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CURRICULUM VITAE
NAME:


Edward Dale Helton

ADDRESS:


SAS Institute,                                               
                                                S 2050
                                                SAS Campus Drive, Cary, NC 27513

EDUCATION:

B.A. Chemistry, 1967 - Texas Tech University, Lubbock, TX

M.A. Biology, 1969- The College of William and Mary, Williamsburg, VA

Ph.D. Biological Sciences - Endocrinology, 

Biochemistry, and Cellular Physiology - 1972

University of California, Santa Barbara, CA.

National Institutes of Health Fellow 1972-1973, Steroid Biochemistry, Worcester Foundation for Experimental Biology, Shrewsbury, MA

World Health Organization Postdoctoral Scientist (1973-76), Southwest Research Foundation, San Antonio, TX 

BACKGROUND:



1999 to present-                     Chief Scientist, Safety and Bioinformatic Sciences,                                           SAS Institute                         Healthcare and Life Sciences Global Practice(2001 to present) - responsible                                                    for 1) Part 11 Compliance, Audits and Validation, 2) active participation                                                        and leadership in global standards and bioinformatics - CDISC/HL7, 3)                                                          FDA/NIH/ Clinical & Translational Science interface for  re-engineering                                                        Critical Path/ NIH Roadmap Technology/Software,  4)innovative statistical                                                    technology for Pharma/Public Health  (translational sciences/pharmaco-                                                         vigilance, metadata management and  pharmaco-statistical/study simulation                                                   modeling 
                                              Vice President, Regulatory and Biomedical Affairs                                                                                           SAS/iBiomatics( 2000 to 2001) - Concept and Design of  Part 11 Validated  


          Software for Discovery/Genomics, Preclinical and Clinical FDA IND/NDA                                                   and e-CTD/ICH submission of safety and efficacy data.        

                                              Principal Pharmaceutical and Regulatory Scientist (Pharmaceutical Practice 
 

          Principal), PharmaHealth Technology R&D Division, SAS Institute, Inc.,                                                       (1999 to 2000) Cary, NC. – Development of Part 11 FDA Software                                                                validation and compliance 
2003 – Present 

Clinical Data Interchange Standards Consortium –CDISC and Health Level                                                   Seven – HL7



                                                Clinical Data Interchange Standards Consortium (CDISC)                                                                               Board of Directors Member – Jan 2003 to present and BOD 
                                                Chair-elect (2006& 2007) and (Chair 2008 & 2009) and Past Chair 2010/11                                                

                                                Health Level Seven (HL7).  Co -Chair of Regulated Clinical Research                                                            Information Technical Committee( RCRIM)2007 & 2008. Ex-offico  HL7                                                     Board Member and Chair of Out Reach For Clinical Research Committee                                                                                                                                                                                                                                                                           
1997 to 1999                           Associate Professor of Research, Department of Neurosurgery, University of Virginia School of Medicine. Head of Drug Safety and Regulatory Affairs/Senior Clinical Study Director, NeuroClinical Trials Center( Neurology Center of Excellence), UVA, Charlottesville, VA.
1997(Quintiles)

Senior Strategic Scientist, CNS Therapeutics and Vice President, Quintiles Pacific, Rockville, MD

1996 -1997 
                        Vice President, Regulatory Affairs, Quintiles Americas, Rockville, MD

1995 -1996 
                        Senior Regulatory Scientist and Vice President - MedDRA Developer and Contract Administrator, Quintiles, Inc., Bethesda, MD

1989 -1995(STP)                 
Sigma Tau Pharmaceuticals:  Director, Research and Regulatory Affairs  (CNS, Cardiovascular, ESRD and Metabolic Disease – Drug Safety, Chem, Manuf & Control Data, PK/PD/Biopharmaceutics, FDA/NIH Liaison, Discovery, Pharm/Tox and Trial Support), Sigma-Tau Pharmaceuticals, Inc.

