panel. The panel would express a "gut feeling" on the level of concern they have over the outcome represented by the data. Subsequent activities would depend on their level of concern. 
	Dr. Bucher displayed a slide describing the conceptual validation of toxicity pathway information. Toxicologists may want to use of scale of concern in which information from many sources is compiled and examined by an expert panel. The panel would express a "gut feeling" on the level of concern they have over the outcome represented by the data. Subsequent activities would depend on their level of concern. 
	Dr. Bucher described the intentions for utilization of data from toxicity testing as indicated by 
	several agencies. They range from prioritizing agents and testing in the case of NTP and EPA 
	ToxCast, to prioritizing for risk assessment, in EPA's strategic plan. 
	In his concluding comments, Dr. Bucher stated he believes Tox21 is a different game. The 
	question is if we should bend toxicology rules to fit the regulatory rules or bend the regulatory 
	rules to fit toxicology. 
	Council Response and Discussion Dr. Palmer Taylor indicated that he thought NTP has some common interests with Food and Drug Association (FDA) in assessment of toxicity. He wanted to know if stem cells have been considered as a means of looking at potential gene toxicity. Dr. Bucher said that stems cells had been part of the Tox21 discussion and NTP will look at them very closely. FDA has provided some leads into collaborations with industry, which have provided chemicals that have failed in various stages 
	Dr. Birnbaum believes Tox21 is not the whole story for the future of toxicology. The bioinformatic support is working, and a lot of data has been generated. A lot of information will be generated, but she is not sure answers will be. NIEHS (NTP) is not a regulatory agency, and she does not think it is the purview of NIEHS to talk about Tox21 with respect to a regulatory approach. In addition, there is no one regulatory approach. Dr. Birnbaum indicated that she is talking to the National Academy of Science a

	A number of groups in DIR were asked to join as affiliated members of the CRU. These groups conduct mechanistic research and including them in the clinical program would enhance integration of basic and translational research. Dr. Zeldin went on to describe the grand opening of the CRU on July 27. Mr. Joe Graedon of The People's Pharmacy was Master of Ceremonies, and many political and scientific leaders attended. A clinical research symposium was held in the afternoon where researchers described their proj
	A number of groups in DIR were asked to join as affiliated members of the CRU. These groups conduct mechanistic research and including them in the clinical program would enhance integration of basic and translational research. Dr. Zeldin went on to describe the grand opening of the CRU on July 27. Mr. Joe Graedon of The People's Pharmacy was Master of Ceremonies, and many political and scientific leaders attended. A clinical research symposium was held in the afternoon where researchers described their proj
	Council Response and Discussion Dr. Joseph Graziano asked about the metrics for success for the program. .Dr. Zeldin responded that the advisory council discussed potential metrics, including number of .publications, use of the CRU by investigators, number of active protocols or new research .questions, success in promoting mission relevance of research, and a number of other things. .Ideally, he plans to meet regularly with the advisory council, review progress, and in 3-4 years .have an external review by
	Council Response and Discussion Dr. Joseph Graziano asked about the metrics for success for the program. .Dr. Zeldin responded that the advisory council discussed potential metrics, including number of .publications, use of the CRU by investigators, number of active protocols or new research .questions, success in promoting mission relevance of research, and a number of other things. .Ideally, he plans to meet regularly with the advisory council, review progress, and in 3-4 years .have an external review by
	Dr. Graziano asked Dr. Birnbaum where she saw the growth in resources would come from. Dr. Birnbaum replied that the optimistic answer is that the budget would grow, but realistically, the Institute would have to see how it fit within the budget the Institute has. As more intramural researchers conduct projects in the CRU, their funds will go to support the clinical program. Extramural collaborations could bring funds from the outside. She indicated that she was highly committed to the CRU. Dr. Birnbaum add



	Council Response and Discussion Ms. Stefani Hines was impressed with the number of students included in Summers of Discovery. She asked how they were distributed among the laboratories. Dr. Pritchard replied that it was rare that multiple students were assigned to a laboratory. The Summers of Discovery is a long-standing program and there is considerable enthusiasm for participation among the investigators. 
	Council Response and Discussion Ms. Stefani Hines was impressed with the number of students included in Summers of Discovery. She asked how they were distributed among the laboratories. Dr. Pritchard replied that it was rare that multiple students were assigned to a laboratory. The Summers of Discovery is a long-standing program and there is considerable enthusiasm for participation among the investigators. 
	Council Response and Discussion Ms. Stefani Hines was impressed with the number of students included in Summers of Discovery. She asked how they were distributed among the laboratories. Dr. Pritchard replied that it was rare that multiple students were assigned to a laboratory. The Summers of Discovery is a long-standing program and there is considerable enthusiasm for participation among the investigators. 
	Dr. Palmer Taylor asked if the program for graduate students is in collaboration with the universities where they are enrolled. Dr. Pritchard said that sometimes there is collaboration, but often the students are early in their graduate training and are local and looking to sample research in a different scientific area. NIEHS has active ongoing interactions with universities to increase the number of graduate students in the intramural program in general. Dr. Pritchard introduced Dr. Paul Wade. XI. SCIENTI
	Council Response and Discussion 
	Council Response and Discussion 
	Dr. Stephen Baylin thought it was interesting when the acute manipulation was made to get silencing, the H3K9 methylation was not seen. He wanted to know what processes went on in between, and asked if Dr. Wade had cloned the cells. Dr. Wade answered that his lab has attempted to make clonal lines with over-expressed Snail, and in 40 -50 individual clones isolated, all have the individual resistance marker and all lose expression of the trans-gene. Expression of Snail has been deleterious, but the experimen

