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Globalization of Regulatory Science

Global Summit on Regulatory
Science—The NCTR, Zhejiang
University (China), and Division
of Medicine and Health Scienc-
es, Chinese Academy of Engi-
neering (China) hosted the 2nd §
Global Summit on Regulatory
Science Conference (GSRS-
2012, that was held in Hangzhou, China, on May 9-11, 2012. Scientists from 10 countries representing gov-
ernment, industry, and academic-research communities participated in the conference to objectively as-
sess the utility and promise of modernizing toxicology as a tool to facilitate the transfer of emerging tech-
nologies (such as toxicogenomics, next-generation sequencing, and bioinformatics) into products that ben-
efit consumers, an important topic emphasized by the FDA’s initiative on advancing regulatory science.

Regulatory Sciences Program—Twenty scientists, including thirteen NCTR postdoctoral fellows and staff
from six different countries, enrolled in the inaugural class to obtain a Graduate Certificate in Regulatory
Sciences developed at the Fay W. Boozman College of Public Health, University of Arkansas for Medical Sci-
ences, in Little Rock, Arkansas. This program was developed under the Memorandum of Understanding be-
tween FDA and the State of Arkansas promoting development of regulatory science. Two courses began in
August 2012: FDA Regulations and Methods of Risk Assessment. Design and Management of Clinical Trials
and Good Laboratory Practices will be offered in the spring semester. The certificate program fills a critical

need for knowledge in regulatory sciences and demonstrates FDA's global influence. Hyperlink:
http://publichealth.uams.edu/academics/certificates/certificate-in-regulatory-science/

Metabolomics—Dr. Richard Beger , Director, Bi-
omarkers and Alternative Models Branch in the Divi-
sion of Systems Biology at NCTR, attended the
Metabomeeting 2012 meeting held September 25-
27 in Manchester, UK. Dr. Beger presented a talk
titled: Metabolic Profiles of Urine and Serum from
Children with Acetaminophen Overdose. Overdose
of acetaminophen (APAP), a widely used over-the-
counter analgesic and antipyretic drug, can cause
liver injury or liver failure. The results of NCTR and
other preclinical APAP studies indicate that acyl-
carnitines (a special class of fatty acids that can be
converted into energy by mitochondria in the cells)
detected in blood are increased and therefore are
potential early and noninvasive biomarkers of APAP-
induced liver injury. Overall, the current metabo-
lomic data suggest that APAP toxicity involves a cells

reduced ability to convert these special fatty acids
into energy. This research will continue, and Metab-
olomics will analyze more samples from children
with APAP overdoses over the next year.
Nanotechnology—NCTR scientists presented key-
note addresses at the 6th International Conference
on Nanotoxicology that was held September 4-7 in
Beijing, China. The first address focused on the ac-
tivities of the FDA Nanotechnology Task Force and
model studies for dermal penetration of nanoscale
materials. The second presentation discussed the
ongoing interdisciplinary activities for the safety as-
sessment of gold and carbon nanoparticles. The
conference, organized by the National Center for
Nanoscience and Technology of China, provided an
international forum for the discussion of the current
understanding of the toxicity of nanomaterials.
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Publications Accepted in Highly Recognized Scientific Journals

Ahn, Y., Jung, J., Chae, M., Jeon, C., Cerniglia,
C.E., In vitro Analysis of the Impact of
Enrofloxacin Residues on the Human
Intestinal Microbiota Using 1H NMR Spec-
troscopy, International Journal of Antimi-
crobial Agents (Accepted 07/03/2012).

Bandele, 0.J., Camacho, M., Ferguson, M.,
Reimschuessel, R., Stine, C.B., Black,
T.N., Olejnik, N., Keltner, Z.M., Scott, M.,
Gamboa Da Costa, G., Sprando, R.L.,
Performance of Urinary and Gene Expres-
sion Biomarkers in Detecting the Ne-
phrotoxic Effects of Melamine and Cy-
anuric Acid Following Diverse Scenarios
of Co-exposure, Food and Chemical Toxi-
cology (Accepted 09/17/2012).

Brookmire, L., Chen, J.J., Gudi, R., Levi, D.D.,
Evaluation of the Highest Concentrations
Used in the Chromosome Aberrations
Assay, Environmental and Molecular Mu-
tagenesis (Accepted 08/02/2012).

Chen, H., Kodell, R.L., Cheng, K.F., Chen, J.J.,
Assessment of Performance of Survival
Prediction Models for Cancer Prognosis,
BMC Medical Research Methodology,

12:102, 2012.