1994  - 1995


and US Vice President of Regulatory Affairs, Gaithersburg, MD

1984 - 1989


Director, Drug and Clinical Toxicology, Hospital Professional Staff, Center for Rehabilitation and Occupational Health, St. Francis Memorial Hospital, San Francisco, CA   94109

1981-1984


Associate Professor of Toxicology


and Associate Professor of Chemistry


Coordinator, Graduate Toxicology Program






New Mexico State University, Las Cruces

1979 - 1981
       

Associate Professor of Toxicology, Chief of Biochemical Toxicology, Institute for Comparative and Human Toxicology, Albany Medical School, Albany, NY(Primate Research Institute, Holloman, AFB) 
1978 - 1979


Director, Department of Chemistry, Biologic Safety Evaluation Division, Litton Bionetics, Inc., Kensington, MD  20895 – GLP Chemistry 
1976 – 1978(FDA)

(May - Sept 1978)

Director, Drug Research and Evaluation Program  

(Mar 1976 - May 1978)
Hormone Research Program, GS14 Career Research Chemist(Drug Safety), National Center for Toxicological Research, Food and Drug Administration, Jefferson, AR   72079  and Assistant Professor of Pharmacology and Pediatrics  (Adjunct), University of Arkansas for Medical Sciences, Little Rock, AR
1975 – 1976(US Army)       Chief, Clinical Investigation, Brooke Army Medical Center, Fort                                                                     Sam Houston, TX, -- Captain(03), Military Occupational Specialty –                                                               Biochemist, Medical Service Corp, U.S. Army. 
                                             Co-Chairman of Brooke Army Medical Center Research Committee and Co-                                                 Chairman Human Research Committee (IRB) Fort Sam Houston, San                                                             Antonio, TX

(1973 - 1975)

            Director, Clinical Investigation Laboratory-- PK/PD, Safety & Discovery 

Brooke Army Medical Center, Fort Sam Houston, TX 

Assistant Professor of Endocrinology and Biochemistry (Adjunct)

Department of Allied Health and Life Sciences, University of Texas, San Antonio, TX

1973 - 1976

            World Health Organization Postdoctoral Steroid Biochemist – synthetic                     steroid PK/PD, Safety and structure/activity relationships 
Southwest Foundation for Research and Education, San Antonio, TX
AWARDS AND GRANTS:

National Institutes of Health Postdoctoral Fellow, 1972-1973.

Brooke Army Medical Center Research Grant C-175.  The Human Hepatic In Vitro Metabolism of the Synthetic and Natural Estrogens, 1974-1976.

Meritorious Service Medal - United States Army, 1976.

SOCIETY MEMBERSHIPS:

Society of Toxicology

The Endocrine Society

American Association for Clinical Chemistry

American Chemical Society

Health Level 7
Clinical Data Interchange Standards Consortium 
ADDITIONAL APPOINTMENTS:

Editor, Journal of Applied Toxicology (1985 - 1995)

Consulting Staff Toxicologist (1988-1989), Stanford Research Institute, Palo Alto, California

Affiliate Faculty (1986-1989)

California Primate Research Center, University of California,

Davis, California

Regulatory Scientist, Research and Development (1986-1989)

White Sands Research Center, Alamogordo, New Mexico

Clinical Toxicologist (1985-1988)

Readicare (California Industrial Medical Clinic), San Francisco, California

Consultant Research and Development (1984-1986)

Chantal Pharmaceuticals, Santa Monica, California

Human  Toxicologist (1988-1989)

Xerox, Palo Alto Research Center, Palo Alto, California

Regulatory Scientist(1986-1989)

Hana Biologics, Inc., Alameda, California

Senior Regulatory Scientist

Angiogenics Ltd., Los Angelos, California

PROFESSIONAL ACTIVITIES:

Program Chairman, Session in Pacific Conference on Comparative Endocrinology held in Santa Barbara, California, May 8-9, 1970.

Invited paper, 6th International Symposium on Comparative Endocrinology, Banff, Canada, June 13-19, 1971.

Scientific Communication - 4th International Congress Hormonal Steroids, Mexico City, September 2-7, 1974.

Invited paper, 3rd Annual National Center for Toxicological Research/Hormone Research Symposium, Little Rock, Arkansas, November 15-17, 1976.

Consulting Biochemist to the Bureau of Foods on Nitrofurans, February, 1977.

