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Part B

B2. Is the study described as randomised?
e.g. were participants allocated to a group based on randomisation methods such as a sequence generated by random number tables, a computer random number generator, coin tossing, shuffling cards or envelopes, throwing dice, or drawing lots? Random allocation implies that each individual or unit being entered into a trial has the same chance of receiving each of the possible interventions.
B3. Is the study described as quasi-randomised? 
e.g. were participants allocated to a group based on methods that are not completely random, such as allocation by alternation, date of birth, date of hospital admission, hospital or clinic number?
B4. Does the study match one of the non-randomised study designs eligible for inclusion in this Cochrane Review? 
Some Cochrane Reviews include non-randomised studies such as interrupted time series and controlled before and after studies.
Part C

C5. Who or what was the unit of allocation? 
The unit of allocation can be a body part or an individual. It can also be ‘clusters’ of individuals or entire communities e.g. a cluster/unit of allocation could be entire villages, where some villages are randomised to receive an intervention and other villages are randomised not to receive the intervention.
C7. Was the study a parallel or crossover study? 
A parallel study compares two groups of people concurrently, one of which receives the intervention of interest and one of which is a control group. Some parallel trials have more than two comparison groups and some compare different interventions without including a non-intervention control group.

A crossover study compares two or more interventions in which the participants, upon completion of the course of one treatment, are switched to another. For example, for a comparison of treatments A and B, the participants are randomly allocated to receive them in either the order A, B or the order B, A. 
C10. What were participants’ ages 
Age ranges are usually given as the mean or median, accompanied by a range, standard deviation or standard error.  See the Cochrane Collaboration’s glossary (www.cochrane.org/glossary) for definitions of these terms.
C11. Were the intervention and control groups comparable at baseline?
Groups are described as being comparable at baseline if they are composed of participants who share similar characteristics such as age, gender, stage of disease, race, etc.
C31&C32. Please give details of the delivery of treatment. 
Delivery of treatment can include components or activities such as educational or behavioural interventions or drug therapies or a combination of these. Route of delivery could be oral, topical, subcutaneous, intravenous etc. Drugs can be delivered at different dosages. Intensity could relate to the frequency of an intervention or ultrasound, or dose of radiotherapy.
C37. Was there a run-in or wash-out period in the study?
A run-in period is a period before randomisation when participants are monitored, but receive no treatment (or they sometimes all receive one of the study treatments, possibly in a blinded fashion). A run-in period is sometimes called a wash-out period if the treatments that participants were using before entering the trial are discontinued.
Part D

D10. What outcomes were presented as continuous data? 
Continuous data have a potentially infinite number of possible values within a given range, e.g. height, weight, blood pressure. In most study reports, such data will be measured and reported as a mean or median.
D11. What numerical data were presented for these outcomes? 
e.g. means, medians, mean differences, standard deviations, standard errors, confidence intervals, P values. See the Cochrane Collaboration’s glossary (www.cochrane.org/glossary) for definitions of these terms.

D12. What outcomes were presented as dichotomous/binary data? 
Dichotomous/binary data can take one of two possible values, e.g. dead/alive, smoker/non-smoker, present/not present.
D13. What numerical data were presented for these outcomes? 
e.g. number of people with the event, percentage of people with the event, risk ratio, odds ratio, risk difference, absolute risk difference, confidence intervals, P values. See the Cochrane Collaboration’s glossary (www.cochrane.org/glossary) for definitions of these terms.
D14. What outcomes were presented as other kinds of data? 
e.g. ordinal, time-to-event, rates. See the Cochrane Collaboration’s glossary (www.cochrane.org/glossary) for definitions of these terms.
D15. What numerical data were presented for these outcomes?
e.g. number in each category, hazard ratio, rate ratio, P values. See the Cochrane Collaboration’s glossary (www.cochrane.org/glossary) for definitions of these terms.

