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RoB 2 assessment for individual randomized, parallel group trials
Unique ID (e.g. A1 or 1) | 1601 | Assessor I cw 20/11/25 Which of the followin

assessment? (tic
Study ID | Axiom 2016 Ref. or label |

were obtained to help inform the risk-of-bias
; for editin lease double-click the list

Experimenta | 12 week supervised exercise Comparator | usual care
Specify which outcome Specify the numerical result
1| crF |
| Is the review team’s aim for this results to assess...? Weight for analysis
;' | assignment to intervention (the ‘intention-to-treat’ effect) j | 1
-I_ If the aim is to assess the effect of adhering to intervention...(select one at least)
|

1| Domain 1 IDomainI Domain 3 | Domain 4 | Domain 5 | Overall bias

;| r Randomisation process

I Signalling Respons  Description
I.

I 1.1 Was the allocation sequence random?] I Y j

I

1] 1.2 Was the allocation sequence concealed until participants were enrolled and I Y j

I assigned to interventions?

| 1.3 Did baseline differences between intervention groups suggest a problem with I"__,
I the randomization process? v

i| | Risk of bias judgement

1 Algorithm result  Assessor's judgement
| | I | o -

1 | Optional: What is the predicted direction of bias arising from | vl |
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Basic infarmatiur,/ \
Study 1D |~ |HEfE - |Euperime - |Cumparai - |ﬂutmme K]w -
Axiom 2016 12 week supi usual care CRF
Crees 2014 12 week supiusual care  HROofL 5F-36 and TACOOF-CF
Drees 2014 12 week supi usual care  Physical activity
Culverton 2015 12 week supiusual care CRF
Fretof 2020 Inspiratory r no exercise ¢ CRF .
Klein 2016 Text interven no exercise CRF Numerlcal result
Klein 2016 Text hased ir no exercise Physical activity em pty
Madabar 2011 Hospital Exe Usual care CRF

Meerain 2012 Exercise No exercise Strength MVC Incorrect data
IMeeragin 2012 Exercise MNo exercize ¢ CRF

Basic jfformation N\

Study ID  |Reference Experimental |Comparator Outcome Results

- - b - -

Amore Coff Headache Caffeine Decaffeinated Headache at 30 minuMean Diff 0.22

Deliciozza 2 Headache Caffeinated Decaffeinated Headache at 30 minuMean diff 1.11 . .
Kahave Pari Headache Caffeinated Decaffeinated Headache at 30 minu0.55 (0.13 to 2.36) COI umn Is ﬁ”ed
Mama-Kaffi Headache Caffeinated Decaffeinate Headache at 30 minu OR 1.53 [0.7-3.35] in

Morrocona Headache Caffeine Decaffeinated Headache at 30 minu 3.40 [0.39-29.31]
Oohlalazza Headache Caffeine Decaffeinated Headachuptolhouw2.11[0.41)
Morscafe  Headache Caffeine Decaffeinated Headach uptolhow OR 1.21(1.14-1.24)

Piazza Alert Headache Caffeine Decaffeinated Headach up to 1 houw OR 0.98 (0.93 - 1.11)
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RoB 2 assessment for individual randomized, parallel group trials *
i Q. 1601 ~| Assesso | cwW Which of the following sources were obtained to help inform the risk-of-bias
Unique ID (e.g. Al or 1) I J ' 20/11/25 assessment? (tick as many as apply; for editing, please double-click the list}
Study ID | Axiom 2016 Ref. or label |
Experimenta | 12 week supervised exercise Comparator | usual care
ISpecify which outcome Specify the numerical result
CRF |
lIs the review team's aim for this results to assess...? Weight for analysis
assignment to intervention (the 'intention-to-treat’ effect) j | 1
[If the aim is to assess the effect of adhering to intervention...(select one at least)
NA
Domain 1 IDo in 2 | Domain 3 | Domain 4 | Domain 5 | Overall bias | No rationale
— Randomisation process given fOf
Signalling Respons  Description
Answers to SQs
1.1 Was the allocation sequence random?] I Y j
1.2 Was the allocation sequence concealed until participants were enrolled and I Y j

assigned to interventions?