Session Chairman and Invited Paper, 4th Annual National Center for Toxicological Research/Hormone Research Symposium, Little Rock, Arkansas, October 24-26, 1977.

Expert Witness, Food and Drug Administration - Diethylstilbestrol Hearings, Rockville, Maryland, January 12, 1977.

PROFESSIONAL ACTIVITIES:   (Continued)

Invited Speaker, National Institute of Occupational Health and Safety - Workshop on Estrogens in the Environment, Cincinnati, Ohio, February 9-10, 1978.

Invited Speaker, Annual Meeting of the Association of Official Analytical Chemists, San Francisco, California, May 6-7, 1979.

Session Chairman, Gordon Research Conference of Toxicology and Safety Evaluations, Meriden, New Hampshire, July 30-August 3, 1979.

Invited Speaker, Department of Chemistry, New Mexico State University, Las Cruces, New Mexico, November 15, 1980.

Invited Speaker, Genentech Corporation, So. San Francisco, California, April 20, 1981.

Invited Lecturer, Northwest Center for Medical Education, Indiana University School of Medicine, September, 1981

Study Drug Monitor and Toxicologist to the Animal Health Institute, 1981 - 1984.-  Safety and Teratology of Sulfonamides
Invited Speaker, Society of Toxicology/American Society of Pharmacology and Experimental Therapeutics, Louisville, Kentucky, August 15-19, 1982.

Invited Speaker, Northern California Occupational Health Center, University of California, San Francisco, San Francisco General Health Center, April 11, 1984.

Invited Speaker, National Conference of Administrative Law Judges/Department of Labor, Ocean City, Maryland, September 11, 1984. Invited Speaker, Gordon Research Conference on Environmental and Genetic Toxicology, Plymouth, New Hampshire, June 26-30, 1978.

Faculty Member, California Society of Industrial Medicine and Surgery, Maui, Hawaii December 26, 1984 - January 2, 1985.

Invited Speaker, University of California, San Francisco, Toxicology Seminar, June 19, 1985.

Invited Speaker, Department of Dermatology, University of California, San Francisco, California, January 12, 1987.

PROFESSIONAL ACTIVITIES:   (Continued)

Faculty Member, California Society of Industrial Medicine and Surgery, Laguna Nigel, California, July 26-27, 1987.

Invited Speaker, Pacific Occupational Safety and Health Conference, Reproductive Health Effects in the Work Environment.  Irvine, California, 1988.

Drug Information Association Symposium,  Models for Launching and Coordinating Multi-Center Trials( Managing Time, Cost and Quality)   April 27, 1998. New Orleans, LA.  Session Chairman- CRO Model

Drug Information Association Symposium, Data Safety Monitoring Boards, Invited Speaker, September 14-15, 1998.  Washington, D.C.

Drug Information Association Symposium, Opportunities for Improving the Clinical Drug Development  Process: Managing Quality, Time and Cost , Session Chairman—Philadelphia, May 8-9, 2000.

Re-engineering Phase 1/11a Trials, Invited Speaker- A Strategy for Integration and Access to Pre-Clinical and Early Human Trial Data , July 10-12, 2000. 

           Patricia Halley and Edward Helton - DIA 7th Annual Computer Validation Conference. Presentation  and abstract. Validation Requirements of the Application Service Provider.  Feb 27-March 1, 2002.

           Edward Helton, Patricia Halley and David Handelsman.  SAS Solution for Addressing 21 CFR                    Part11—P21 Biomedical Platform.  2002  PharmaSUG,  Salt Lake City, Utah.

