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CURRICULUM VITAE 
Name: 
Date of birth: 
Nationality: 
Qualifications: 

KEITH ROGER BRAIN 
250545 
British 
BPharm (Nottingham) 1966 PhD (Bath) 1969 

CEO Employment: 
An-eX analytical services ltd 
Cardiff, UK 
(1988-date) 
and 

Honorary Senior Research Fellow 
School of Pharmacy and Pharmaceutical Sciences 
Cardiff University, UK 
(2011-date) 
Reader in Dermatopharmaceutics 
School of Pharmacy and Pharmaceutical Sciences 
Cardiff University, UK 
(1969-2011) 

For past 28 years CEO of An-eX analytical Services ltd, an independent contract R&D 
company based in Cardiff that is globally recognised for expertise in development and 
evaluation, particularly in the dermal field. 

Also member of the academic 
Sciences, Cardiff University for 42 years. 

staff of the School of Pharmacy and Pharmaceutical 

Expert Witness in Patent Litigation: 
I have acted as an Expert Witness in the following three patent litigation cases in the dermal 
area in the past four years. 

1) FOUGERA v TOLMAR Civil Action No 10-2635 (KSH) (PS) - Declaration (settled) 

2) NOVEN V WATSON Civil Action No 2: 11-cv-5997 (DMC) (MF) - Expert Reports, 
Deposition, Trial Preparation (settled) 

3) EN DO v MYLAN Civil Action No 1:11-cv-00220-GMS - Expert Reports (settled) 

I have also provided expert advice on other matters. 

MYLAN - EXHIBIT 1003 
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Selected external participation/esteem measures 
Expert Panel Member, Workshop on Dermal Absorption for Pesticide Risk Assessment: 
Harmonization of an In Vitro Protocol for Regulatory Use, MVS, Gaithersburg, MD, May 1-2, 
2012 
Member of HIPODERM consortium (An-eX, Cardiff University, Eirgen Pharma and Waterford 
Institute) awarded 836,000 euros through EU Marie Curie IAPP scheme (2011-2015) 
Member of the Planning Committee for the FDA/DIA meeting on Improved Development and 
Regulation of Transdermal Systems, Arlington VA, Sep 15-16, 2011 
Invited Speaker on TDDS: Past, Present and Future, at the FDA/DIA meeting on Improved 
Development and Regulation of Transdermal Systems, Arlington VA, Sep 15-16, 2011 
Invited Speaker on An Integrated Data-Driven Approach to Development and Evaluation of 
Improved Formulations for Dermal Protection, DTRA Dermal Toxicity Workshop, St 
Petersburg, FL, Jan 11-14, 2010 
One of two academic members on the ECETOC Selection Team - HETRA A2.3 International 
workshop on dermal exposure modelling meeting (part of the CEFIC Long-range Research 
initiative) in Brussels, Belgium, August 2003 

Invited participant in CEFIC expert workshop on methods to determine dermal permeation for 
human risk assessment, Utrecht, Netherlands, July 2004 
Invited member of Expert Workshop on Percutaneous Absorption, Institute for In Vitro 
Sciences, Gaithersburg, Md, USA, July 2005 
Frequent presentations at major national/international meetings 
Invited participant in Gordon Research Conference on Barrier Function of Mammalian Skin in 
Pisa, Italy, 1999, Bristol, Rl, USA, 2001 and Mount Holyoake, MA, USA, 2005 and 2007. 
Member of the Debating Team on each occasion. Invited Debate Moderator in 2009. 
Invited to join the Scientific Board, Society for Molecular Imprinting, September, 2006 
Invited Speaker, American Association of Pharmaceutical Scientists Annual Meeting, Salt 
Lake City, USA, November, 2003 
Invited Speaker, American Association of Pharmaceutical Scientists, Pharmaceutics and 
Drug Delivery Meeting, Philadelphia, USA, July, 2004 
Invited Speaker, Perspectives in Percutaneous Conference, La Grande Motte, France, April, 
2004 
Invited Speaker, AgChemForum Meeting, Amsterdam, Netherlands, September, 2004 
Invited Speaker, MIP2004 Workshop, Cardiff, September, 2004 
Invited Speaker, Perspectives in Percutaneous Conference, La Grande Motte, France, April, 
2006 
Invited Speaker, Perspectives in Percutaneous Conference, Southampton, April, 1999 

Conference Organisation 
Organiser of biennial international Perspectives in Percutaneous Penetration conference and 
Introductory Course on Percutaneous Penetration from 1993-date ((93, 95, 97, 98, 00, 02, 
04, 06, 08, 10, 12, 14, 16)). 
Organiser of biennial international Molecularly Imprinted Polymers Workshop from 2000-date 
(00, 02, 04, 06, 08, 10). 
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Both of these meetings are recognised as major global events. 