1.3 Did baseline differences between intervention groups suggest a problem with I“_;l

the randomization process?
Risk of bias judgement No rationale
Algorithm result  Assessor's judgement H
iven for
e ] :
DOMAIN- level
Optional: What is the predicted direction of bias arising from | v| .
judgement




Cochrane
Training

C

The bias assessments in Excel

RoB 2 assessment for individual randemized, parallel group trials

Assassor I ™ 2021/01/07

Assessment ID I 1 j

Study ID I Amore Coffea 20C

Ref. or label | Headache

Experimental | Caffeine
Specify which outcome

Comparator | Decaffeinated
Specify the numerical result

| Headache at 30 minutes | Mean Diff 0.22
Is the review team's aim for this result to assess...? Weight for analysis
| assignment to intervention (the ‘intention-to-treat’ effect) j | 1

If the aim is to assess the effect of adhering to intervention...(select one at least)

[] occurance of non-protocol interventions

[ failures in implementing the intervention that could have affected the outcome
[0 non-adherence to their assigned intervention by trial participants

Domain 1 I Domain 2 | Domain 3 | Domain 4 | Domain 5 | Overall bias
— Randomisation process

*
Which of the following sources were obtained to help inform the risk-of-bias
assessment? (tick as many as apply)
Journal article(s) a

OO0oOooooooo

Trial protocol

Statistical analysis plan [SAP)

Mon-commercial trial registry record (e.g. ClinicalTrials.gov record)

Company-owned trial registry record (e.g. GSK Clinical Study Register record)

"Grey lterature” (e.g. unpublished thesis)

Conference abstract{s) about the trial

Regulatory document (e.qg. Clinical Study Report, Drug Approval Package)

Research ethics application

Grant database summary (e.g. NIH RePORTER, Research Councils UK Gateway to R™
Personal communication with trialist j

Signalling

Description

I 1.1 Was the allocation sequence random?

Quote: "...randomized to two groups.” /

Comments: method of random sequence generation was not described.
Comment: allocation concealment was not described.

1.2 Was the allocation sequence concealed until participants were enrolled and
assigned to interventions?

1.3 Did baseline differences between intervention groups suggest a problem with
the randomization process?

o ]

Baseline values did not indicate a problem with randomisatio her the
method of generating the randomisation sequence, or allocation

concealment were described.

Risk of bias judgement

Algorithm result  Assessor's judgement

C Double click on this column to create the support for judgement for this risk of bias domain from descriptions )

Some concerns | I Some{}oncernsj
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RoB 2 assessment for individual randomized, parallel group trials

Assessor | ™ 2021 /0107

Assessment ID | 1 =l

Study ID I Amore Coffea 200

Ref. or label | Headache

Experimental | Caffeine
Specify which outcome

Comparator | Decaffeinated
Specify the numerical result

| Headache at 20 minutes | Mean Diff 0.22

Is the review team's aim for this result to assess...? Weight for analysis

| assignment to intervention (the ‘intention-to-treat’ effect) j | 1
If the aim is to assess the effect of adhering to intervention...(select one at least)

[ occurance of non-protocol interventions
[ failures in implementing the intervention that could have affected the outcome
[0 non-adherence to their assigned intervention by trial participants

Domain 1 I Domain 2 | Domain 3 | Domain 4 | Domain 5 | Overall bias

Which of the following sources were obtained to help inform the risk-of-bias
assessment? (tick as many as apply)

Journal article(s)

OO0O0O0O0OoOoOoon

»

Trial protocol

Statistical analysis plan (SAP)

Mon-cormmercial trial registry record (e.g. ClinicalTrials.gov record)

Company-owned trial registry record (e.g. GSK Clinical Study Register record)

"Grey literature” (e.g. unpublished thesis)

Conference abstract(s) about the trial

Requlatory document (e.g. Clinical Study Repart, Drug Approval Package)

Research ethics application

Grant database summary (e.g. NIH RePORTER, Research Councils UK Gateway to R~
Personal communication with trialist ;l

— Randomisation process

Signalling

Description

Quote: "...randomized to two groups.”

