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Supplemental Table a Search strategy (May 2019)

PubMed

28.5.2019

Query

Search

results

#1

"AMERICAN JOURNAL OF INDUSTRIAL MEDICINE"[Journal]) OR
"ANNALS OF WORK EXPOSURES AND HEALTH"[Journal] OR
"ARCHIVES OF ENVIRONMENTAL & OCCUPATIONAL
HEALTH"[Journal]) OR "Arh Hig Rada Toksikol"[jour]) OR
"INDUSTRIAL HEALTH"[Journal]) OR "INTERNATIONAL ARCHIVES
OF OCCUPATIONAL AND ENVIRONMENTAL HEALTH"[Journal] OR
"INTERNATIONAL JOURNAL OF OCCUPATIONAL AND
ENVIRONMENTAL HEALTH"[Journal] OR "INTERNATIONAL
JOURNAL OF OCCUPATIONAL MEDICINE AND ENVIRONMENTAL
HEALTH"[Journal] OR "JOURNAL OF OCCUPATIONAL AND
ENVIRONMENTAL HYGIENE"[Journal] OR "JOURNAL OF
OCCUPATIONAL AND ENVIRONMENTAL MEDICINE"[Journal] OR
"JOURNAL OF OCCUPATIONAL HEALTH"[Journal] OR "Journal of
occupational medicine and toxicology (London, England)"[Journal]
OR "Medycyna pracy"[Journal] OR "Occupational and
environmental medicine"[Journal] OR "Occupational medicine
(Oxford, England)"[Journal] OR "Safety and health at
work"[Journal] OR "Scandinavian journal of work, environment &
health"[Journal] OR "Toxicology and industrial health"[Journal] OR
Ann Occup Hyg[Journal]

44150

#2

"randomized controlled trial"[Publication Type]

483168

#3

("2010"[Date - Publication] : "3000"[Date - Publication])

9817277

#4

#1 AND #2 AND #3

283
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Supplemental Table b Summary of Consort checklist items regarding randomisation and allocation process

Items

Short explanation

Applicable to

sequence generation
method (item 8a)

Method used to generate the random allocation
sequence

RCTs, cRCTs

sequence generation
type (item 8b)

Type of randomisation; details of any restriction (such as
blocking and block size)

RCTs, cRCTs

Extension 8b

Details of stratification or matching if used

Only for cRCTS

allocation
concealment
mechanism (item 9)

Mechanism used to implement the random allocation
sequence (such as sequentially numbered containers),
describing any steps taken to conceal the sequence until
interventions were assigned

RCTs, cRCTs

Extension 9 Specification that allocation was based on clusters rather | Only for cRCTs
than individuals and whether allocation concealment (if
any) was at the cluster level, the individual participant
level or both
randomisation Who generated the random allocation sequence, who Only for RCTs
implementation enrolled participants, and who assigned participants to
(item 10) interventions
10a Who generated the random allocation sequence, who Only for cRCTS
enrolled clusters, and who assigned clusters to
interventions
10b Mechanism by which individual participants were Only for cRCTs
included in clusters for the purposes of the trial (such as
complete enumeration, random sampling)
10c From whom consent was sought (representatives of the Only for cRCTs

cluster, or individual cluster members, or both) and
whether consent was sought before or after
randomisation
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Supplemental Table c Summary of ROB tool 2.0 guidance document and our additional criteria to judge RoB from baseline

differences

Do baseline
differences
suggest a
problem with
the
randomization
process?

instructions from the
Guidance document!

Our extension/
interpretation

Examples

Answer ‘No’ if

no imbalances are
apparent or if any
observed imbalances are
compatible with chance.
(A small number of
differences identified as
‘statistically significant’
at the conventional 0.05
threshold should usually
be considered to be
compatible with chance.)

enough information
available to judge that
(im)balance of baseline
characteristics fits
randomization methods

[22]:

randomization: cRCT,
clusters by manager
participants report to,
clusters were paired by
age and three other
factors of participants

outcome: health
outcome

# of participants: same
number of randomized
study participants and
participants with
baseline measures
(N=116), control group =
57 and intervention
group =59

statistically significant
baseline differences:
reported for participants
not clusters, no
significant differences
except for one out of 22
variables (>12yrs of
education) which was not
a variable for pairing,

imbalance in key
prognostic factors: 1-
year age difference
between groups,
outcome measure similar
between groups

judgment: observed
imbalances and similarity
in baseline characteristics
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compatible with type of
randomization, no
information for
judgement missing

Answer ‘Yes’
if any of the
following

substantial differences
between intervention
group sizes, compared
with the intended
allocation ratio:

One example is a 1948
trial: Anticoagulants
were administered to
patients admitted on odd
admission dates (n = 589)
and conventional therapy
to patients admitted on
even admission dates (n
=442). Such a large
difference in numbers is
very unlikely given the
expected 1:1 allocation
ratio(P =0.001), raising
suspicion that
investigators
manipulated the
allocation so that more
patients were admitted
on odd dates so that they
would receive the new
anti-coagulant

no extension

If group size differences
can be explained with
clusters this cannot be
answered with Yes, e.g.
as seen in [23] group size
differences (1=266 C =
255) due to clusters
randomized (=2, C=2)

a substantial excess in
statistically significant
differences in baseline
characteristics between
intervention groups,
beyond that expected by
chance

see below

imbalance in one or more
key prognostic factors, or
baseline measures of
outcome variables, that
is very unlikely to be due
to chance and for which
the between-group
difference is big enough

- for health outcomes: if
baseline outcome and/or
age differ statistically
significant AND the
difference is clinically
relevant
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to result in bias in the
intervention effect
estimate

- for other outcomes: if
the baseline outcome
measurements and/or
another prognostic factor
differ statistically
significant AND the
difference is clinically
relevant

Note: this does not apply
for trials using simple
randomization with less
than 200 participants
(because any difference
can be expected with
simple randomization)

excessive similarity in
baseline characteristics
that is not compatible
with chance

groups are deemed too
similar if:

groups show no
differences in important
prognostic factors (e.g.
outcome measure and
age) without using
mechanisms for
achieving balance (e.g.
minimization or
stratification)

fictional example of very
similar baseline in two
groups would be: 49.64
(13.65) and 49.63 (12.23)

if it’s not down to the
decimals we would not
deem it too similar, e.g.
as seenin [24] age
[mean (SD)] 49.64 (13.65)
and 50.21 (12.23)

Answer ‘No
information’
when

there is no useful
baseline information
available (e.g. abstracts,
or studies that reported
only baseline
characteristics of
participants in the final
analysis)

baseline measurement of
important prognostic
factor e.g. outcome
measure missing,

OR

no statistics have been
provided

[24] baseline
characteristics not
reported for all
participants that were
randomized, also:
statistical significance not
tested, type of
randomization not
reported

[23] cRCT: type of
randomization and
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statistical tests not
reported

imbalance in key
prognostic factors: 4
years age difference,
relevant differences
between groups in
outcome measure (1:2
ratio of monthly working
hours lost due to sick
leave), information
missing to judge if
imbalance is due to
randomization

[25]: imbalance in key
prognostic factors: no
statistically significant or
clinical relevant
differences for age and
three other factors, but
outcome measure at
baseline not reported

! RoB2 Development Group. Revised Cochrane risk-of-bias tool for randomized trials (RoB 2). In: Higgins JP, Savovi¢ J, Page MJ, Sterne
JAC (eds.) 2019. https://drive.google.com/file/d/19R9savfPdCHC8XLz2iiMvL_71IPJERWK/view (07. September 2020)
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Supplemental Table d List of included articles (N=135)
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