Chen, M., Zhang, M., Borlak, J. T., Tong, W., A
Decade of Toxicogenomic Research and
Its Contribution to Toxicological Science,
Toxicological Sciences (Accepted
07/12/2012).

Ding, Y., Chen, M., Liu, Z., Ding, D., Ye, Y.,
Zhang, M., Kelly R., Guo, L., Su, Z., Harris,
S.C,, Qian, F., Ge, W., Fang, H., Xu, X.,
Tong, W., atBioNet - An Integrated Net-
work Analysis Tool for Genomics and Bi-
omarker Discovery, BMC Genomics
(Accepted 07/09/2012).

Gollapudi, B., Dearfield, K.L., Kim, J.H., Her-
nandez, L.G., Jeffrey, A.M., Johnson, G.A.,
Julien, E., Pottenger, L.H., Lovell, D.,
White, P.A., Zeiger, E., MacGregor, J.T.,
Moore, M., Van Venthem, J., Thybaud, V.,
Toward a Quantitative Approach for As-
sessing Dose-Response in Genetic Toxi-
cology Studies, Environmental and Molec-
ular Mutagenesis (Accepted
07/24/2012).

Hong, H., Xu, L., Liu, J., Jones, W.D.., Su, Z.,
Ning, B., Perkins, R.G., Ge, W., Miclaus,
K., Park, K., Knox, B.L., Han, T., Fang, H.,
Lambert, C.G., Technical Reproducibility
of Genotyping SNP Arrays Used in Ge-
nome-Wide Association Studies, PLoS
One, 7(9):e44483, 2012.

Kaarthik, J., Pratt, M., Beland, F.A., Church-
well, M.I.,, McMullen, G., Olivero, O.A.,
Pogribny, I.P., Poirier, M.C., Benzo[a]
Pyrene (BP) DNA Adduct Formation in
DNA Repair Deficient p53 Haploinsuffi-
cient [Xpa(-/-)p53(+/-)] and Wild Type
Mice Fed BP and BP Plus Chlorophyllin
for 28 days, Carcinogenesis (Accepted
07/17/2012).
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Kanungo, J., Cuevas-Martinez, E.Y., Guzman-

Lopez, A.G., Guo, Z., Ramirez-Lee, M.A.,
Trickler, W.J., Paule, M.G., Ali, S.F., Nico-
tine Alerts the Expression of Molecular
Markers of Endocrine Disruption in
Zebrafish, Neuroscience Letters
(Accepted 08/23/2012).

Kim, J.N., Kim, B., Kim, S., Cerniglia, C.E., The

Effects of Crude Oil, Disperant and Qil-
Disperant Mixtures on Human Fecal Mi-
crobiota in an in vitro Culture System,
mBio (Accepted 09/24/2012).

Lin, Z., Lin, Y., Zhang, X., Kadlubar, S., Tuo, J.,

Huang, Y., Knox, B.L., Deng, H., Cheng,
W., Kadlubar, F.F., Ning, B., Differential
Promoter Activities and Functional Haplo-
types in the 5’-Flanking Region of Human
Sulfotransferase lal, Journal of Bio-
chemical Molecular Toxicology, 10:1002,
2012.

Liu, F., Guo, L., Toxicogenomics in the Evolu-

tion of Toxicology, Journal of Phar-
macogenomics and Pharmacoproteomics
(Accepted 08/21/2012).

Liu, Z, Fang, H., Ding, D., Kelly, R., Xu, X.,

Mendrick, D.L., Slikker, W., Tong, W., In
Silico Drug Repositioning - What We
Need to Know?, Drug Discovery Today,
doi:10.1016, 2012.

Lynn, A.M., Han, J., Foley, S.L., DNA Methods

in Food Safety: Molecular Typing of Food-
borne and Waterborne Bacterial Patho-
gens, Book Chapter: Salmonella
(Accepted 08/10/2012).

Myers, M.B., McKim, K.L., Parsons, B.L., A

Subset of Papillary Thyroid Carcinomas

Contain KRAS Mutant Subpopulations at
Levels Above Normal Thyroid, Molecular
Carcinogenesis (Accepted 08/01/2012).

Parshikov, I., Sutherland, J.B., Microbial

Transformations of Antimicrobial Quin-
olones and Related Drugs, Journal of
Industrial Microbiology and Biotechnolo-
gy (Accepted 08/26/2012).