I 1.1 Was the allocation sequence random?

e -]

Comments: method of random seguence generation was not described.
Comment: allocation concealment was not described.

1.2 Was the allocation sequence concealed until participants were enrolled and
assigned to interventions?

1.3 Did baseline differences between intervention groups suggest a problem with
the randomization process?

Risk of bias judgement

[w -]
o m—

Baseline values did not indicate a problem with mndnmmtnr(
ebhedesbgenambingatbaamocomication

iggtion sequence, or allocation

concealment were described.

Algorithm result  Assessor's judge!

Some concerns | I Some concer

allocation concealment were described.]

Comments: method of random sequence generation was not described.
Comment: allocation concealment was not described.
Baseline values did not indicate a problem with randomisationMeither the method of generating the randomisation sequence, or
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g ) P - e

The autcome w N
The autcomne M
The outcomne N

The outcome was PN

The outcom
The outcome was PN

| |

|41 - |Notefora1 a2 -|Notefora.2 ~[43 - [Notefora ~|a4 ~|Noteford - |45 ~[a.0Algorithn ~ |4.0 Assessor's Jud| ~ [I
M M NI PY If the person PN Some concerns Some Concerns
M Validated questic N ¥ Py Can't blind e: PY High SOME CONCerns
PN Leisure-Time Spet M ¥ Py Cannot blind PY High SOME CONCErns

I M M M PN 50me Concerns 5Some Concerns
M PN PY PY Some concerns Some concerns
M PM Finally, the bl WA Low
M PN ictician NA MA
Py YMCA cycle test. TPN MA
N N N Empty cells for
- _ - - - many Signalling
PM Mot direct gas an PN I Py If the person PN Some concerns Sof
M Measuring activi PN Ml PN Both groups rNA Low Low q u est|0 ns
M M MI PY If the person PN Some concerns Sol
M M MI Py Py High Hig|
M PN NI PY If the person PN Some concerns Some Concerns
M PN M NI PN Some concerns Some concerns
[+ [+ h'd By Self reonrted Py Hich Hich

Domain 4. Measurement of the outcome
4.1 |Mote for 4.1 4.2 Mote for 4.2 4.3 |Mote for 4.3 4.4 |Mote for 4.484.94.5 (4.0 Algorithm resul| 4.0 Assesson
- - - -, - - - - -

! Headache diari M Headache diaries PN Outcome asse NA MA Low Low
Headache was N All participants weiMl  The outcome v PFY  Assessment oMl High High
Headache was N Measurementwas M  Out MA Low Low
Headache meaM Measurementwas PN Quote: "Caffeir MA Low Low
The outcomne v M The outcome was PN Headache is 5 NA A Low

Headache is 5 NA
che is 5 NA
Headache 15 5

Answers provided
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D '1]r‘ in?2 | D in2 | D in4 | D in 5 erallbias]
r Overall bias

Risk of bias judgement

Algorithm result Assessor's judgement

Some concerns Some concerns -

Optional: What is the overall predicted direction of bias
arising for this outcome?

Randomisation [ g Deviations from the . Missing . Measurement . Selection of S
process intended outcomes of the reported results

| |

D '1]r‘ in2?2 | D in2 | D in4 | D '50vera||b'|as| I

Overall bias

Optional: What is the overall predicted direction of bias
arising for this outcome?

Randomisation | g Deviations from the Missin Measurement Selection of g
process i outcomes 0 reported results

method of generating the randomisation sequence, or allocation concealment were described "...rando
aroups.”

It is likely that participants were blinded. Blinding of study personnel was not described. Quote: "One group received a café
latte with 100 mg of caffeine added, and the other received an identicak-tasting decaffeinated ktte.”
There were no deviations from the intended intervention.

