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“Sure, we can spend all day nitpicking specifics but aren't
sweeping generalities so much more satisfying?”
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CONSORT 2010 Statement: updated guidelines for reporting
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CONSORT 2010 checklist of information to include when reporting a randomised trial*

Enrolment

Analysis Follow-up Allocation

Assessed for eligibility (n=...)

Excluded (n=...):
Not meeting inclusion criteria (n=...)
Declined to participate (n=...)
Other reasons (n=...)

Y

Randomised (n=...)

!

Allocated to intervention (n=...):
Received allocated intervention (n=...)
Did not receive allocated intervention (give

;

Allocated to intervention (n=...):
Received allocated intervention (n=...)
Did not receive allocated intervention (give

reasons) (n=...)
v

Lost to follow-up (give reasons) (n=...)
Discontinued intervention (give reasons) (n=...)

reasons) (n=...)
Y

Lost to follow-up (give reasons) (n=...)
Discontinued intervention (give reasons) (n=...)

Analysed (n=...):
Excluded from analysis (give reasons) (n=...)

Analysed (n=...):
Excluded from analysis (give reasons) (n=...)

Flow diagram of the progress through the phases of a parallel randomised trial of two groups

Methods forad: (that is, enrolment, intervention allocation, follow-up, and data analysis)
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Consort 2010 statement:

randomised tri¢ °

The Consolidated Standard:
the reporting of randomised
reporting of parallel group re
further update in 2010. A seg.
in 2008. In earlier papers we
statement for the reporting oi
guidance, based on the 2010
for the reporting of abstracts

Marion K Campbell director

healthcare eva/uationz, Dou

'Health Services Research Unit, Universil
and Tropical Medicine, London, UK; *Cen

GONSORT for reporting randomised trialsin journal and

conference abstracts

In 2006, Arthur Amman, President of Gobal Srategiesfor
HIV Prevention, made a disquieting remark: “I recently
met a physdan from southern Africa, engaged in
perinatal HIV prevention, whose primary access to
information was abstracts posted on the internet. Based
on asingle abstract, they had dtered their perinatal HIV
prevention program from an effective therapy to one
with lesser efficacy. Had they read thefull text artidethey
would have undoubtedly redlized that the study results
were based on short-term follow-up, a smal pivotal
group, incomplete data, and unlikely to be applicable to
their country situation. Their declson to dter treatment

Yet a study that examined 35 journals instructions for
authors found that only 4%of the text was devoted to
the content or format of the abstract.* When key details
about atrial arelacking, it isdifficult to assessthe validity
of theresultsand their applicability.

In collaboration with membersof the CONSORT Group,
we have extended the current CONSORT Satement
to develop a chedklist of essential items which authors
should indude when reporting the main results of a
randomised trial in ajournal or conference abstract. We
recognise that many journals have developed their own
structure for reporting abstracts. Qur intention isnot to

@

Rublished Online
Jnuary 22, 2008
D(O:10.1016/39140-
6736(07)61835-2

Annals of Internal Medicine

AcADEMIA AND CLINIC

Extending the CONSORT Statement to Randomized Trials of
Nonpharmacologic Treatment: Explanation and Elaboration

Isabelle Boutron, MD, PhD; David Moher, PhD; Douglas G. Altman, DSc; Kenneth F. Schulz, PhD, MBA; and Philippe Ravaud, MD, PhD,

for the CONSORT Group*

Adequate reporting of randomized, controlled trials (RCTs) is nec-
essary to allow accurate critical appraisal of the validity and appli-
cability of the results. The CONSORT (Consolidated Standards of
Reporting Trials) Statement, a 22-item checklist and flow diagram,
is intended to address this problem by improving the reporting of
RCTs. However, some specific issues that apply to trials of non-
pharmacologic treatments (for example, surgery, technical interven-
tions, devices, rehabilitation, psychotherapy, and behavioral inter-
vention) are not specifically addressed in the CONSORT Statement.
Furthermore, considerable evidence suggests that the reporting of
nonpharmacologic trials still needs improvement. Therefore, the
CONSORT group developed an extension of the CONSORT State-
ment for trials assessing nonpharmacologic treatments. A consensus
meeting of 33 experts was organized in Paris, France, in February
2006, to develop an extension of the CONSORT Statement for

trials of nonpharmacologic treatments. The participants extended
11 items from the CONSORT Statement, added 1 item, and de-
veloped a modified flow diagram.

To allow adequate understanding and implementation of the
CONSORT extension, the CONSORT group developed this elabo-
ration and explanation document from a review of the literature to
provide examples of adequate reporting. This extension, in conjunc-
tion with the main CONSORT Statement and other CONSORT
extensions, should help to improve the reporting of RCTs per-
formed in this field.

Ann Intern Med. 2008;148:295-309. www.annals.org
For author affiliations, see end of text.

*For contributors to the CONSORT Extension for Nonpharmacologic Treat-
ment Interventions, see the Appendix (available at www.annals.org).
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CONSORT-SPI Checklist

Joanne Yaffe
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College of Social Work

University of Utah
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Applying CONSORT-SPI

Phyllis Solomon
Professor
School of Social Policy & Practice

University of Pennsylvania

*Acknowledgement to Nancy Hanrahan, Ph.D., University of Pennsylvania
Co-author of example used in next section
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