           David Olaleye, Eugene Lightfoot and Edward Helton—DIA Optimizing Clinical Development:                    Building Effective Clinical Data Repository to support Post-Marketing Drug Surveillance, Product              Defense and  Predict Clinical trial Outcomes. 5-26  July 2002 , Baltimore , MD

           Edward Helton – CDISC Validation in SAS and the Pharmaceutical Industry.  SUGI, Toronto      
May,2004 and PharmaSUG , San Diego - June 2004
          Numerous presentations 2004 -2007 worldwide in drug safety and efficacy in relationship to                         complaint bioinformatics and data standards for FDA Regulated therapeutic product development                and public health.
LABORATORY:

	BASIC RESEARCH AND PHARMACEUTICAL EXPERIENCE: (Laboratory)



	PHARMACEUTICAL
	STUDY
	SPONSOR

	Corticosterone
	metabolism/pharmacokinetics
	National Science Foundation

	
	
	

	Aldosterone
	metabolism/pharmacokinetics
	National Science Foundation

	
	
	

	
	
	

	19-nor progestin
	in vitro oxidation
	National Institutes  of Health, Worcester Foundation for Ex perimental Biology -

	Red Colors 9, 27, 36
	GLP Chemistry                         
	CCMA

	17 alpha-ethynylestradiol and mestranol
	metabolism/pharmacokinetics of oral contraceptive steroids
	World Health Organization – contract grant as steroid biochemist

	
	
	

	Diethylstilbestrol and estradiol
	metabolism/pharmacokinetics

toxicology/teratology
	Food and Drug Administration

	
	
	

	Cholinesterase inhibitor
	GLP Chemistry
	Mobil Oil Corp.

	
	
	

	Analgesic
	GLP Chemistry
	Endo/E.I. DuPont Corp

	
	
	

	Plasticizer
	GLP Chemistry
	National Cancer Institute

	
	
	

	Flavor enhancers
	GLP Chemistry
	FEMA

	
	
	

	Bromide sterilant
	residue analysis in foods
	Great Lakes Chemicals

	
	
	

	Diuretic
	pharmacokinetics/ pharmacodynamics
	Merrell National Labs

	
	
	

	Insect repellent
	dermal absorption excretion
	 S.C. Johnson & Son

	
	
	

	Antihypertensive
	pharmacological study
	Ciba Geigy

	
	
	

	4-aminobiphenyl
	pharmacokinetics/pharmacodynamics
	E.I. DuPont De Nemours & Co.

	
	
	

	
	
	

	Chondroitin sulfate anterior ocular chamber support
	pharmacokinetics/pharmacodynamics
	Rorer/CILCO Corp.

	
	
	

	Saccharin
	toxicology and voluntary intake
	Calorie Control Council/Pepsico

	
	
	

	Cosmetics/skin care treatment products
	toxicology studies
	Bio-Pharma Corp & American Cyanamide

	
	
	

	anti-herpetic drug
	Animal  Pharm /Toxicology

FDA Registration (IND)
	U.S. Soil Corp

	
	
	

	Caramel color
	Pharmacokinetics and pharmacodynamics
	Caramel Concentrate Council

	
	
	

	food, drug, and cosmetic color Red No. 3
	endocrine carcinogenicity of Red No.3  for the induction thyroid follicular hyperplasia
	CCMA required to FDA for US Public Health 

	
	
	

	Psychoactive drug
	primate toxicology subacute
	IDEA Corporation

	
	
	

	anti-androgen
	FDA Registration

toxicology & endocrine

evaluation
	Chantal Pharmaceutical

	
	
	

	Dermal UV screening agents
	biochemical mechanism
	American Cyanamide  

	
	
	

	anti-herpetic drug
	FDA Registration

toxicology evaluation
	Sovran Phamaceutical

	
	
	

	Recomb. human growth hormone & superoxide dismutase
	FDA IND Submissions,
safety & toxicology evaluation 
	Bio-Technology General Corp.

	
	
	

	FD&C Colors Red Nos. 9, 27, 36
	GLP Chemistry
	CTFA

	
	
	

	Cellular fetal implants (human) for treatment of type 1 diabetes
	Pharm /tox safety evaluation
	Hana Biologics

	
	
	

	Antimicrobial
	Toxicology

FDA Registration
	Colgate-Palmolive Kendall Division

	Protein hormone
	FDA Registration Strategy
	Proctor & Gamble Norwich Pharm.

	
	
	

	Growth factor
	FDA Registration

IND Submission
	Kendall Corp.

	
	
	

	anti-viral drug/nucleoside for HIV
	IND Submission
	Stanford Research Institute

	
	
	

	catheter implant
	toxicology review
	Shiley Corp.

