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Accomplished	 Statistician	 with	 expertise	 in	 study	 design,	 strategic	 development	 plans	 and	
representing	statistical	views	to	worldwide	regulatory	agencies.	Developed	the	TagrissoR	(Oncology)	
study	designs	and	 represented	AstraZeneca	at	FDA	and	EMA	meetings.	Analytically	minded	with	a	
breadth	of	experience	across	phases	I	to	IV	and	statistical	lead	for	in-licensing	and	due	diligence.			
	
KEY	SKILLS	
	
Technical	 Experience	–	 utilises	SPLUS,	 SAS,	 R,	NQuery,	 EAST	 to	 develop	 study	 design	 and	 analyse	
data	to	improve	precision	
Collaborative	Approach	–	operates	cross-functionally	to	design	studies	and	interpret	information,	
providing	support	and	guidance	to	colleagues	
Communication	Excellence	–	translates	complex	concepts	into	information	that	can	be	readily	
understood	by	non-statisticians	
Organisation	Capabilities	–	applies	time-management	to	ensure	successful	outcomes	when	
managing	multiple	projects,	statisticians,	programmers,	and	information	scientists	
Regulatory	Knowledge	–	receives	acknowledgement	from	colleagues	through	attending	regulatory	
meetings	and	providing	input	to	submissions		

	
PROFESSIONAL	EXPERIENCE	
	

																														Statistical	Science	Director	and	Biometrics	Team	Lead	for	AstraZeneca	(2004	to	22nd	Dec	2016).		
Design	and	analysis	of	clinical	trials	(phases	I	to	IV)	and	strategic	development	plans.		

• Therapy	 areas	 include	 Oncology	 (immuno-oncology,	 lung,	 breast	 [advanced	 and	 neo-
adjuvant],	melanoma,	uveal	melanoma,	pancreatic,	colorectal,	gastric	cancers	and	leukemia)	
and	Infection		

• Regulatory	experience	with	FDA	(Type	B,	C	meetings;	3	submissions),	EMA	(scientific	advice	
and	submissions)	and	worldwide	regulatory	authorities		

• Developed	the	study	designs	and	programme	for	TagrissoR	(FSI	to	US	approval	in	2yrs,	8mo)	
and	statistical	lead	for	regulatory	interactions	with	FDA	and	EMA		

• Statistics	lead	for	in-licensing	and	due	diligence	in	the	Haems	area	
	

Biostatistician	for	Adis	Evidence,	Adis	International	Cheshire	(2003-2004),	UK.		
Provided	health	economic	and	competitor	analyses	to	the	Pharma	Industry.		

• Therapeutic	areas	included	oncology,	cardiovascular,	and	respiratory	medicine		
	
Biostatistician.	 Medical	 Data	 Research	 Centre,	 Providence	 Health	 System,	 St	 Vincent	 Hospital,	
Portland	OR,	USA	(2001-2003).			

• Analysed	large	cardiothoracic	datasets	
• Led	design	and	analysis	of	state-wide	cluster	randomised	trial,	and	primary	care	studies		

	
Biostatistician.		Department	of	Cardiology,	University	of	Wales	College	of	Medicine,	UK	(1998	–	
2001)	

• Research	Statistician	and	UK	co-ordinator	for	a	multi-centre	study		
• Design	 and	 analysis	 of	 research	 projects	 within	 cardiology,	 pharmacology,	 and	 respiratory	

medicine	
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EDUCATION	
	
Master	of	Philosophy	(MPhil),	Departments	of	Medical	Statistics	and	Cardiology,	University	of	Wales	
College	 of	 Medicine,	 UK.	 Thesis	 entitled	 “A	 multi-centre	 study	 of	 dobutamine	 stress	
echocardiography	with	 'off-line'	Doppler	myocardial	 imaging	 -	 a	new	modality	 for	 the	diagnosis	of	
coronary	artery	disease.”	(1999-2001)	

	 	 	
BSc	Mathematics	with	Honours	(2.1),	University	of	Wales	College	of	Cardiff.		Content:	statistics	50%,	
pure	mathematics	40%,	and	mechanics	10%	(1995-1998)	
	
A	 levels	 in	 Mathematics,	 Further	 Mathematics,	 German,	 and	 English	 Literature.	 Brockenhurst	
College,	Brockenhurst,	England	Awarded	‘A’	Levels	(1993-1995)	
	
GCSEs.	 The	 Arnewood	 	 School,	 Hampshire.	 Awarded	 13	 GCSEs	 (12	 Grade	 ‘A’)	 and	 an	 AS	 level	 in	
Mathematics	(1988-1993)	
	
	
EXTERNAL	PRESENTATIONS:	
	

• DIA	(Oct	2016)	-	plenary	presentation	on	risk	based	monitoring	
• PSI	(May	2016)	–	presentation	on	Tagrisso	
• EFSPI,	Brussels	(2013)	–	“Missing	data	in	survival	analysis”	
• RSS	webinar	(2013)	–	“Attenuation	of	treatment	effect	due	to	measurement	variability	in	

assessment	of	progression-free	survival”	
• PSI	conference	(2012)	–	“Variability	by	Stealth”		
• PSI	One	day	Oncology	(2012)–	presentation	on	predicting	PIII	success		
• PSI	One	day	Oncology	meeting	(2010)	–	presentation	of	recommendations	from	the	global	

PhRMA	PFS	expert	team			
• PSI	poster	(winner)	and	oral	presentation	on	measurement	error	and	impact	on	PFS	(2010).	[I	

also	presented	this	work	to	the	PhRMA	PFS	expert	team	and	responded	to	challenge	from	the	
different	organisations.		Paper	published	in	Pharmaceutical	statistics]	

• PSI	conference	plenary	Data	Analysis	session	(2009)	–involved	analysing	a	safety	dataset	and	
presenting	recommendations	in	a	plenary	session		

	
	
OTHER	SKILLS	
	
Teaching:	Line	management	and	coaching	at	AstraZeneca;	delivered	mock	stats	vivas	for	Members	
of	the	Royal	College	of	Physicians	(MRCP)	2002-2004	
	 	 	 		
Other:	German;	Certified	Scuba	Diver;	climbing,	running,	swimming	
	
REFEREE	
Mr	Andrew	Stone,	Parklands,	Alderley	Park,	Macclesfield.		Cheshire	SK10	4TF	
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