Proposed DSMB Report Structure, CREATE Biostatistics Core
Overall format considerations:

In one binder; studies kept separate (alpha order: ThiBela, THRio, ZAMSTAR).
Within each report, same order, numbering, and orientation of tables. Tabs for each numbered section (before decimal point), as given below.  Variable number of subsections (after decimal point) for each site, but in similar order within section.
Numerous table footnotes so that DSMB members can be reminded quickly of important study/data features.
1-2 sentence narrative, in italics, after each table making key observations.

 (Besides helping DSMB members focus, this will be useful at the actual meeting for presentation purposes:  will project the report, scrolling through, to keep everyone on same page and avoid death by PowerPoint)

Specifically, the Sections for each of the three studies:

1. Study summary, half- or one-page (done in uniform fashion, e.g. trial goals,  

       interventions, etc.; mainly to be pulled from master CREATE document)
2. “Executive summary”; half-page narrative summarizing enrollment, TB cases/incidence/prevalence, and any general observations regarding the data in this particular report.

3. Baseline data/ Population characteristics

      3.1 …by cluster, clinic, primary or secondary outcome
3.2 Characteristics by study arm (age, gender, HIV status, ARV uptake; then others of   

       interest, e.g. CD4) for those enrolled/abstracted to date
4.   Process and study conduct measures
4.1 Intervention measures

4.2 Enrollment/contact/abstraction numbers, and by time

4.3 Retention measures

4.4 QC measures (e.g. results of any standardization exercises, repeat interviews or repeat abstractions of subsamples by supervisors)
5.    TB—(DSMB recommended these not be presented by study arm, but we should revisit this just to make sure all are comfortable with it—other options include one unblinded report, and both open and closed reports)
5.1  TST positivity

5.2  TB incidence  / 6 monthly case notification rate
5.3  TB prevalence

5.4  Adherence to TB treatment

5.5  Adherence to IPT: share info across studies as to how this is done
5.6  Early stopping of INH, reasons    
5.7  Resistance data

6.  Mortality (Probably not by study arm; but what should be presented?)
7. Other SAEs (probably just line listings with the standard info: timing, narrative, resolution, etc.)
7.1 IPT-related SAEs

7.2 TST-related AEs

7.3 Stigma-related AEs

  (these latter two probably just for ZAMSTAR)
(Note: each study will be dealing with its own IRBs with respect to timely reporting of SAEs as well)
8. Sample size/power.
9. Other sections and tables of interest 
Separate Pilot study, publications, etc. in appendices.

TIMELINE (working backwards from an assumed 14 June DSMB date):

Each site prepares table shells: Feb 1, 2007
Data cutoff: 1 April or before—need not be uniform
All reports to Baltimore:  7 May

Reports to DSMB: 31 May

DSMB meeting: 14 June, Annecy 
2 March 2007

