
Critical appraisal for an article on therapy
Clinical scenario
(If you can prepare a real or fictitious case scenario, it would facilitate the discussion. If you cannot, that would be OK too.)

(Based on your case scenario, please formulate YOUR own PECO.)

	P:
	

	E:
	

	C:
	

	O:
	


Summary of the article

(Please make a brief and succinct summary of the article. Each of PECO should be one line or two at maximum. Please also fill in the CONSORT flow chart on the next page, which can be very revealing.)
Title of the paper: 
	P:
	

	E:
	

	C:
	

	O:
	

	Conclusion of the authors:




	
	
	Assessed for eligibility (n=)
	



	
	
	

	Excluded (n=)

Not meeting inclusion criteria (n=)

Declined to participate (n=)

Other reasons (n=)


	
	
	Randomized (n=)
	


	
	↓
	
	↓

	割り付け
	Intervention A (n=)***

Did not receive allocated intervention at all (n=)*

Received some intervention but dropped out (n=)*

Received all allocated intervention (n=)*


	* and * and * should sum up to ***
	Intervention B (n=)***

Did not receive allocated intervention at all (n=)*

Received some intervention but dropped out (n=)*

Received all allocated intervention (n=)*



	
	↓
	
	↓

	
	Dropout from assessment

Yes

No

Dropout from tx

Yes

No


	
	Dropout from assessment

Yes

No

Dropout from tx

Yes

No



	
	↓
	
	↓

	分析
	Excluded from analysis (n=)

Analyzed (n=)


	
	Excluded from analysis (n=)

Analyzed (n=)




How serious was the risk of bias? (internal validity)
	Specify the numerical outcome of the study being assessed for risk of bias
	


Domain 1: Risk of bias arising from the randomization process

	Signalling questions
	Comments
	Response options

	1.1 Was the allocation sequence random?
	
	Y / PY / PN / N / NI

	1.2 Was the allocation sequence concealed until participants were enrolled and assigned to interventions?
	
	Y / PY / PN / N / NI

	1.3 Did baseline differences between intervention groups suggest a problem with the randomization process? 
	
	Y / PY / PN / N / NI

	Risk-of-bias judgement
	
	Low / High / Some concerns


Domain 2: Risk of bias due to deviations from the intended interventions

	Signalling questions
	Comments
	Response options

	2.1. Were participants aware of their assigned intervention during the trial?
	
	Y / PY / PN / N / NI

	2.2. Were carers and people delivering the interventions aware of participants' assigned intervention during the trial?
	
	Y / PY / PN / N / NI

	2.3. If Y/PY/NI to 2.1 or 2.2: Were there deviations from the intended intervention that arose because of the trial context?
	
	NA / Y / PY / PN / N / NI

	2.4 If Y/PY to 2.3: Were these deviations likely to have affected the outcome?
	
	NA / Y / PY / PN / N / NI

	2.5. If Y/PY/NI to 2.4: Were these deviations from intended intervention balanced between groups?
	
	NA / Y / PY / PN / N / NI

	2.6 Was an appropriate analysis used to estimate the effect of assignment to intervention?
	
	Y / PY / PN / N / NI

	2.7 If N/PN/NI to 2.6: Was there potential for a substantial impact (on the result) of the failure to analyse participants in the group to which they were randomized?
	
	NA / Y / PY / PN / N / NI

	Risk-of-bias judgement
	
	Low / High / Some concerns


Domain 3: Missing outcome data

	Signalling questions
	Comments
	Response options

	3.1 Were data for this outcome available for all, or nearly all, participants randomized?
	 
	Y / PY / PN / N / NI

	3.2 If N/PN/NI to 3.1: Is there evidence that the result was not biased by missing outcome data?
	
	NA / Y / PY / PN / N

	3.3 If N/PN to 3.2: Could missingness in the outcome depend on its true value?
	
	NA / Y / PY / PN / N / NI

	3.4 If Y/PY/NI to 3.3: Is it likely that missingness in the outcome depended on its true value?
	
	NA / Y / PY / PN / N / NI

	Risk-of-bias judgement
	
	Low / High / Some concerns


Domain 4: Risk of bias in measurement of the outcome

	Signalling questions
	Comments
	Response options

	4.1 Was the method of measuring the outcome inappropriate?
	
	Y / PY / PN / N / NI

	4.2 Could measurement or ascertainment of the outcome have differed between intervention groups?
	
	Y / PY / PN / N / NI

	4.3 If N/PN/NI to 4.1 and 4.2: Were outcome assessors aware of the intervention received by study participants?
	
	NA / Y / PY / PN / N / NI

	4.4 If Y/PY/NI to 4.3: Could assessment of the outcome have been influenced by knowledge of intervention received?
	
	NA / Y / PY / PN / N / NI

	4.5 If Y/PY/NI to 4.4: Is it likely that assessment of the outcome was influenced by knowledge of intervention received?
	
	NA / Y / PY / PN / N / NI

	Risk-of-bias judgement
	
	Low / High / Some concerns


Domain 5: Risk of bias in selection of the reported result

	Signalling questions
	Commets
	Response options

	5.1 Were the data that produced this result analysed in accordance with a pre-specified analysis plan that was finalized before unblinded outcome data were available for analysis?
	
	Y / PY / PN / N / NI

	Is the numerical result being assessed likely to have been selected, on the basis of the results, from...
	
	

	5.2. ... multiple eligible outcome measurements (e.g. scales, definitions, time points) within the outcome domain?
	
	Y / PY / PN / N / NI

	5.3 ... multiple eligible analyses of the data?
	
	Y / PY / PN / N / NI

	Risk-of-bias judgement
	
	Low / High / Some concerns


Comments: Shall we go on?
What are the results?
1. How did you define the good (bad) event of interest?
Ideally please choose one good event (benefit outcome, efficacy outcome) and one bad event (harm outcome, safety outcome). After all, any treatment has both benefits and risks.
2. How large was the estimate of the treatment effect?
3. How precise was the estimate of the treatment effect?
 [There is an NNT calculator on http://ebmh.med.kyoto-u.ac.jp/toolbox.html]
How can I apply the results to patient care? (external validity)
(Please evaluate each checkpoint and give reasons for your judgments.)
	1. Were the study patients similar to my patient?

	Appraisal:
Yes
No
Can’t tell

Comments:

	2. Were all patient-important outcomes considered?

	Appraisal:
Yes
No
Can’t tell

Comments:

	3. Are the likely treatment benefits worth the potential harm and costs?

	Appraisal:
Yes
No
Can’t tell

Comments:


What is your recommendation to your peers (clinicians and health policy makers)?

