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Downs and Black Checklist for Measuring Study Quality

REPORTING

. Is the hypothesisfaimiobjective of the study clearly described?

O Yes
O No

Clear Response

B

Are the main outcomes to he measured clearly described in the Introduction or Methods section?
ifthe main outcomes are first mentioned In the Results section, the question showid be answered no.'

O Yes
© No

Clear Response

£

Are the characteristics of the subjects included in the study clearly described?
Intrials, inclusion andor exciusion criteria showid be given.

O Yes
© No

Clear Response

.

Are the tests of interest clearly described?
Tests results (where relevant) that are to be compared should be cleanly described.

© Yes
O No

Clear Response

il

Are the distributions of principal confounders in each group of subjects to be compared clearly described?
A list of principail confounders is provided.

© Yes
O No

ClearResponse

=]

. Are the main findings of the study clearly described?

Simpie outcome data (Including denominators and numerators) should be reported for alf major findings so that the reader can check the major analyses and
conclusions. (This question does not cover statistical tests which are considered befow).

© Yes

O No
Clear Response

=

Does the study provide estimates of the random variability in the data for the main outcomes?

In nor-normally distributed data the inter-quantite range of results should be
reported. In hormally distributed data the standard error, standard deviation or confidence intervals showld be reported. If the distribution of the data Js not
described, it must be assumed that the estimates used were appropriate and the question showld be answered yes.'

© Yes

O No
Clear Response

.22

Have the characteristics of subjects lost to follow-up been described?

This shouid be answered Yes'where there were no losses to follow-up or where losses

to foliow-up were so smalf that findings wouid be unaffected by their inclusion. This should be answered 'no'where a study does not report the number of patients
lost to foliow-up.

© ves

O No

Clear Respanse

9. Have actual probability values been reported (e.q. 0.035 rather than <0.05) for the main
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outcomes except where the probability value is less than 0.0017
© Yes
© No
Clear Response
EXTERNAL VALIDITY
10. Were the subj asked to participate in the study repr tative ofthe entire population fom which theywere recruited?

Tbesfudymusﬁdenﬁfyfhesoum,. pulation for patients and describe how the patients were selected. Subjects would be rep tative if they comprised the

entire source populatit fected sample of b tients, ora nd sample. Rand: ing is only feasible where a list of all members of the
relevant populabon oxms Who/a a study does not report the pnopomon of the source population from which the subjects are derived, the question should he
‘unable to de
© Yes
© No

© Unable to determine
Clear Response

11. Were those subjects who were prepared to particip P tative of the entire population from which they were recruited?

The proportion of those asked who agreed should be stated. Validation that the sample was representative would include demonstrating that the distrib ution of the
main confounding factors vas the same in the study sample and the source population.

O Yes

O No

© Unable to determine
Clear Response

12. Were the staff places, and facilities where the subj; were drep tative ofthe testing the majority of subjects receive?
For the question to he answered ‘yes'the study should demonstrate fhnl Ihe testing was roprosonfaﬂw of hal in use in the source population. The question should
be ansvered ‘'no’if, for example, the testing was undertaken in a specialist center pr i pitals most of the source population vould attend.
© Yes
© No

© Unable to determine
Clear Response

INTERNAL VALIDITY-BIAS
13. Was an attempt made to blind those ing the main ofthe testing strategy?

© Yes

© No

© Unable to determine
© Not feasible

Clear Response

14. Ifany ofthe results ofthe study were based on “data dredging”, was this made clear?

Any analyses that had not been planned at the outset of the study should be clearly indicated. If no pect 1ple 1 subgroup analyses were reported,
then answer yes."

O Yes

© No

© Unable to determine
Clear Response

15. Intrials and cohort studies, do the analyses adjust for difierent lengths of follow-up of patients?

Where follow-up was the same for all study paricipants the answer should be 'yes." If different fengths of follow-up were adjusted, for by survival fysi:

the answer should be yes.' Studies where differences in follow+up are ignored should be answered no.
© Yes
© No
© Unable to determine
© Notapplicable (i.e. no followup for this type of study)
Clear Response

18. Were the statistical tests used to assess the main outcomes appropriate?

The statistical techniques used must be appropriate to the data. For example nonpammom:

methods should be used for small sample sizes. Where Iitle statistic lysis has been undertaken but where there is no evidence of bias, the question shouki
be 1 ‘yes." Ifthe distribution of the data ( | or not) is not described it must be i that the estimates used were appropriate and the it
should be answered ‘yes.'