Reviewing 
Regular reviewer for: 

Analytical and Bioanalytical Chemistry 
Analytica Chimica Acta 
Bioorganic and Medicinal Chemistry 
Drug Metabolism and Disposition 
International Journal of Pharmaceutics 
Journal of Controlled Release 
Journal of Drug Targeting 
Journal of Investigative Dermatology 
Journal of Pharmacy and Pharmacology 
Nature Biotechnology 
Pharmaceutical Research 

Publications 
The data contained in the publication list below is divided into peer-reviewed publications, 
invited book chapters, authored books, edited books, peer reviewed papers in conference 
proceedings and conference abstracts. 

Publications in peer reviewed journals 
Martin CJ, Allender CJ, Brain KR, Morrissey, A, Birchaii, JC, Low temperature fabrication of 
biodegradable sugar glass microneedles for transdermal drug delivery applications, J Contr Rel, 2012, 
158, 93-101 

Green DM, Jones AC, Brain KR, Content variability of active drug substance in compounded oral 3,4-
diaminopyridine products. J Clin Pharm Ther. 2012, 37, 53-57 

Hillberg AL, Brain KR, Allender CJ, Design and evaluation of thin and flexible theophylline imprinted 
polymer membrane materials, J Mol Recognit. 2009, 22, 223-31 

Morris AP, Brain KR, Heard CM, Skin permeation and ex vivo skin metabolism ofO-acyl haloperidol ester 
prodrugs. Int J Pharm. 2009, 367, 44-50 

Morris AP, Brain KR, Heard CM, Synthesis of haloperidol prodrugs and their hydrolysis by porcine liver 
esterase, Drug Metab Lett. 2008, 2, 275-9 

Pearton M, Allender C, Brain K, Anstey A, Gateley C, Wilke N, Morrissey A, Birchaii J, Gene delivery to 
the epidermal cells of human skin explants using microfabricated microneedles and hydrogel formulations, 
Pharm Res. 2008, 25, 407-16 

Brain KR, Green DM, Api AM and Lalko J, In-vitro human skin penetration of the fragrance material 
geranyl nitrile, Toxicol. In Vitro, 2007, 2, 133-138 

Turner NW, Jeans CW, Brain KR, Allender CJ, Hlady V, and Britt DW, From 3D to 2D: A Review of the 
Molecular Imprinting of Proteins, Biotechnol. Prog., 22, 1474-1489 

Lavignac N, Brain KR, Allender CJ, Concentration dependent atrazine-atrazine complex formation 
promotes selectivity in atrazine imprinted polymers, Biosens Bioelectron, 2006, 22, 138-44 

5. 

g 

10. Coulman SA, Barrow D, Anstey A, Gateley C, Morrissey A, Wilke N, Allender C, Brain K, Birchaii JC, 
Minimally invasive cutaneous delivery of macromolecules and plasmid DNA via microneedles, Curr Drug 
Deliv, 2006, 3, 65-75 

11. Brain KR, Green DM, Dykes PJ, Marks R, Bola TS, The role of menthol in skin penetration from topical 
formulations of ibuprofen 5% in vivo, Skin Pharmacol. Physiol., 2006, 19,17-21 

12. Hillberg AL, Brain KR, Allender CJ, Molecular imprinted polymer sensors: Implications for therapeutics, 
Adv. Drug Del. Rev., 2005, 57, 1875-1889 

13. Birchaii J, Coulman S, Pearton M, Allender C, Brain K, Anstey A, Gateley C, N Wilke, A Morrissey, 
Cutaneous DNA delivery and gene expression in ex vivo human skin explants via wet-etch 
microfabricated microneedles, J. Drug Targeting, 2005,13, 415-421 
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