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16

Incorporates prior/external information: 

Yes/No

i

What prior/external information can be 

incorporated?

ii Bayesian methods: Yes/No

17

Output: summary statistic, test-statistic, 

p-value, plot, other (specify) (select all 

that apply)

18

Software/code for implementation: 

Yes/No

i Which software?

ii Is the code open-source?

iii Source/Available at 

iv Details

20

Useful references to follow-up (not 

already included) - Comment on 

relevance/eligibility of each, with 

reasons if ineligible

21 Linked references (from eligible studies)

22 Other relevant information

23

Subjective opinion: strenghts and 

weaknesses of the method

Other
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1 Study title

2 Authors

3

Author affiliations: Academic, Public, 

Pharmaceutical, Other (select all that 

apply)

4 Funding body/organisation

5 Journal

6 Year of publication

8 Single or multiple methods proposed 

9 Number of methods proposed

For each method

10 Describe the method

11

Pre-specifytheeventforthemethodor

the method is designed to screen

emergingevents.(Ifyoudon'thaveto

specifyaneventtosetupahypothesis

etc. then answer screen emerging

events)

12

Methodappliestospecificevents(i.e.

appliedto eachindividual event)or

eventsareaggregated(i.e.eventsare

grouped together)

i

If events are aggregated for analysis how 

aretheygroupede.g.bysystemorgan

class (SOC), overall number of AEs etc.

13

Type of outcome(s): Continuous, 

number, proportion, count, incidence 

rates, time-to-event, other (specify) 

(select all that apply)

14

If applicable describe any test that is 

performed 

15

Describe any assumptions the method 

makes

Study/author characteristics

Methodological characteristics


