
	BART’S CTU MEETING
	
	

	Date: Tuesday 26th February 2013
	Venue: Seminar Room 8, Robin Brook’s Centre
	

	Attendees: Mike Davidson (MD), James Gallagher (JG), Jim McCaul (JM), Peter Thomson (PT), Roger Graef (RG), Simon Holmes (SH), Iain Hutchison (IH), Fran Ridout (FR), David Verity (DV), Peter Sasieni (PS), Benoit Aigret (BA), Amrita Bose (AB)
	

	Apologies: Kavin Andi, Jonathan Collier, Shaun Mathews
	

	Topic
	Action
	By

	Oral Potentially Malignant Disorder Intervention Trial (OPIT) – PT Chief Investigator

· PT presented a brief summary of the literature. 

· He demonstrated absence of RCT on clinical management of oral premalignant lesions with no evidence for best clinical practice to manage such lesions. Current management protocol is inconsistent among clinicians, mostly based on their own individual experience. 

· PT suggested that there are 3 current standard practices for lesions other than severe dysplasia: watchful waiting (intensive surveillance); laser excision (surgical); and laser ablation without histological evaluation. 

· He has done studies showing that lesions where incisional biopsy revealed mild dysplasia sometimes had small cancers at other sites when laser excision biopsy was performed; therefore, his personal practice is to perform laser excision of all grades of dysplasia. 

· He recommended a 3-arm study in patients with single sites of premalignancy. The 3 treatment protocols listed above would be compared with 18 month and 3 year post randomisation investigation with velscope, brush cytology and biopsy control to determine the best treatment practice for oral potentially premalignant disorders. 

· He listed inclusion criteria to include hyperkeratosis with lichenoid features, proliferative verrucous leukoplakia(PVL); as well as mild and moderate dysplasia.

The group discussed

· Whether participating surgeons would be willing to randomise Ca-in-situ or severe dysplasia patients at one end and mild dysplasia at the other end;

· ethical issues for repeat biopsies in the laser excision arm post-treatment; 

· Whether Velscope was widely available;

· Whether brush cytology was readily available;

· What proportion of patients would have single lesions;

· How many centres had dedicated premalignancy clinics;

· Whether anybody used laser ablation rather than excision; 

· The variability in pathology assessment and the reliability of original pathology report prior to randomising the patient; It was suggested by PT that a repeat biopsy was necessary as it is difficult to establish whether recurrence of the premalignancy or development of cancer had occurred by observation only. 

· It was agreed that to rule out pathologist variability more than one pathologist would be consulted to establish diagnosis independently. 

· Exclusion of the laser ablation arm was discussed so that it could be a 2 arm study  

IH wants to establish the frequency of laser ablation currently being used as a treatment module for premalignant lesions before excluding the laser ablation arm and including all clinicians treating lesions (e.g. oral medicine and ENT). Also consider accompanying translational research.

FR suggested use of a web-based survey would answer this question and establish which lesions should be included in the trial.

IH also introduced RG who is a famous documentary maker and has directed several major BBC documentaries. He is considering making a documentary on surgical trials.

	A survey should be undertaken to establish current practice and willingness to participate in the study.


	PT

FR

	Wisdom Tooth management at fractured mandibular angles

· SH had reviewed the literature and not found any good RCTs comparing removal with leaving third molar in situ. He mentioned 1 Indian article with low numbers; IH mentioned a 10 min presentation by Martin Batstone’s junior at ANZOMS meeting in 2012 with about 60 patients in a single centre RCT showing no difference in healing between groups, but increased incidence of mental paraesthesia in the removal group; 

· SH recommended 2-arm study for mandibular angle fractures comparing leaving tooth with its removal. He listed inclusion and exclusion criteria; 

· There was uncertainty over primary outcome measure, at least 5 candidates: Ipsilateral altered lower lip sensation; infection at the fracture site; duration of healing; post treatment pt. subjective opinion of malocclusion; later need for plate and / or 3rd molar removal.

· If lip sensation is the primary outcome, then every unit would need a wheel with varying 2 pt distances for use as moving 2 pt discriminator and recording of 2 pt discrimination pre as well as post op. No certainty about defining infection; how do we define and measure healing; how do we recognise post Rx malocclusion as don’t have pre injury occlusion. 
· The group discussed the requirement of a feasibility study prior to the actual trial and the possibility of a large number of patients that would be required for the trial. It was agreed that there was no requirement for feasibility study, however forming a patient involvement group was essential to establish the primary post-operative problem faced by such patients.

 
	Patient consultation should be undertaken to determine what they regard as greatest problem and ask them, using JM’s language, whether they think it’s a valuable project;

Decision on which is primary outcome measure;

Exploration of how we define post op infection acute and chronic
	SH

FR

JM

	Improving patient experience after eye removal surgery

DV proposed a 2 arm randomised, single masked, prospective study evaluating post-operative nausea and pain control in patients undergoing eye removal surgery. One arm would receive intra-operative local anaesthesia with Bupivicaine and the other would not. The anaesthetist would be blinded and supervise all the pain and nausea requirements and recording intra and postop. 

DV explained the surgery and intra scleral stretching with ball prostheses as the likely cause of the post op symptoms exacerbated in the case of nausea by opiates. He believes that if pain and nausea could be controlled patients would be discharged from hospital one day earlier.

DV has already conducted a similar pilot study.

 .

The group discussed:

· Whether the study should only be conducted in centres with large numbers. Pros – the availability of NIHR research nurses, Cons – the wish of the group to encourage research participation by all surgeons

· Whether the use of opioids per-operatively could be the primary reason for post-operative nausea or was it the scleral stretching. 

· Overnight hospitalisation of patients who can otherwise be discharged straight after surgery has an impact on health economics. 

· The use of expanding implants in patients was discussed; however a high risk of infection was underlined to be the major drawback of such treatment. 


	Expediting the signing of an MOU between FSRF and BOPSS for NFORC so that BOPSS will be involved in grant applications for the project.  
	DV

IH



	NFORC Application form: The group discussed various sections of the NFORC Collaboration Request Form. The issue of sponsorship was raised and it was agreed that joint sponsorship and honorary contracts with QMUL for CIs from other trusts would probably be acceptable. The group suggested some areas of the form that could be simplified or clarified and agreed that an amended version should be used by surgeons who wish to apply for their study to be in the NFORC portfolio. 

IH suggested collaborating with an economist from London School of Hygiene for working out the finances of the trial unit. 
Uncertainty over various terms e.g. outcome measure vs endpoint 
	The proforma should be revised to have 2 columns where the guidance notes sit next to the relevant  question.
	FR

BA

	Dates for next Bart’s CTU meeting 2013
· 7th May: Research Summit Meeting for Chief Investigators (CI) only. 

Morning session: Research training and GCP training. 

Afternoon session: Discussion of application with PS and BA

· 25th June: Research Summit Meeting for CI and sub-speciality interest groups. 

Morning session GCP training;

Afternoon session CI presentations plus 5-minute presentations from surgeons from any sub-speciality interest group who wish NFORC to consider proposal. Advantages – peer review instantaneous. FR proposed a 200 words summary of proposed project with 5 refs to be delivered 4 weeks prior. If too many organise another day in early autumn 
	The format and draft agenda for the meetings should be agreed and disseminated.
	IH

JM 
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