	
	
	

	anti-allergy drug
	IND Submission
	Comm Tech

	
	
	

	Levocarnitine/inborn errors of metabolism( oral and  parenteral formulations)
	FDA Registration

NDA 18-948/ NDA 20-182, 2nd levocarnitine deficiency
	Sigma-Tau Pharm., Inc. (STP)

US Subsidiary of Sigma-tau, Italy

	
	
	

	Head of US GMP Manufacturing –Tablets, Oral Solutions and Intravenous Formulations
	US prescription products and approved formulations and clinical supplies for US and European  Trials
	STP and Sigma-tau, Italy – 
US and European pre-approval inspections and facilities inspections, CMC Supplements.

	
	Sigma –tau Pharmaceuticals
	

	ALCAR (Alzheimer Disease and Diabetic Peripheral Neuropathy)
	Phase III Trial, responsible for  biopharmaceutics program and FDA liaison, Pharm/Tox, Safety reporting and CMC
	STP(US and Italy), SmithKline Beechham and Hoffmann-LaRoche

	
	
	

	Propionyl-L-carnitine( peripheral arterial disease)
	Phase III Trials, responsible for biopharmaceutics program and FDA liaison, Safety reporting, Pharm/Tox and CMC
	STP and Sigma-tau, Italy 

	
	
	

	Levocarnitine (pediatric cardiomyopathy and end stage renal disease)
	Phase III Trials, responsible for 
FDA liaison and Orphan Drug Designation Applications –Safety reporting , CMC, Pharm/Tox and Biopharmaceutics
	STP and Sigma-tau, Italy

	
	
	


	Further Biopharmaceutical  Experience:

Quintiles and The NeuroClinical Trial Center, UVA School of Medicine:  Representative Projects



	PHARMACEUTICAL
	STUDY/Product
	SPONSOR

	FDA MedDRA Contract Adninistrator and Quintiles Director
	Build MedDRA under the auspices of ICH for an international safety reporting terminology
	FDA/CDER contract holder and reviewer of  mapping and resultant System and Organ Classifications

	
	
	

	Aricept NDA submission for Alzheimer  Dementia 
	NDA for FDA Market Approval
	Eisai/Pfizer

	
	
	

	Endothelin antagonist
	Pre-IND preparation and presentation to the FDA Division of NeuroPharmacological Drug Products
	Vanguard Pharmacueticals

	
	
	

	Xenon gas as a MRI bio-imaging and  contrast agent 
	Develop and gain FDA approval for effective cerebrovascular contrast agent  
	Aga GAS

	Neuroreparative and neuro- protectant for ischemic or hemorrhagic stroke
	Prepare and submit US NDA for US market approval
	Interneuron Pharmaceuticals

	Synthetic peptide for neurological pain in chronic treatment of diabetic peripheral neuropathy population
	Safety and efficacy, FDA Liaison, IND preparation, Phase II clinical trial performance 
	Myelos Corporation

	Numerous IND and NDA Submissions – antibiotics, peptides, antivirals, etc
	Drug Safety and Efficacy submissions to US and Global regulatory authorities 
	Quintiles Incorporated


	PUBLICATIONS 


	Mathes, M.C. and Helton, E.D.:  The Production of Microbial-Regulatory Materials by Isolated Aspen Tissue.  Plant and Cell  Physiology., 12:509-517, 1971.

	

	Holmes, W.N., Bradley, E.L., Helton, E.D. and Chan, M.Y.: The Distribution and Metabolism of Corticosterone in Birds.  IN, Proceedings of the 6th International Symposium on Comparative Endocrinology, Gen. and Comp. Endocrinol., Suppl 3, 226-278, 1972.

	

	Helton, E.D. and Holmes, W.N.:  The Distribution and Metabolism of Labelled Corticosteroids in the Duck (Anas platyrhincos).  Journal Endocrinol., 56:  361-385, 1973.

	

	Williams, M.C., Helton, E.D. and Goldzieher, J.W.:  The Urinary Metabolites of 17a-ethynylestradiol-9, 11, 3H in Women.  Chromatographic Profiling and Identification of Ethynyl and Nonethynyl Compounds.  Steroids, 25:  229-240, 1975.

