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Head Neck Research in UK

2010: 1158 (15%) patients 
recruited

– 749 : RCTs

– 409 : non-RCTs
Compare 5.7% year before and ~2% year before 
that

20 studies on the H&N portfolio

CSG in Surgery & Localised
Therapies



Trial SEND (CRUK) PETNECK (HTA) HOPON (CRUK)
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Trials Unit UCH Trials Unit Warwick Trials Unit Liverpool CTU

Trial Co-ordinator Fran Ridout Joy Rahman Matt Bickerstaff

Date opened 2007 2007 2008

Recruitment / total 134/650 (20%) 291/560 (52%) 65/200 (33%)

Recruitment / proj. 134/400  (34%) 291/560 (52%) 65/90 (72%)

Special measures Extension ? 
Metanalysis

Extended by 2 years Not as yet
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Method

• Online survey using Surveygizmo

• All Centres who have tried to 
recruit for 3 trials



Method

0= no prob, 1=mild, 2=mod, 3=severe

• Roles, staff available, expectations

• Trial related (e.g. design, competition)

• Site related (e.g. research nurse, ETCs)

• Patient related (e.g. refuse consent, costs)

• Clinical team (e.g. lack of time or training)

• Trial documentation

• Free text



Results

• 141 complete and partial responses (approx. 200 
possible)

• 45 centres

• Overlap, complex analyses & data cleaning is 
underway

• Differences between trials not emphasised here



Results – barriers to recruitment
Common themes in 3 trials:

• Patients refuse consent - express a preference to one arm of the 
trial

• Lack of time in NHS clinic to recruit
• Consultant surgeon has preference for one arm of trial
• Educational Level of patients - dont understand the trial
• Lack of research nurse (excepting PETNECK (NIHR))
• Lack of funding from PCTs for ETCs (where ETCs needed i.e. HOPON 

/ PETNECK)
• R&D Burden & Delay



• Patients refuse 
randomisation

• Consultants 
prefer one arm of 
trial

= same problem?

Results – barriers to recruitment



• Lack of time

= low priority?

= not recognised?

= not rewarded?

Results – barriers to recruitment



• Lack of Research 
Nurses

• Lack of Excess 
Treatment Costs

= NHS failing to 
deliver DoH policy

Results – barriers to recruitment





• Patients don’t 
understand trial

• H&N specific

• Negative effects 
of ethics 
committee 
requirements?

Results – highest scoring



“We have found unequivocal evidence that health research in this country is being
jeopardised by a regulatory and governance framework that has become unnecessarily
complex and burdensome. Further, we received no evidence that this increased 
regulatory and governance burden has led to enhanced safeguards for participants in 
research. The changes we propose will streamline and improve the process to create a 
better environment for research, while protecting the interests of patients and the 
public.”

Create a new Health Research Agency (HRA) to rationalise the regulation and 
governance of all health research. 
Include within the HRA a new National Research Governance Service to facilitate timely 
approval of research studies by NHS Trusts. 
Improve the UK environment for clinical trials. 
Provide access to patient data that protects individual interests and allows approved 
research to proceed effectively. 
Embed a culture that values research within the NHS.



Results – important negatives

• Problems:

trial design, NHS R&D, 
patients , PCTs, lack of 
nurses as a big problem

• No recognition of 
problems: 

Lack of research experience

Lack of training



(a) Investigators and recruiters had considerable difficulty articulating the trial design in simple 
terms; 

(b) The recruitment pathway was complicated, involving staff across different 
specialties/centres and communication often broke down; 

(c) Recruiters inadvertently used 'loaded' terminology such as 'gold standard' in study 
information, leading to unbalanced presentation; 

(d) Fewer eligible patients were identified than had been anticipated; 
(e) Strong treatment preferences were expressed by potential participants and trial staff in 

some centres



HTA – STEPS study

• Less than 1/3 trials 
recruit to schedule

• Success:

– Dedicated trial manager

– Cancer trial

– Drug trial

– Intervention only 
available in trial



Possible interventions

• Education and training, generic or trial specific
– Trials workshop
– Culture shift
– Recruitment strategies

• Resource issues: ETC, Trust priority, Nurses
• Realism about trials of 700-1000 pts in HNSCC
• Focus group to test randomisation / PIS with 

patients
• Dismantle the R&D disaster - ? Health Research 

Agency better?