Double dick on this column to create the support fo

Most data were available. n=78 participants recruited. Data for the majority of these (n=75, 96%)
dache diaries is the usual way to record and report the number of headaches.
diaries l.'Jere.u_sedlfor bm;h aroups.

|

Risk of bias judgement
Algorithm result Assessor's judgement
Some concerns Some concerns ~

|
|

Domain 1 | Domain 2 | Domain 3 | Domain 4

— Overall bias

Dx in5 Owerall b'lasl

—

Risk of bias judgement

Algorithm result Assessor's judgement

Some concerns Some concerns -

Randomisation [ g Deviations from the . Missing . Measurement . Selection of
process intended outcomes of the reported results
There were issues with two domains. The method of random sequence generation was not described. But there appeared =«

to be no issues with randomisation. Although there was no protocol for this study headache was reported at 24 hours, which
is standard for this type of RCT looking at headache following caffeine consumption.
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1. Bias from randomisation

process
Authors’ Support for
judgement judgement

Baseline imbalance,
intervention group were
younger at baseline and
younger for surgery
(p<0.10)

Computer based
randomisation at the trial
centre with allocation
centrally and blinded.

1. Bias from randomisation process

Domainl

SQ 1.1 Was the allocation sequence random?

SQ 1.2 Was allocation concealed until ppts enrolled and
assigned?

SQ 1.3 Did baseline differences between intervention
groups suggest a problem with randomisation process?

Alternative SQ 1.3?

Was there baseline imbalance?

SQ 1.3 Did baseline differences between intervention
groups suggest a problem with

randomisation process?
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1.3 Baseline N."fPNfN|
imbalances suggest '
a problem?

1.1 Allocation
sequence random?

Low risk

1.2 Allocation 1.3 Baseline \
sequence g imbalances suggest Same concerns
concealed? a problem? N/PN/NI

NI

High risk

Algorithm for suggested judgement of risk of bias arising from the randomization process

1. Bias from randomisation process
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. 1.3 Baseline
1.1 Allocation V/PYINL N/PN/NI .
imbalances suggest # Low risk
a problem?

sequence random?

Y/PY

1.2 Allocation ) 1.3 Baseline
sequence imbalances suggest Same concerns
concealed? a problem?

High risk

Algorithm for suggested judgement of risk of bias arising from the randomization proces

1. Bias from randomisation process
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2. Bias due to deviations from
intended interventions

Authors’ Support for
judgement judgement
High Cannot blind exercise

intervention

Domain 2

Domain 2 Simple statement about
blinding without describing if result
being assessed is likely to be
affected by blinding

2. Bias from deviation from intended intervention

Authors judge this to be
“High” risk of bias

But algorithm proposed that it could
be “Low” or “Some concerns” or
llHigh”
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2. Bias due to deviations from
intended interventions

Authors’ Support for
judgement judgement
High Cannot blind exercise

intervention

2. Bias from deviation from intended intervention

Domain 2

SQ 2.1 Were participants aware of their assigned
intervention during the trial?

SQ 2.2 Were carers or people delivering the intervention
aware of the participants assignment during the trial?

SQ 2.3 IfY/PY or Nl to 2.1 or 2.2 Were there deviations
from intended interventions?

SQ 2.3 Were there deviations from intended
interventions?

SQ 2.4 1f Y/PY to 2.3: Were these deviations likely to have
affected the outcome?

SQ 2.5 If Y/PY to 2.4: Were these deviations balanced
between groups?

SQ 2.6 Was an appropriate analysis used?

SQ 2.7.IF N/PN to 2.6: Was there potential for a
substantial impact of the failure to analyse participants
to the group to which they were randomised?
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2. Bias due to deviations from
intended interventions

Authors’ Support for
judgement judgement

Quote: "Treatment coffee was
not different from placebo
coffee by smell or taste."
Comment: It is likely that
participants were blinded.
Blinding of other study
personnel was not described.
No deviations from the trial
were reported.

Analysis was ANOVA. Groups
were analysed in the groups
they were randomised in.

