CREATE half-yearly Biostatistics Core meeting, Aurum Institute, Jo’burg, South Africa

Tuesday 10th March 2009 - ALL

	Time
	Topic
	Presenter

	
	
	

	10.00 – 10.15
	Welcome, introductions and meeting aims
	KF

	10.15 – 10.30
	Summary of Thibela *
	JL

	10.30 – 10.45
	Summary of Zamstar *
	AS

	10.45 – 11.00
	Summary of DetecTB *
	TD

	11.00 – 11.30
	Progress towards DSMB
	KF

	11.30 – 11.45
	Break
	-

	11.45 – 12.30
	Thibela DM issues
	TC

	12.30 – 13.30
	Lunch
	 -

	13.30 – 14.15
	Zamstar DM issues
	AS, KL 

	14.15 – 15.00
	DetecTB DM issues
	TD

	15.00 – 15.15
	Break
	 -

	15.15 – 16.00
	Possibilities for DM and stats papers
	JL/LR

	16.00 – 16.30
	Conferences, meetings and training needs
	KF

	16.30 – 17.00
	Review current Zamstar analysis plan #
	BS

	17.00 – 17.30
	Review current Thibela analysis plan #
	KF

	17.30 – 18.00
	Review current DetecTB analysis plan #
	TD

	
	
	


* These summaries should be no more than 5-10 slides, restricted to aim, design, endpoints, progress, sub-studies, data systems.
# This time is to present the current analysis plan, highlight outstanding issues and start a discussion on ways forward.
Wednesday  11th March 2009 –  KF, JL, ER, CS, AS, KL, TD

	Time
	Topic
	Presenter

	
	
	

	09.00 – 12.00
	Re-write analysis plans (possibly in sub-groups)
	KF

	12.00 – 13.00
	Lunch
	-

	13.00 – 13.30
	Modelling
	BS

	13.30 – 14.00
	GIS
	AS

	14.00 – 14.30
	Contamination in CRTs
	JL

	14.30 – 14.45
	Break
	-

	14.45 – 17.00
	Finish analysis plans and AOB
	KF

	
	
	


Day 1, Tuesday 10th March 2009:
· James, Ab and Trinh presented a summary of the three trials to the group. 
· DSMB
· Timelines were reviewed. Briefly:-
· Meeting in 23rd June (in Switzerland)
↑
· Report to go to DSMB members on 9th June

↑

· Final reports to Larry 26th May

· The minutes of the 2008 DSMB meeting were reviewed.
· DM issues from Zamstar and Thibela studies discussed
· Possibilities for stats/DM papers

· James described an idea on paper looking at “contamination” across clusters in Thibela TB

Action: James to circulate Neal’s BMJ paper

· Discussed data management papers

· Description of data management in Thibela
Action: James/Katherine/Trisha to meet & discuss further

· Description of GCP in Zamstar & Thibela 
Action: All to think of possible angles to paper & arrange a tele-conference to discuss further 

· Kathy keen to explore paper on use of PDAs

· Conferences, meetings and training courses
· IUATLD meeting in Mexico; abstract deadline 15th March 2009
· Regional Africa IUATLD meeting in Ouagadougou, Burkina Faso; abstract deadline 15th April 2009
· Kathy described the WHO TB working group on data management being led by Rory at Stellenbosch. 
Action: Kathy to circulate information

· James mentioned the data management module in the LSHTM DL Clinical Trials diploma/masters
Action: James to circulate information

· Discussed possibility of Stata training session for Thibela DM
· Katherine and Trinh outlined current statistical analysis plans for Thibela and Detect TB
Day 2, Wednesday  11th March 2009:
· Re-cap of day 1
· Babis summarised statistical analysis plans and planned papers for Zamstar

· Discussion on sampling issues for the final prevalence survey

· Broke into small groups to discuss parts of analysis plans – and then discussed issues with the wider group

· Plan to circulate revised statistical analysis plans (for Thibela & Zamstar) to investigators, Richard and Larry by 15th May 2009

· Encourage sharing of draft plans between all prior to this. May arrange meetings/calls with sub-groups to discuss ideas 

· James spoke about measurement of indirect and direct effects, showing material on the CRT module from LSHTM DL Clinical Trials course.
· Analysis issues discussed

· How to take into account stratified randomisation in the analysis (unadjusted & adjusted analyses)
· Model the waning of the effect of the intervention over time

· Assess whether there is effect modification on size of cluster in intervention effect.
· Sub-group analyses – in particular the “level of up-take” of intervention 

· When to adjust for baseline imbalances across intervention arms – YinBun’s analysis plan for DetectTB on baseline imbalances  appeared to have been based on simulation
Action: Trinh to find out more

· For Thibela’s baseline prevalence survey investigate whether level of up-take differed by intervention arm & whether risk factors for uptake (can only look are age, gender, employee/contractor) differed by intervention arms. If different should we calculate age (for example) adjusted prevalence (using Human Resources data for the whole cluster) of previous & active TB, and silicosis grade? Also relevant for DetectTB (?with lower uptake amongst men)

Action: James, Katherine and Trinh to discuss further

· Babis fed-back on recent Modelling meeting in London on 2nd February 2009

· Briefly discussed the issue of making data available for researchers outside CREATE. Suggestions included 
· Putting CRFs on Biostats website
· Concept note approach suggested
The timing of this was not discussed. Agreed to have this on the agenda for September Biostats meeting.
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