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Poor reporting in diagnostic studies

Peeling et al. Nature Rev Micro 2006 [data from Reid et al.JAMA 1995]

Diagnostic studies in 4 general medical journals



Poor reporting: 
example from 
TB literature

Pai M, et al. Exp Rev Mol Diagn 2006.

•65% used prospective 
design
•33% used consecutive or 
random sampling
•72% used a cross-
sectional design, a third 
used case–control 
•Blinding was reported in 
34% of the trials. 

12 meta-analysis with 
over 500 diagnostic 
studies



Steingart et al. CVI 2009



Study quality vs. study reporting
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Characteristic

Pai M, et al. Quality assessment in meta-analyses of diagnostic studies: what difference does email contact with authors 
make? Abstract: XI Cochrane Colloquium, Barcelona, Spain, 26 – 31, October 2003.

Data from a 
meta-analysis 
of NAAT for 
TB meningitis 
(Pai et al. 
Lancet Infect 
Dis 2003)



What can be done to improve quality and 
reporting of diagnostic studies?

 Report better using standardized reporting 
formats (e.g. STARD)

 Improve study design using guidelines 
specific for diagnostic trials
 QUADAS
 DEEP

 Use GCP, GLP and GCLP to upgrade overall 
research standards

 Strengthen lab capacity and research 
capacity in developing countries





STARD reporting standards

STARD 
checklist
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STARD Explanation and elaboration



STARD 
reporting 
standards
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STARD reporting standards

Bossuyt PM, Reitsma JB, Bruns DE, et al. Clin Chem 2003;49(1):1-6. 

STARD flow diagram





QUADAS tool for quality assessment of 
diagnostic studies

Whiting P et al. BMC Med Res Meth 2003

Although designed for quality assessment in systematic reviews, it can 
be used to improve study design



QUADAS tool for quality assessment of 
diagnostic studies

Whiting P et al. BMC Med Res Meth 2003



TDR/WHO Diagnostics Evaluation Expert 
Panel (DEEP) guidelines

Nature Reviews Microbiology September 2006



DEEP guidelines for specific infectious 
diseases

Nature Reviews Microbiology September 2006



DEEP guidelines for specific infectious 
diseases

Nature Reviews Microbiology Supplements



Improve overall research standards

Good Laboratory Practice (GLP) & Good Clinical Lab Practice (GCLP)

GCLP is increasingly being adopted as the laboratory standard of choice for clinical and diagnostic trials 