Low

2. Bias from deviation from intended intervention
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Domain 3
Q Despite many missing participants bias judged to
be “Low”

Missing outcome data
Authors’ Support for
*udgement judgzement
80%0 of patients
remained at the
J end of the study.
Low risk of biasz & Lost to follow
up in each

3. Bias due to missing data
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Missing outcome data
Aurthors” Support for
judzement ua=ement

Overall: 16% of peopl
dropped out. Similar
numbers from both
groups. Reasons for
dropping out for some
participants were
duration of
intervention, but some

Some
concerns

assess the effect of
missing data

Domain3

SQ 3.1 Were outcome data available for all or nearly all
participants?

SQ 3.2 If not were there evidence that result is not biased by
missing data?

SQ 3.3 Could missingness in the outcome depend on its true value?

SQ 3.4 1sit likely that missingness depended on its true value?

reasons were unrelated.
There was no analysis to

$Q 3.1 16% of participants lost to follow-up.
$Q 3.2 No analysis to assess effects of
missing data.

SQ 3.3 Reasons for missing data provided and
some were related to the outcome.

SQ 3.4 It is unlikely that missing ness
depended on the true value

Judgement “Some concerns”
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Domain 4 Simple statement about
blinding without describing if result
being assessed is likely to be
affected by blinding

Measurement of the outcome

Authors' Support for
judgement judgement
Cutcome
High ASSESSOMS WEre
not blinded Authors judge this to be

“High” risk of bias
But it could be “Low”

or

“Some concerns”

4. Bias due to outcome measurement
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Measurement of the outcome

Authors' Support for
judgement judgement
Cutcome
High ASSESSOMS WEre
not blinded

4. Bias due to outcome measurement

Domain4

SQ 4.1 Was the method of measuring the
outcome inappropriate?

SQ 4.2 Were measurements similar between
groups?

SQ 4.3 Were outcome assessors blinded?

SQ 4.4 Could the outcome assessment be
affected by knowing the assighment?

SQ 4.5 Do you the reviewers think this is
likely?
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SQ 4.1 Was the method of
measuring the outcome
inappropriate?

SQ 4.2 Were measurements similar
between groups?

Measurement Of the outcome SQ 4.3 Were outcome assessors
blinded?
Authors’ SQ 4.4 Could the outcome assessment
Support for be affected by knowing the

judgement judgement assignment?

SQ 4.5 Do you the reviewers think this
=P  Measurement was is likely?
appropriate
Some concerns —p Measurements were similar
across all intervention groups.
=== There is no information in
whether the outcome
assessors were blinded.
=P Qutcome assessors, through
encouragement during
testing, could affect the
outcome, therefore we have
some concerns about
potential bias.

From Williams & Wadey et al 2020
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Lelection of the reported results
Authors' Support for
judgement Judgement
No
High statistical
analysis
plan

Domain5

Domain 5 Reliance on availability of
statistical analysis plan.

* published protocol

* trial register entry

* lists of planned outcomes/ time points

* clinical judgement

SQ 5.1 Data analysed according to
statistical analysis plan?

Is the numerical result likely chosen
from:

SQ 5.2 multiple eligible outcomes?
(scales, timepoints, definitions)

“Q 5.3 multiple eligible analyses of
the data

4. Bias due to selective outcome reporting
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RoB 2 assessment for individual randomized, parallel group trials *
Assess I il vI Assessor I ™ Which of the following sources were obtained to help inform the risk-of-bias
ment 1D 21/1/11 assessment? (tick as many as apply)

Study ID I Amore Coffea 200 Ref. or label | Headache
Experimental I Caffeine Comparator | Decaffeinated O Trial.pr_utocul _
Specify which outcome Specify the numerical result [ statistical anar_fsts plan [SAP) o )