	and with the concurrence of the Council, it will be finalized. The panel was pleased with the cooperation it received from the NIEHS staff and other partners. Dr. Farland discussed the panel's findings. The panel concluded that the program has a strong history of assembling multidisciplinary teams to address emerging issues regarding contaminations found at Superfund sites. The panel felt that quality of research from this program has increased knowledge, reduced uncertainty in risk assessment, and helped i
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	and with the concurrence of the Council, it will be finalized. The panel was pleased with the cooperation it received from the NIEHS staff and other partners. Dr. Farland discussed the panel's findings. The panel concluded that the program has a strong history of assembling multidisciplinary teams to address emerging issues regarding contaminations found at Superfund sites. The panel felt that quality of research from this program has increased knowledge, reduced uncertainty in risk assessment, and helped i

	process of developing a strategic plan and will make every effort to have a draft to present to Council in May. The program has worked previously to enhance collaboration among grantees and with other agencies, and the Stimulus Bill provided another opportunity to do this. The ARRA awards will provide a model to further enhance collaboration and translation. Community engagement is also important, as are interactions with other agencies. SRP will continue to use the annual peer review process. The program w
	process of developing a strategic plan and will make every effort to have a draft to present to Council in May. The program has worked previously to enhance collaboration among grantees and with other agencies, and the Stimulus Bill provided another opportunity to do this. The ARRA awards will provide a model to further enhance collaboration and translation. Community engagement is also important, as are interactions with other agencies. SRP will continue to use the annual peer review process. The program w

	Dr. Jerold Schnoor stated that he was a Core Director on a Superfund grant, and he thanked the panel for their report. He went on to describe his experience with the community outreach component. As a researcher, it is heart-wrenching to interact with community members who want you to fix the problem. Community interest is strong, and opportunities may exist for the SRP to reach out to the communities impacted by Superfund sites. Dr. Farland noted that many times the researchers are working on the cutting e
	Dr. Jerold Schnoor stated that he was a Core Director on a Superfund grant, and he thanked the panel for their report. He went on to describe his experience with the community outreach component. As a researcher, it is heart-wrenching to interact with community members who want you to fix the problem. Community interest is strong, and opportunities may exist for the SRP to reach out to the communities impacted by Superfund sites. Dr. Farland noted that many times the researchers are working on the cutting e
	Dr. Graziano commented that Dr. Ken Olden, former NIEHS Director, always took stories to the hill and he thought that was why the funding increased in the past. Dr. Birnbaum stated that SRP funding had grown very slowly compared to NIH budgets. She went on to say that NIEHS has communicated successes in the past and would continue to do so. She would be pleased to have Council's help in that endeavor. Dr. Stephen Lloyd referred to the R01 program and asked how it was integrated with the P42 program. He wond




	The approach for decision-making was that of flexibility, looking for the best science, and identifying opportunities to fulfill the intent of the Stimulus Bill as directed by Congress. Dr. Collman described the iterative approach in making funding plans. Turning to the administrative supplements, Dr. Collman detailed the internal review process. A grand total of 140 supplements were funded, with 81 R01/P01 grants, 11 Centers, 6 Career, 18 for Worker Education and Training Program, and 24 for the SRP. Dr. C
	The approach for decision-making was that of flexibility, looking for the best science, and identifying opportunities to fulfill the intent of the Stimulus Bill as directed by Congress. Dr. Collman described the iterative approach in making funding plans. Turning to the administrative supplements, Dr. Collman detailed the internal review process. A grand total of 140 supplements were funded, with 81 R01/P01 grants, 11 Centers, 6 Career, 18 for Worker Education and Training Program, and 24 for the SRP. Dr. C
	Council Response and Discussion Ms Stefani Hines asked how the job numbers were calculated. Dr. Collman explained that applicants were asked to provide that information when they applied for ARRA grants. Those figures were collected and collated. Ms Hines commented that the numbers could be higher than estimated when the contributions from indirect costs are included. Dr. Collman responded that there is also the economic benefit of the supplies and equipment purchased. NIH is creating an algorithm to extrac
	Council Response and Discussion Ms Stefani Hines asked how the job numbers were calculated. Dr. Collman explained that applicants were asked to provide that information when they applied for ARRA grants. Those figures were collected and collated. Ms Hines commented that the numbers could be higher than estimated when the contributions from indirect costs are included. Dr. Collman responded that there is also the economic benefit of the supplies and equipment purchased. NIH is creating an algorithm to extrac
	Dr. John Essigmann mentioned that NASA ensures that every state participates in their programs, and NIEHS may want to speak with them for advice. Dr. Collman responded that various programs dipped deep in their piles of applications to make sure geographical and technical areas were covered. Dr. Essig mann asked if the process had been as immune to political pressure as the usual NIH process. Dr. Birnbaum stated that NIEHS had received expressions of support from Congress regarding particular applications. 
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	perspective. Program administrators looked at the applications, picking out those with the highest merit. Dr. Collman believes that the majority of the choices fall below the 12th percentile, with a few falling no more than the 16th percentile. In some cases the priority scores are higher than those normally paid under regular appropriations. Over the next few Council rounds, staff will work to understand what the new scores mean and how funding decisions compare to what have been seen in the past. Dr. Coll
	perspective. Program administrators looked at the applications, picking out those with the highest merit. Dr. Collman believes that the majority of the choices fall below the 12th percentile, with a few falling no more than the 16th percentile. In some cases the priority scores are higher than those normally paid under regular appropriations. Over the next few Council rounds, staff will work to understand what the new scores mean and how funding decisions compare to what have been seen in the past. Dr. Coll

