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The	problem	with	T&O	research	

•  Most	published	papers	in	T&O	have
	methodological	flaws	
–  Small	sample	size	
–  Large	treatment	effect	
–  Small	number	of	outcome	events	

•  Single	centre	studies	may	not	recruit	to	target,
	with	smaller	sample	size	

•  Poor	impact	on	clinical	pracBce	

Pibouleau	L	et	al	BMJ	2009;	339:	4538		





T&O	paradigm	shiC	-	UK	strategy	

•  New	BOA	research	strategy	
•  Focus	on	muB-centre	clinical	trials		

– Generate	high	quality	primary	evidence	

– Answer	key	research	quesBons	in	T&O	
•  Commission	support	for	study	development	

•  CollaboraBon	rather	than	compeBBon	

•  Link	with	RCSE	Clinical	Trials	IniBaBve	



Address	four	main	
areas:	

•  Culture	

•  Infrastructure	

•  Research	PrioriBes	

•  Engagement	with	
stakeholders	



Infrastructure	

•  Clinical	research	networks	
– Specialist	SocieBes	
– Trainee	research	networks	
– Link	with	NIHR	CRN	

•  BOSRC	at	York	



Levels	of	research	competence	

•  Level	1	–	Understanding	of	regulatory	
framework	and	conduct	of	clinical	research	

•  Level	2	–	Formal	cerBficaBon	of	competence	
in	clinical	research	methods	

•  Level	3	–	Higher	degrees,	training	of	future	CIs	
and	research	leaders	





Result	-	Increasing	number	of	porJolio	trials	



The	trial....	

VS 



PaBent-rated	wrist	evaluaBon	



DRAFFT:	“Percutaneous	fixaBon	with	
Kirschner	wires	versus	volar	
locking	plate	fixaBon	in	adults	
with	dorsally	displaced	fracture	of	
distal	radius:	randomised	
controlled	trial”	

– Ma\	Costa,	Juul	Achten,			
….Amar	Rangan..	et	al	





Surgical	vs	Nonsurgical	Treatment	of	Adults	with	
Displaced	Fractures	of	the	Proximal	Humerus	
The	PROFHER	Randomized	Clinical	Trial	

Amar	Rangan,	Helen	Handoll,	Stephen	Brealey,	Laura	Jefferson,	Ada	Keding,	
Belen	Corbacho	MarJn,	Lorna	Goodchild,	Ling-Hsiang	Chuang,	Catherine	
HewiN,	David	Torgerson,		
for	the	PROFHER	Trial	Collaborators	

JAMA	March	10,	2015		Volume	313,	Number	10:		pages	1037-1047	





Primary outcome		
There	was	no	significant	difference	in	the	OSS	over	the	
two-year	period:	0·75	points	in	favour	of	surgery,	95%	CI	
-1·33	to	2·84;	p	=	0·479.		

None	reach	the	
magnitude	of	the	
pre-specified	
difference	of	5	
OSS	points	
judged	to	be	of	
‘clinical	
significance’.		
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Impact	

•  NICE	guidance	on	fracture	management
	published	Feb	2016:	
– RecommendaBons	based	on	PROFHER	Trial	for
	proximal	humeral	fracture	management	

– RecommendaBons	based	on	DRAFFT	for	distal
	radial	fracture	fixaBon	



Trainee	Research	CollaboraPve	

•  Regional	–	CORNET	
•  NaBonal	–	BONE	

•  Vehicle	to	achieve	CCT	research	requirements	
– Audit	loops	
– PracBcal	clinical	research	training	
– GCP	

•  Develop	future	PIs	and	CIs		



How	can	a	Trainee	Research	Network	
become	effecPve?	

•  Structure	for	managing	acBviBes	
•  Full	trainee	engagement	

•  Recruit	effecBvely	to	on	going	trials	
•  Engage	with	RDS	&	CTU	
•  Get	involved	in	study	development	early	

*RCS	Orthopaedic	Trials	Day*		



CORNET	–	The	CollaboraBve
	Orthopaedic	Research

	Network	



WHiTE	3:	HEMI	(NIHR
	funded	RCT	with	industry

	backing)	
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WHiTE	3:	HEMI	CumulaPve	Vs	Projected	Recruitment	

CumulaBve	Recruitment	

CumulaBve	PROJECTED	recruitment	

718/964 (75%) 



PublicaBon	Details	
•  Share	the	credit	



Identify research priorities 
• Hip & Knee OA 
• Shoulder surgery 
• Fragility fractures 



Summary	–	T&O	Research	

•  Growing	number	of	mulB-centre	clinical	trials	
•  Collaborate	–	Principal	InvesBgators	
•  Lead	–	Chief	InvesBgators	

•  BOSRC	
•  RCS	STCs	
•  CollaboraBon	NOT	compeBBon	