Hesdache 3t 30 minut m D 0.22 [0 MNon-commercial trial registry record (e.g. ClinicalTrials.gov record)
I eadache a minutes I &an . [0 Company-owned trial registry record (e.g. GSK Clinical Study Register record)
Is the review team's aim for this result to assess...? Weight for analysis O “Grey licerature” {e.g. unpublished thesis)
I assignment to intervention (the 'intention-to-treat’ effect) j I 1 [0 Conference abstract(s) about the trial
If the aim is to assess the effect of adhering to intervention...(select one at least) [0 Reguletory document (e.g. Clinical Study Report, Drug Approval Package)
[0 occurance of non-protocol interventions [0 Research ethics application
[0 failures in implementing the intervention that could have affected the outcome [0 Grant database summary (e.g. NIH RePORTER, Research Councils UK Gateway to R
[ non-adherence to their assigned intervention by trial participants [0 Personal communication with trialist ;'

Domain 1 I Domain 2 | Domain 3 | Domain 4 | Domain 5 | Overall bias
— Randomisation process

Signalling Respons  Description
- Quote: "...randomized to two groups.”
I 1.1 Was the allocation sequence random? I PY j Comments: method of random sequence generation was not described.
Comment: allocation concealment was not described.
1.2 Was the allocation sequence concealed until participants were enrolled and I NI j

assigned to interventions?

Baseline values did not indicate a problem with randomisationMeither the
method of generating the randomisation sequence, or allocation
concealment were described.

1.3 Did baseline differences between intervention groups suggest a problem with m
the randomization process?

Risk of bias judgement
Jucget Quote: "...randomized to two groups.”
'mthm T e e Comments: method of random sequence generation was not described.

omment: allcDouble click on this column to create the support for judgement for this risk of bias dormain from descriptions
aseline values did not indicate a problem with randomisationMeither the method of generating the randomisation sequence, or

sllnmkinm Fancsslreans wiara AarerikaA

Optionall _ 1&s arising from I j I I
the randomization process?

SOme CONCerns | I High j

Guidance {Internet access) CLOSE

SAVE
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Algorithm

N

=

i
1.3 |Noteforl.3 Nvo Algorithm result 1.0 Assessor's Judgemd1.0 Géneral note (1.0 0

( =

"...randomized to

hodof pn  Baseline values Some concerns Some concerns two groups."
Cipants we N There were no fase Low Low Quote: "80 participants
[(N=132) wy The allocationfratio ' High High Quote: "Nurses (N=132)
pants borrPN - Thre were nofissues High High Quote: "...participants
ipants wel M There were np base Low Low Quote: "... participants
Bnts were N The baseline djffere Low Low Quote: "Participants we
rticipant w N There were no I§su¢ Some concerns Some concerns Quote: "Each participan
mized conN There were no issN Low Low Quote: "Arandomized g
\—/ [FUTETTOT T O T T TITET TS TITOTTT v4
b |Note for 2.6 2.7 |Notefor2.7 \2.0 Algorithm resul{2.0 Assessor's Judgemel 2
__/’
tH
MNA Low pi
An appropriate an NA High B
The analysis was NA Low o
The analysis was NA Low 5.
ANOVA was uset NA Low Q
ANOVA was usec NA Low a
ANOVA was uset NA Low Q
Analysis was ANCNA Low o
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Risk of bias for analysis 1.1 Maximal cardiorespiratory fitness

Bias
e Deviations from intended - Measurement of the Selection of the reported
Study Randomisation process interventions Missing cutcome data sutcome results Overall
Authors' | Support for | Authors' Support for Authors' | Support for | Authors' | Supportfor | Authors' | Support for Authob-' Support f
judg 1t judg it |judg 1t Judg 1t judg 1t judgement |judgement| judgement |judg 1t judg 1t |judg 4 Judgemer