	

	Helton, E.D., Williams, M.C. and Goldzieher, J.W.:  Human Urinary Liver Conjugates of 17a-ethynylestradiol.  Steriods, 27:  851-867, 1976.

	

	Helton, E.D., Williams, M.C. and Goldzieher, J.W.:  Oxidative Metabolism and De-ethynyllation of 17a-ethynylestradiol by Baboon Liver Microsomes.  Steroids, 30:  71-83, 1977.

	

	Helton, E.D. and Goldzieher, J.W.:  Metabolism of Ethynyl Estrogens.  J. Toxicol. Environ. Health, 3:  321-341, 1977.

	

	Helton, E.D. and Goldzieher, J.W.:  The Pharmacokinetics of Ethynyl Estrogens.  A Review.  Contraception, 15(3):  255-284, 1977.

	Helton, E.D., Casciano, D.A., Althaus, Z.R. and Plant, H.D.: Metabolism of 17a-ethynylestradiol by Intact Liver Parenchymal Cells Isolated from the Mouse and Rat. J. Toxicol. Environ. Health, 3:953-963, 1977.

	

	Horning, E.D., Thenot, J.P. and Helton, E.D.:  Toxic Agents Resulting from the Oxidative Metabolism of Steroid Hormones and Drugs. J. Toxicol. Environ. Health, 4:  341-361, 1978.

	

	Helton, E.D., Hill, D.E., Gough, B.J., Lipe, G.W., King, J.W., Jr., Horning, E.C. and Thenot,   J.P.:  Comparative Metabolism of Diethylstilbestrol in the Mouse, Rhesus Monkey and Chimpanzee. J. Toxicol. Environ. Health, 4:  482-483, 1987.

	

	Helton, E.D., Hadd, H.E., Williams, M.C. and Goldzieher, J.W.: Synthesis of 17b-D-Glucopyranosiduronic Acid of 17a-ethylnylestradiol.  J. Steroid Biochem., 9:  237-238, 1978.

	

	Helton, E.D., Hill, D.E., Lipe, G.W. and King, J.W., Jr.: Metabolism of DES in the Rhesus Monkey and Chimpanzee.  J. Environ. Path. Toxicol. 2:  521-537, 1987.

	

	Helton, E.D., Gough, B.J., King, J.W., Jr., Thenot, J.P. and Horning, E.C.:  Metabolism of diethylstilbestrol in the C3H mouse:  Chromatographic Systems for the Quantitative Analysis of DES Metabolic Products.  Steroids, 31(4):  471-484, 1978.

	

	Hill, D.E., Slikker, W., Jr., Helton, E.D., Lipe, G.W., Newport,  G.D., Sziszak, T.J. and Bailey, J.R.:  Transplacental Pharmacokinetics and Metabolism of Diethylstilbestrol and 17B-Estradiol in the Pregnant Rhesus Monkey.  J. Clin. Endocrinol. Metab. 50(5):  881-888, 1980.

	

	Hadd, H.E., Slikker, W.  and Helton, E.D.:  The Synthesis and Characterization of the Glucopyranosiduronic Acids of  17a-ethynylestradiol-17B.  J. Steroid Biochem., 13:  1107-1114, 1980.

	

	Raitano, L., Slikker, W., Hill, D.E. and Helton, E.D.:  Ethynyl Cleavage of 17a-ethynylestradiol in the Rhesus Monkey.  Drug Metabolism and Disposition, 9(2):  129-134, 1981.

	

	Fuller, G.D., Yates, D., Helton, E.D. and Hobson, W.C.:  Diethylstilbestrol of Gonadotropin Patterns in Infant Rhesus Monkeys.  J. Steroid Biochemistry, 15: 497, 1981.

	

	Clark, J.D., Williams, M., Upchurch, S., Ericksson, H., Helton, E.D. and Markaverich, B.:  Effects of Estradiol-17-A on Nuclear Occupancy of the Estrogen Receptor, Stimulation of Nuclear Type II Sites and Uterine Growth. J. Steroid Biochem., 16:  323-328, 1982.