	BPA toxicity, the FDA had written a draft report which would indicate BPA was safe. A subcommittee of the FDA Science Board reviewed the draft report and issued the opinion that the report was not based on science, and the FDA should re-examine their conclusions. FDA asked the NTP and NIH for assistance in obtaining data to support regulations regarding BPA. ARRA funds were an opportunity to support studies focused on the needs of the FDA for targeted studies. The announcement was written to direct investig
	BPA toxicity, the FDA had written a draft report which would indicate BPA was safe. A subcommittee of the FDA Science Board reviewed the draft report and issued the opinion that the report was not based on science, and the FDA should re-examine their conclusions. FDA asked the NTP and NIH for assistance in obtaining data to support regulations regarding BPA. ARRA funds were an opportunity to support studies focused on the needs of the FDA for targeted studies. The announcement was written to direct investig
	BPA toxicity, the FDA had written a draft report which would indicate BPA was safe. A subcommittee of the FDA Science Board reviewed the draft report and issued the opinion that the report was not based on science, and the FDA should re-examine their conclusions. FDA asked the NTP and NIH for assistance in obtaining data to support regulations regarding BPA. ARRA funds were an opportunity to support studies focused on the needs of the FDA for targeted studies. The announcement was written to direct investig

	Council Response and Discussion Ms Stefani Hines remarked that both the BPA and nanosafety programs will use initial grantee meetings to coordinate future research activities. Usually, grantee meetings are used to share research results. She wanted to know if this way was a new approach. 
	Council Response and Discussion Ms Stefani Hines remarked that both the BPA and nanosafety programs will use initial grantee meetings to coordinate future research activities. Usually, grantee meetings are used to share research results. She wanted to know if this way was a new approach. 

	Drs. Nadadur and Collman explained that these programs have particular goals for the program and particular needs of NIEHS partners. Given the short timeline of 2-year grants, the programs are trying to jumpstart the coordination of activities. Ms Hines went on to say it has the potential for ensuring high productivity. Dr. Jerold Schnoor wanted to reiterate the previous comment in particular with respect to the ENM research. The ways ENMs are introduced into biological systems are highly variable, so it's 
	the retreat. Dr. Birnbaum said to proceed. XVI. OPEN DIALOGUE Ms Hines noted that some ideas were discussed the previous day, but some other ideas include processes for input into various areas. One example is the structure, planning, and preparing for Council meetings. Council would like to have thoughtful input into the agenda. A number of ideas are put forth but some prioritization of the ideas would make them more meaningful and functional. For example, better understanding of the budget is needed. Coun
	the retreat. Dr. Birnbaum said to proceed. XVI. OPEN DIALOGUE Ms Hines noted that some ideas were discussed the previous day, but some other ideas include processes for input into various areas. One example is the structure, planning, and preparing for Council meetings. Council would like to have thoughtful input into the agenda. A number of ideas are put forth but some prioritization of the ideas would make them more meaningful and functional. For example, better understanding of the budget is needed. Coun


	Dr. Joseph Graziano pointed out that sometimes Council is asked to comment on something, but they don't have access to the document until the last minute. Dr. Collman acknowledged that timeliness in getting material to Council has been an ongoing issue. Dr. Birnbaum asked Council to send comments to her if, upon reflection, they have comments on anything they have heard or seen at Council meeting. Ms Stefani Hines thanked Dr. Birnbaum for listening to their suggestions. She had been looking over the "sense 
	Dr. Joseph Graziano pointed out that sometimes Council is asked to comment on something, but they don't have access to the document until the last minute. Dr. Collman acknowledged that timeliness in getting material to Council has been an ongoing issue. Dr. Birnbaum asked Council to send comments to her if, upon reflection, they have comments on anything they have heard or seen at Council meeting. Ms Stefani Hines thanked Dr. Birnbaum for listening to their suggestions. She had been looking over the "sense 
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