Subgroup 1.1.1 Exercise training

No information
on method of
randomisation
and significant
baseline
imbalance
between
grggs. There /
gfa G yearage / orm:trﬁ;nomn
gap-the / Both participants and / 17 of 18 / whether / No regisiry of
TouD are those delivering the participants outcome: gvai\able Lack of informat
gounp er and intervention were (95%) were As3e530rs Were Common CRE randomisation.
; e Dgf repair aware of intervention included at aware of the arameter baseline imbala
Therrien  |High risk of w%s ounp o |Low risk of [received but there Low risk of |follow up. One|Some intervention Some rpe orted. No High risk of|and blinding of
2003 bias RI nf 9 bias were no deviations  [bias person lost  |concerns  |received. concerns inf%rmatl.on bias outcome assesg
ve%triculaf from intended from the Knowledge of whether there and no pre-regi
outflow tract (11 interventions and the control group intervention were multinle protocol or stati
vs 22 mmng) analysis was due to a lack received could eligible P plan.
were half in the appropriate. of interest. Eirfoflnf;ected analyses
intervention
group. Dally measurement
activity levels
were less in the
intervention
group. This lp N
may suggest a /
problem with ,
randomisatM y.
4 4 There was y 4
informatig#Fon
moerrr?w:ﬁnsnnoon \n;vl:lt?:glme No pre-
method of Both participants and assessors were registered Overall due to a
randomisation those delivering the ware of the method (registry detail on
Moalla Some there was no  [Low risk of Q\L:r:’: 2}'?”“1 ev:\?eriti on Low risk of ﬁgiglﬁ;cgme Some intervention Some gzgir‘gtbcigon Some Liqggmg:ggg's‘
2006 concems :)rﬁli::glfce that bias received. There were D25 presented concems Erfoe\}\\:\ggge of CONCEMS | owever, CONCEMS | and lack of jnfor
no deviations from N ; industry in the pre-refgH
would sugge_st intervention intervention standard CRF methods.
a problem with received could data is available
randomisation. have affected
outcome
measurement
Patients were )
randomly




Risk of bias for analysis 1.1 Maximal cardicrespiratory fitness Resu ltS' level ta b le in pu b liShed rEVieW

Bias
Study Randomisation Deviations from Missing outcome Measurement of Selection of the QOverall
process intended data the outcome reported results

interventions

Subgroup 1.1.1 Exercise training

Y © © o

Mo information on method of randomisation and significant baseline imbalance between groups. Thereis a 8 year age gap - the

intervention group are younger and age of repair was younger. Right ventricular outflow tract (11 vs 22 mmhg) were half in the

intervention group. Daily activity levels were less in the intervention group. This may suggest a problem with randomizsation.
I

Both participants and those delivering the intervention were aware of intervention received but there were no deviations from

intended interventions and the analysis was appropriate.

17 of 18 participants (9393) were included at follow up. One person lost from the control group due to a lack of interest.

Moalla 2006 0 o

There was no information on method of randomisation, there was no baseline imbalance that would suggest a problem with

randomisation.

@ © © o
Winter 2012 0

Westhoff-Bleck
2013

From Williams & Wadey et al 2020
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Deviations from intended

Results-level tables

Randomisation process interventions Missing outcome data Measurement of the sutcome Selection of the reported results Overall
Authors' Support for Authors' Support for Authors” Support for Authors' Support for Authors' Support for Authors' Support for
If the person
running the
exercise test was
Only mentions not blinded to
randomisation condition, they
with no could have given
explanation. Inter Cannot blind an [ 1i=
Zhouz005 Ferremiie permnomn e e o oo | E e e b e Some-Concerns
bias | wias presented ol "
‘were younger at intervention the participantin
baseline and at anintervention
age of surgery group. Gas
repair, (P=0.1). analysis and
appropriate
protocol on cycle
ergometer.
No information on
Participants, if outcome Overall due toa
3 o wi lack of detail on
Bo |nfnrrnat3|un N ned randomisation
Perera 2006 randomisation.  High risk of . . 5 No pre planned i
ewae s | NO rationale given cnitca pn rebinng
outcome
. conducted andfor BESESSOMS
for a domain-level I
Overall due toa
lack of
M ¥MCA cycle test. M
—— judgement T s bindes oes
differencesin predictive test not :
" No protocol and
F i, ana: or statistical plan ation,
Lambert 2011 High risk of bias _Pnsslbly !ID.fno Some concerns Zroup o control 135 ) CEaTar 1] assessment Some concerns released priorto High risk of bias di at
information atte N furthermore no
Eroup. . exercise - . study basel
mpt to conceal in . description of
randomisation. [ = on- direct
assessment. [, e
high eff
seen.
Randomisation - n
was performed a0% c.rfpallents Mo information on Overall judged
3 remained at the . 50Mme Concerns
using sealed if outcome Protocol
envelopes. Each  Low risk of Jou.sannot bind LICRAEET BSSES50TS Were registered but no s
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Provide rationale