Schmued, L.C., Raymick, J.B., Paule, M.G.,

Dumas, M.A,, Sarkar, S., Characterization
of Myelin Pathology in the Hippocampal
Complex of a Transgenic Mouse Model of
Alzheimer’s Disease: A Black-Gold Il
Study, Current Alzheimer Research
(Accepted 07 20/2012).

Schnackenberg, L., Saini, V., Abdulrazzaq, O.,
Bourdo, S., Dervishi, E., Petre, A., Bairi,
V.G., Viswanathan, T., Biris, A.S., Structur-
al and Optoelectronic Properties of P3HT-
Graphene Composites Prepared by in-situ
Oxidative Polymerization, Journal of Ap-
plied Physics, 112:054327, 2012.

Schnackenberg, L., Sun, J., Pence, L.M.,
Bhattacharyya, S., Gamboa Da Costa, G.,
Beger, R., Metabolomics Evaluation of
Hydroxyproline as a Potential Marker of
Melamine and Cyanuric Acid Nephrotoxi-
city in Male and Female Fischer F344
Rats, Food and Chemical Toxicity,
50:3978-3983, 2012.
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Sepehr, E., Lebl-Rinnova, M., Mann, M.K.,

Pisani, S.L., Churchwell, M.I., Korol, D.L.,
Katzenellenbogen, J.A., Doerge, D.R.,
Pharmacokinetics of the Estrogen Recep-
tor Subtype-Selective Ligands, PPT and
DPN: Quantification Using UPLC-ES/MS/
MS, Journal of Pharmaceutical and Bio-
medical Analysis (Accepted
08/18/2012).

Shakir, Z.F., Khan, S.A., Sung, K., Khare, S.,
Khan, A.A., Steele, R.S., Nawaz, M.S., Mo-
lecular Characterization of Fluoroquinolone
-Resistant Aeromonas spp. Isolated from
Imported Shrimp, Applied and Environ-
mental Microbiology (Accepted
08/17/2012).

Slikker, W., Miller, M.A., Tong, W., Fan, X,
2012 Global Summit on Regulatory Sci-
ence (GSRS-2012) - Modernizing Toxicolo-
gy, Toxicological Sciences, (Accepted
08/10/2012).

Thigpen, J., Setchell, K., Kissling, G., Lock-
lear, J., Caviness, G., Whiteside, T., Belch-
er, S., Brown, N., Collins, B., Lih, F., Tomer,
K.B., Padilla-Banks, E., Camacho, M., Adsit,
F., Grant, M., Forsythe, D., The Estrogenic
Content of Rodent Diets, Bedding, Cages,
and Water Bottles and Its Impact on Bi-
sphenol A Studies, Journal of the American
Association for Laboratory Animal Science
(Accepted 08/31/2012).

Wang, H., Mattes, W.B., Richter, P.,
Mendrick, D.L., An Omics Strategy for Dis-
covering Biomarkers Relevant for Regula-
tory Evaluation of Tobacco Products, Bi-
omarkers in Medicine (Accepted
09/03/2012).

Weng, Z., Greenhaw, J., Salminen, T., Shi, Q.,
Mechanisms for Epigallocatechin Gallate
Induced Inhibition of Drug Metabolizing
Enzymes in Rat Liver Microsome, Toxicolo-
gy Letters (Accepted 09/14/2012).

Xu, Z., Kelly, R., Zhou, G., Turner, S.A,, Ding,
D., Harris, S.C., Fang, H., Tong, W., SNP-
Track™: an Integrated Bioinformatics Sys-
tem for Genetic Association Studies, Hu-
man Genomics, 6:5, D0I:10.1186, 2012.

Yang, L., Li, Y., Hong, H., Chang, C., Guo, L.,
Lyn-Cook, B.A., Shi, L., Ning, B., Sex Differ-
ences in the Expression of Drug-
Metabolizing and Transporter Genes in
Human Liver, Drug Metabolism and Toxi-
cology, 3(3):10.4172/2157, 2012.

Yang, X., Salminen, W.F., Schnackenberg, L.,
Current and Emerging Biomarkers of Hepa-
totoxicity, Current Biomarker Findings,
2:43-55, 2012.

Zhao, Y., Zia, Q., Gamboa Da Costa, G., Yu,
H., Cai, L., Fu, P.P., Full Structure Assign-
ments of Pyrrolizidine Alkaloid DNA Ad-
ducts and Mechanism of Tumor Induction,
Chemical Research and Toxicology
(Accepted 07/16/2012).
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