
6. McHarms Tool
1. Were the harms PRE-DEFINED using standardized or precise definitions?

Harms can be defined as the totality of adverse consequences of an intervention or therapy. Harms are the opposite
of benefits, against which they are directly compared. The balance between the benefit(s) and harm(s) of an
intervention (i.e. drug or surgery) is ideally used to determine its efficacy or effectiveness.

Pre-defined indicates that the harms that were expected are explicitly defined prior to the collection of these expected
events. For example, if bleeding is listed as a harmful event, the criteria by which they determine the bleeding (i.e.
body location, type, or amount of blood loss that counts as an event, etc) should be specified.

Standardized classification of harms can be derived from any of the following:

1) reference to standard terminology or classifications of harms from a recognized external organization(s)(such as
government regulatory or health agencies. Examples of standardized terminology for harms includes, WHO-ART,
MEDra, HTA report on the Measurement and Monitoring of Surgical Adverse Events)

2) previously explicitly defined classifications of harms in the literature, or

3) based on pre-specified clinical criteria, or

4) pre-specified laboratory test (may not need to have a specific cut-off level specified in all cases)

In some instances only some of the harms identified in a study will be precisely defined. In this case, there
must be some judgement.

Yes

No

Unclear

Clear Response
2. Was the mode of harms collection specified as ACTIVE?

Active ascertainment of harms indicates that participants are asked about the occurrence of specific harms in
structured questionnaires or interviews or pre-defined laboratory or diagnostic tests and usually performed at pre-
specified time intervals.

Passive ascertainment of harms indicates that study participants spontaneously report (on their own initiatives) or are
allowed to report harmful events not probed with active ascertainment.

Yes

No

Unclear

Clear Response
3. Was the potential occurrence of harmful events collected at pre-specified intervals; for example, the
occurrence of post-operative complications were evaluated on a daily basis within 30 days of the surgery?

Yes

No
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Unclear

Clear Response
4. Did the author(s) specify the NUMBER for each TYPE of harmful event for each study group?

For example, the study reported 3 types of harmful events (nausea, vomiting, and bleeding); for each of these events
the frequency was reported for each study group.

Yes

No

Unclear

Clear Response
5. Was the TOTAL NUMBER of participants affected by harms specified for each study arm?

Yes

No

Unclear

Clear Response
6. If the study reported that there were no serious AE's reported did they define serious AEs?

Yes

No

Unclear

N/A

Clear Response
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