11 questions to help you make sense of a trial

How to use this appraisal tool

Three broad issues need to be considered when appraising the report of a randomised controlled

trial:
e Are the results of the trial valid? (Section A)
e What are the results? (Section B)
e Will the results help locally? (Section C)

The 11 questions on the following pages are designed to help you think about these issues
systematically.

The first two questions are screening questions and can be answered quickly. If the answer to both is
yes, it is worth proceeding with the remaining questions.

There is some degree of overlap between the questions, you are asked to record a yes, no or can’t
tell to most of the questions. A number of prompts are given after each question. These are
designed to remind you why the question is important. Record your reasons for your answers in the
spaces provided.

There will not be time in the small groups to answer them all in detail!

These checklists were designed to be used as educational tools as part of a workshop
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(A) Are the results of the trial valid?

Screening Questions

1. Did the trial address a clearly focused issue?

Consider: An issue can be ‘focused’ In terms of

Trial

gYes DCan’tteII DNO

focused on  childen below 13 yeat

The population studied old. There was a Plaa o ngUP

The intervention given
The comparator given
The outcomes considered

and each participant was daling JU or Oral
anfibiotics.

2. Was the assignment of patients to treatments Bfes DCan’t tell D No

randomised?

Consider:

How was this carried out, some methods
may produce broken allocation concealment
Was the allocation concealed from researchers?

A computer - general-fd rand omnation

list was pregared  that allaated fhe
afients. A0 Of the investigatofs

cafequers jovtcome Aas3essols and  pefsen
reSpan.S':blf for +he Ssharisfical analus’s

vemained blinded.

Is it worth continuing?
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Detailed questions

DY/es DCan’t tell DNO

3. Were patients, health workers and study

personnel blinded?

Consider:
Health workers could be; clinicians, nurses etc

Study personnel — especially outcome assessors

DYes D Can’t tell gﬁo

Basehne chamctefwstics”.

4. Were the groups similar at the start of the trial?

Consider: Look at prtivionc classes pminopericillms
e  Other factors that might affect the outcome such as age, o were mk.ngccewampﬂ” )
i i icti * Hacrolde
sex, social class, these may be called baseline characteristics tosamides
o COMbo themey

reason for neraf4
-Respratony tract

V1L
“onlaryngology
‘unknown source
aeLn

Blnough these were the baseline charocfergfic
@ wa nor equally distributed petween thee

charoc feristics .

mes DCan’t tell DNo

The  experimental gioup was gwen
L reuTern DSM M Q2R da:lj dose
d xl08 CFU  BID in drops.

Placebo  included medivm chain

‘I'nglgmu- anat  sunflower ol
Potn  Pormulations  weve identiced

5. Aside from the experimental intervention,

were the groups treated equally?
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6. Were all of the patients who entered EY/es DCan’t tell D No

the trial properly accounted for at its Trial lasted from [20Ib to
conclusion?

O a01Q . A50 children were enrolled

Consider: "las randomj 7ad J0 P!afcw and lzs
e  Was the trial stopped early? .
e Were patients analysed in the groups to which 1‘0 “ w 'mcnfw 9'000.

they were randomised? one ch.'u ’F‘m lem am ’wo
from experimenta] were dropped.

(B) What are the results?

7. How large was the treatment effect? 8. How precise was the estimate of the
treatment effect?

Consider: Consider:
e  What outcomes were measured? e  What are the confidence limits?
e [sthe primary outcome clearly specified? e  Were they statistically significant?
e  What results were found for each outcome? a asY. €1
e |sthere evidence of selective reporting of R tool d09
3 or mor¢ watery s s per 1.5 -0.00
5
outcomes? (43 h) a-224 A2- 03)
primary outcome =
3 of mort loose lwatery Stools 1,08 0.0
Placeoo vs. Lreut a4 n) bS-168 O
1l -.09
3 of mor¢ watery siools per day o aQ o (au .05
(43h) 5 20r more lowse srools perday (h) 5. 168 - 00l
A= .08
2 ot mort loose lwatery $tools
1 a4 n) a6 a7 .
not cl‘m'amlh) sig nfrcan*
20r more lowse srools perday (4hW) Qb CN|
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(C) Will the results help locally?

9. Can the results be applied in your context?

(or to the local population?)

Consider:

DYes DCan’t tell M

Tne resulds are equally
dishrouted. Averoge age wos 359

nof

e Do you have reason to believe that your population moiny for plwccbo ond a5 For L.reutn,
of interest is different to that in the trial Placeks o
q
e |Ifso, in what way? Aqc _— —LT':—— There  were  more patiends
y “3 that were btfween <6 monihs
variabke oist. blw —) < b monihs
oviab 2/ 6 to a4 months 3k kd and U months. Tperebore,
27 24 to UY moaths b al resvls  connot be applied
7 g o S qears R U compeitly 1o all 0go
2 5 yeass %) 13 9(WP6

10. Were all clinically important outcomes

considered?

Consider:

e Isthere other information you would like to have seen?
e  Was the need for this trial clearly described?

11. Are the benefits worth the harms and costs?

Consider:

e Even if this is not addressed by the trial,
what do you think?

DYes DCan’tteII mo

Although the outcome of diarrheq
was eualuoted tompletely , Dnly
ont  probrod'w was evaluated .
Other pobiofics should be used

o euvaluedt f i decreaaes the
charces of adramhea.

gé D Can’t tell D No

There  aren't harms 4o #akin
probiorics . Euen iF e resul

aren 'y clrical l‘j s ing'ccayrt
the stignt chanct  they mighy
be helpful.
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