	

	Helton, E.D.:  Biomedical and Toxicological Evaluation. Occupational Disease Litigation, Course Handbook Series Number 206 (H4-4882), Practicing Law Institute, 1982.

	Helton, E.D., Purdy, R. and Williams, M.C.:  Analytical Methodology for Estrogen Analysis.  pp. 259-293 IN:  Handbook of Carcinogens and Other Hazardous Chemicals, Bowman, M. (Ed.), Marcel Dekker, Inc., New York, NY, 1982.

	

	Jurek, A., Althaus, Z.R., Slikker, W. and Helton, E.D.:  Chronic Effects of Diethylstilbestrol on Estrogen Metabolism in the Mouse.  J. Environ. Path. Toxicol. And Oncology.  16(3), 1983.

	

	Hadd, H.E., Slikker, W., Miller, D.W. and Helton, E.D.:  Studies on Synthesis of the Anomeric Pair of 17B-Glucuronides of Ethynylestradiol.  J. Steroid Biochem. 18:  1-7, 1983.

	

	Helton, E.D. and Holt, J.H.:  The Diagnosis or Misdiagnosis of Occupational Disease.  Prentice-Hall, Inc. Labor Relations Guide Service, 40:  173-178, January, 1983.

	

	Helton, E.D.:  Biomedical and Toxicological Evaluation. Occupational Disease Litigation, Course Handbook Series No. 237 (H4-4194), Practising Law Institute, 1983.

	

	Helton, Edward D. and Holt, Joan H.:  Evaluating the Causation of Occupational Disease, Prentice-Hall, Inc. Labor Relations Guide Service, Vol. 40:  173-178, March 1984.

	

	Schoenig, J., Westland, J. and Helton, E.D.:  Effect of Short-Term Administration of Sodium Saccharin on Rhesus Monkey.  Food Chemical Toxicology, Vol. 22(12):  931-934, 1984.

	

	Helton, Edward, Joan H. Holt and Frederic H. Newton:  Human Solvent Intoxication:  An Industrial Problem.  Prentice-Hall, Inc. Labor Relations Guide Service, pp. 215-218, June 1985.

	

	Helton, E.D.:  Critical Review of Cadmium Intoxication.  Submitted to California South Coast Air Quality Monitoring District/Radian Corp.

	

	Helton, E.D., Westland, J.A. and Mueller, W.:  Placental Transfer of Pentachlorophenol in Rhesus Monkeys.  In press. Journal of Applied Toxicology.

	

	Helton, E.D.:  The Potential Carcinogenicity of Plant Polyphenolic Compounds.  Submitted to the J. of Applied Toxicology.

	

	Winter, L. Linn, E. Zorn, S.A. Winter, N. Visveshwara, K. Rajani, D. Chopra, E. Helton:  Neonatal Indications for Carnitine Therapy.  Proceedings of the 2nd World Congress of Perinatal Medicine, September, 1993.  Parthenon Publishing, Lanco, U.K.

	

	Sahajwalla, E. D. Helton, et al.:  Comparison of L-Carnitine Pharmacokinetics with and without Baseline Correction Following Administration of Single 20 mg/kg I.V. Dose.  Journal of Pharmaceutical Sciences, Vol. 84(5), May, 1995

	Sahajwalla, E.D. Helton, E.D. Purich, C.L. Hoppel, and B.E. Cabana:  Multiple Dose Pharmacokinetics and Bioequivalence of L-Carnitine 330 mg Tablet versus 1 gram Chewable Tablet versus Enteral Solution in 15 Healthy Adult Male Volunteers.  Journal of Pharmaceutical Sciences, Vol. 84(5), May 1995

	

	Winter, E.M. Zorn, W.H. Vance, E. Helton, L.Linn, H.Winter.  Plasma Carnitine Concentrations in Pregnancy, Cord Blood, and Neonates and Children.  Accepted by Clinica Chimica Acta: International Journal of Clinical Chemistry and Applied Molecular Biology, 243 (1995) 87-93.

	

	Winter, W.L. Nyhan, T. Bohan, S. Kahler, L. Linn, K. Jue, E. Helton.  Experience with L-Carnitine in the Treatment of Inborn Errors of Metabolism.  Submitted to: Journal of the American Medical Association.