for a domain-
level judgement

- Cochrane = [Practice] Caffeine for daytime drowsiness
: RevMan
Default view Full text = . = O B BI UXxx# 7T == i Format  ~ [
@ Dashboard Support for judgement Participants and those delivering the intervention were unaware of intervention g#ftus.

© Reviewinformation <

Bias due to missing outcome data

B Text <
Judgement Low risk of bias Some concerns High risk of bias
L Studies v
Included Support for judgement Just 8 9% of data missing for this outcome, numbers similar alross groups (4 from each group) and reasons for drop out were reported
Excluded to intervention
clude

Awaiting classification

e Bias in measurement of the outcome
& Other references - Judgement Some concerns High risk of bias
Additional

. . Support for judgement Measurement was by validated headache scale (the Hertz scale). The outcome was measured in the same way for both intervention g
Other published versi...

Classification pending

Provide a

& Analyses Bias in selection of the reported result
BB Tables < Judgement Some concerns High risk of bias ratio n a I e give n
& Figures Support for judgement Trial registration document included headache measured at this time-point and using the Hertz fo r. a n ove ra "

% Appendices

Overall bias judgement

% Comments
Judgement Low risk of bias Some concerns High risk of bias

Support for judgement Assessment of bias across all domains revealed no cause for concerns about bias for this outcome
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Heading 3

Authors Description of studies

Dates and events
Differences between p...
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Contributions of authors RQSUltS Ofthe sea rCh

Sources of support

OverVieW Of bias - Declarations of interest
across the studies — | pstisheanoess Included studies
for each outcome |B™ ’

Abstract <

Plain language summary

Excluded studies

Background <

Objectives

Methods <

Results . Risk of bias in included studies

+ Description of studies <

+ Risk of bias in includ...
+ Effects of interventi...
Discussion <

Effects of interventions

Authors' conclusions <




(% Cochrane
sl Training The text

O

Study level / Outcome level

Risk of bias

Some concerns in relation to selection bias were identified in all five
studies (Adeley 2016, Garcia 2020, Meaden 2012, Osborne 2018, Victor
2019). Although all five studies reported that the interventions were
‘randomly’ allocated, the methods for generating the randomisation
sequence was missing from four studies (Adeley 2016, Garcia 2020,
Meaden 2012, Osborne 2018). ....
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Q Study level / Outcome level

Risk of bias

The results for all studies were mostly assessed at “Low” risk of bias for
the domain “Bias in relation to measurement of the outcome” except
for the outcomes : HRgoL where five of the seven studies (Axiom 2016,
Fretof 2020, Meerain 2012, Orford 2018, van Dieter 2019), and Pain (the
same five studies) were judged to be at “some concerns” for bias
because the intervention could not be blinded and the outcome

measures were subjective and may have been affected by knowledge
of the outcome.

Wadey ey al 2020
https://doi.org/10.1002/14651858.CD013400.pub2
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Assessment of bias - In the Excel, word or online tool:
1. State theresult
2. Foreach domain:
a) Answer all SQs
b) Provide a rationale for all answers to all SQ
c) Use the algorithm for deciding your judgement
d) Provide a support for DOMAIN-level judgement - based on SQ
answers
3. Overall:
a) Provide support for the OVERALL- bias
In the summary results level tables (Risk of bias entry for RevMan Web)
4. Complete all cells of the tables (all support for judgement statements)
Text in the review
8. Report at the results-level rather than at the study-level
9. Provide a broad summary of the patterns of bias you see across the
results, rather than an exhaustive list.
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