O Yes

O No

©) Unable to determine
Clear Response

17. Were the main used (valid and reli )?
For studies where the outcome measures are clearly described, the g jon shouid be d 'yes.’ For studies which refer to otherwork or that demonstrates
the are question should be d yes.




O Yes
@ No
© Unable to determine

Clear Response

INTERNAL VALIDITY- CONFOUNDING AND SELECTION BIAS

18. Were the subjects in differentintervention groups (trials and cohort studies) or were the cases and Is ( trol studies) ited fom the same
population?
For f bjects for alf parison groups should be selected from the same school. The question should be d ble to determine for cohort
where !here isno mfo:mahon concerning the source of subjects included in the study.
O Yes
@ No

© Unable to determine
Clear Response

19. Were study subjects in differenttesting groups groups (trials and cohort studies) or were the cases and controls {case-control studies) recruited overthe same
period oftime?

For a study which does not specify the time period over which patients were ited, the question should be das ble to det

O Yes
© No

© Unable to determine
Clear Response

20. Was there adequate adjustment for confounding in the analyses from which the main findings were drawn?

This question should he answered ‘'no’ for trials if; the main conclusions of the study vere based on analyses of treatment rather than intention fo treat; the
distribution of known confounders in the different treatment groups was not described; or the distribution of known confounders differed beh the treat t
groups butwas not taken into account in the analyses. In non-randomized studies, if lhe effect of the main confounders was not investigated or confounding was

trated b ut no adjustment was made in the final analyses the question should be answered no." “Yes" for adjusted for all major oonbundels (demogiaph/c
and common comorbidiies) and “Yes, some" if some, not all major confounders were adjusted for.

O Yes (adjusted for all confounders)

© Yes, some (adjusted for some confounders)
© No (did not adjust for confounders)

@ Unable to determine

) Notapplicable (i.e. diagnostic test paper)
Clear Response

21. Were losses of subjects to follow-up taken into account?

fthe numbers of subjects lost to follow-up are not reported, the question should be d ‘unable to determine.’ If the proportion lost to follow-up was too small
to affect the main findings, the question should be answered 'yes."

O Yes
© No
© Unable to determine
©) Notapplicable (i.e. no followup period such as KO1)
Clear Response
POWER

22. Did they report a power calculation?

© Yes
O No

Clear Response
23. Was the study supported byindustry?

O Yes (e.g. supponed ﬁnancxal!ybylndustry treatment provided by industry, co-author involved with industry)
© No¢ of fu g provided by non-industry sponsors such as government, etc.)

) Notreported
Clear Response

24. \Whatwas the overall quality of the study?

» Good (low risk of bias). These studies had the least bias, and the results were considered valid. These studii dhered to lhe ly held epts of high
quality, including the following: a clear description of the population, setting, interventions, and parison groups; approp nt of out S,
appropriate statistical and analyti thods and reporting; no reporting errors; a low dropout rate; and clear reporting of dropouts.
= Fair. These studies were susceptib le to some bias, but not enough to invalidate the results. They did not meet all the criteria required for a rating of good quality
because they had some deficiencies, but no flawwas likely to cause major bias. The study may have been missing information, making & difficuit to assess
limitations and potential problems.

« Poor (high risk of bras) These sfudpes had s:gmﬁcam ﬂaws that might have invalidated the results. They had serious errors in design, analysis. or reporting; large

ts of missing tion; or di in

g P g

© Good
© Fair

© Poor
Clear Response



25. For Questions 1-9, how many were answered "no"?

{

26. Is the number in question 25 greater than or equal to 57

© vYes (sum is 5 or mare)

© No(sumis 4 or less)
Clear Response

27. For gquestions 10-12, how many questions were answered "no"

l

28.Is the number in question 27 greater than or equal to 27

© Yes (sumis 2 or more)

© No(sumis1ord)
Clear Response

29. For questions 13-22, how many were answered "no"?

30. Is the number in question 29 greater than or equal to 57

@ Yes (sumis 5 or more)

© No (sumis 4 or less)
Clear Response

Comments:

Submit Form | and go to [B or Skip to Next

B-16