	

	Winter, K. Jue, J. Prochazka, M. Tripp, W. Hamilton, P. Francis, L. Linn, E. Helton.  L-Carnitine in the Treatment of Pediatric Cardiomyopathy.  Journal of Child Neurology.  Volume 10, Supplement Number 2, November 1995.

	

	

	

	Winter, K. Jue, C.R. Roe, S. Kahler, L. Linn, E. Helton, W.L. Nyhan, T. Bohan.  Injectable Levocarnitine in Pediatric Patients.  Planned submission (12/1999) to:  Journal of Parenteral and Enteral Nutrition.

	

	Stevens, M.J., Lattimer, S.A., Feldman, E.L., Helton, E.D., Millington, D.S., Sima, A.A.F., D.A. Greene.  Acetyl-L-Carnitine as a cause of altered nerve myo-inositol content, Na, K-ATPase activity, and motor conduction velocity in the streptozotocin-diabetic rat. Metabolism 45(7): 865-872(JUL 1996)

	

	Bohan, T., Helton, E., Koch, G. The Efficacy of L-Carnitine Treatment in Valproate Induced Hepatotoxicity. Volume 56/Number10. Journal of Neurology. May, 2001.

Edward Helton, PhD, Robert Darragh, M.D., Paul Francis, M.D., F. Jay Fricker, M.D., Kenneth Jue, M.D., Gry Koch, Ph.D., Douglas Mair, M.D., Mary Ella Pierpont, M.D., James V. Prochazka, M.D., Lawrence S. Linn, M.A., Susan C. Winter, M.D.  Metabolic Aspects of Myocardial Disease and a Role for L-Carnitine in the Treatment of Childhood Cardiomyopathy.  Volume 105: No 6, June 2000 Pediatrics.

Carol Rozwell, Rebecca Kush, Edward Helton.  Data management and CDISC standards. Applied Clinical Trials.Vol16, Number 6, p70, 2007. 

Gale Kongable, Edward Helton and James Torner;: International Study of Unruptured Intracranial Aneurysm in Women.  In Preparation for the J. of  Neurosurgery – 2004.

	

	

	ABSTRACTS:

	

	Williams, M.C., Helton, E.D. and Goldzieher, J.W.:  The Metabolism of Ethynylestradiol in Women.  Endocrinol. 94:  315, Suppl. 1974.

	

	Helton, E.D., Williams, M.C. and Goldzieher, J.W.:  The Metabolism of Ethynylestradiol in Women.  J. Steroid Biochem. 5:  320, 1974.


	ABSTRACTS (continued)

	Helton, E.D., Williams, M.C., Rao, P.N. and Hadd, H.:  Urinary and Liver Conjugates in 17a-ethynylestradiol in Women.  IN:  Proceedings of the 58th Annual Meeting of the Endocrine Society, 1976.

	

	Helton, E.D. and Gough, B.J.:  Excretion and Metabolism of Tritiated Diethylstilbestrol in the Female C3H Mouse.  J. Toxicol. Environ. Health, 3:  352-353, 1977.

	

	Helton, E.D., Williams, M.C. and Goldzieher, J.W.:  Oxidative Metabolism and De-ethynylation of 17a-ethynylestradiol in Baboon Liver Microsomes.  J. Toxicol. Environ. Health, 3:  353-354.

	

	Hill, D.E., Helton, E.D., Lipe, G.W., Newport, G.D., Sziszak, T.J., Bailey, J.R. and Young, J.F.:  Transplacental Transfer, Metabolism and Pharacokinetics of Diethylstilbestrol (DES) and Estradiol-17B(E2) in Pregnant Rhesus Monkeys.  IN:  Proceedings of the 60th Annual Meeting of the Endocrine Society, 1978.

	

	Hadd, H.E. and Helton, E.D.:  Synthesis and Characterization of 3 and 17-D-glucuronide Triacetyl Monomethyl 17a-ethylnylestradiol 17B. IN: Proceedings of the 60th Annual Meeting of the Endocrine Society, 1978.
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