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Table 5.2: Factors that can reduce the quality of the evidence
1 | Quality or

evidence
is a any discrete degyee of quality

VOORAEENS
LL{ arbitrariness.
2 [Factor [Consequence Jtoelichting

5 " v " . "
Limitations in study desi, ti

"
While factors influencing he quality of evidence are additive — such

ht i
d

ren
r

Tipe
in oeos

seady design oreResion. | 4 ard level
StyEE Te

evidence for an outcome —

; Inconsistency of results 11 0r2 levels
factor fof downgrading or upgrading reflects not discrete categories but a cotinuum within each Niet toegelichte heterogeniteit van resultaten (vooral bij syst reviews, als er

4 | category and among the categories. When the body of evidence is intermedite with regpect to a veel verschillende bevindingen zijn, gemengd bewijs).

particulaf Tactor, the decision about whether a study Falls above or below the threshold for up- or

downgrading the quality (by one or more factors)[Leib Bu i
Bijvoorbeeld gemeten met een surrogaat maat (niet gedrag, maar intentie of

Indirectness of evider | 1 or2 levels
zelfgerapporteerd gedrag) Of nt andere interventie (niet thuisblijven bij

5 Klachten maar thuisbiljven in het algemeen).

6 ipiecision (1 erRiesey
Kleine steekproef of kleine hoeveelheid events, dus wijd confidence interval

- — -

resultaten niet zjn gepubliceerd en dus niet zn Opgenomen. Vooral voor syst

7 |
Fetes: Qualityor Bxidonce Grades Ptlipation iis 1 of 2nwels

reviews relevante factor. Bij losse studies gaat het om reporting bias (zijn er

o
|orade [peinition Table 5.3: Factors that can increase the quality of the evidence

; [We are very confident that the true effect lies close to that of the
;

High ;
Factor Consequence

9 estimate of the effect.

Alls er een groot effect wordt gevonden. For simple regression is like R. Thus 1

We are moderately confident in the effect estimate: The true effect is would use R rules of thumb... [use the follwoing with my Psychology students:

Moderate [likely to be close to the estimate of the effect, but there is a possibility Large magnitude ofeflect 11 0r2 levels B< 0.1 - Small effect size BEL0.1; 0.5] - Medium effect size B> 0.5 - Large
that it is substantially different effect size. For multiple regression these rules arc not that straightfoward, but for

Social Sciences they seem to hold (also following Cohen's d suggestions).
10

; mm |All plausible confoundingwould reduceOur confidence in the effect estimate is limited: The true effect may
PRusibe conimunding

would
reduce

.

Low ihe demonstrated effect or increase the |1 1 level Is er gecontroleerd voor plausibele confounders?
be substantially different from the estimate of the effect.

effect if no effect was observed

1

[We have very litle confidence in the effect estimate: The true effect

Very L Wa Ss Dose-response gradient level

5

CY HOW

Lis likely to be substantially different from the estimate of effect
hsepOnE gradien EE

13

14

15 dy Design
16 Study design is critical to judgments about the quality of evidence.

17 For regarding strategies
—

as opposed to prognosis or the accuracy of diagnostic tests —

18 trials provide, in general, far stronger evidence than observational studies, and rigorous observational studies provide stronger evidence than case series.

19 [ In the GRADE approach to quality of evidence:

20 trials without important imitations provide high quality evidence

21 observational studies without special strengths or important limitations provide low quality cvidence

22 |
23 Limitations or special strengths can, however, modify the quality of the evidence of both trials and observational studics.

24 Note:

Non-randomised experimental trials (quasi-RCT) without important
limitations also provide high quality evidence, but will automatically
be downgraded for limitations in design (risk of bias) — such as lack

of concealment ofallocation and tie with a provider (c.g. chart

25 number).

Case series and case reports are observational studies that investigate

only patients exposed to the intervention. Source of control group

results is implicit or unclear, thus, they will usually warrant

26 downgrading from low to very low quality evidence.

Expert opinion is not a category of quality of evidence. Expert

opinion represents an interpretation of evidence in the context of

experts’ experiences and knowledge. Experts may have opinion about

evidence that may be based on interpretation ofstudies ranging from

uncontrolled case series (c.g. observations in experts own practice)
to randomized trials and systematic reviews known to the expert. It is

important to describe what type of evidence (whether published or

27 unpublished) is being used as the basis for
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Tack of allocation concealment Those enrolling patients arc aware of the group

(or period in a crossover trial) to which the next

enrolled patient will be allocated (a major
asi” randomized

trials with allocation by day of week, birth

hart number, etc.)
Lack of blinding

RISK OF BIAS = Limitations in the study design and execution may bias the estimates of the treatment effect. Ourconfidence in the

estimate of the effect and in the followin grecommendation decreases if studies suffer from major limitations. The more serious the
i

the more likely it is that the quality of evidence will be downgraded. Numerous tools exist to evaluate the risk of bias in

randomizedtrials and observ nal studies

4 |Risk of bias |uitieg

Patient, caregivers. those recording outcomes,

those adjudicating outcomes, or data analysis.
are aware of the arm to which patients are

allocated (or the medication currenily being
received in a crossover trial).

Incomplete accounting of patients and outcome Loss to follow-up and failure lo adhere (0 the

intention-to-treat principle in superiority trials;

or in noninferiority trials, loss to follow-up, and

failure to conduct both analyses considering
only those who adhered to treatment, and all

aticnts for whom outcome data are available.

The significance of particular rates of loss to

follow-up, however, varies widely and is

dependent on the relation between loss to

follow-up and numberof events. The higherthe
proportion lost to follow-up in relation to

intervention and control group event rates, and

differences between intervention and control

roups, the greater the threat of bias.

Selective outcome reporting Incomplete or absent reporting of some
outcomes and not others on the basis ofthe

Other limitations Stopping tral carly for benefit, Substantial

‘overestimates are likel
i

ith fewer

than 500 events and that large overestimates are

likely in trials with fewer than 200 eveats,

Empirical evidence suggests that formal

stopping rules do not reduce this bias.

Use of unvalidated outcome measures (c.g.

patient-reported outcomes)

Carryover effects in crossover trial

Recruitment bias in cluster-randomized trials

[Due ta confounding
loutcame of interest) also predicts the intervention receivedat baseline. ROBINS can also

intervention received after baseline

In participant selection [When exclusion of some eligible participants, or the Inia follow-up time of some partic pants,

willbe an

identical.

[Due to missing data

J; bias due to

clusion of

[In measurement of predic/outcome

f different

if measur

10
in selection of reported result

error tointervention status or effects

Fi epr Way that Gepend:

from being included in2 meta-analysis (or other synthesis)

lestimated effect of intervention towards the null

the outcome or the isc of the outcome, and is kel to ead to bias

[Due to deviation from intended intervention

TR TRaTeer

arator groups

interventions)

-__ Comparison: bij goed by ekijken wat is en of studies vergeljkbaar zijn met elkaar.

= Outcomes: zijn gebruikte 2 (gaat het om intentie van gedrag, naleving, naleving, etc)

Study limitations in

ixplenation

Failure to Le Under-or

develop and fover-matching in

apply case-control studies

appropriate

cligibility

criteria fo Selectionof
inclusion of [exposed and

control unexposed in

population) ~~ Jcohort studies from

diferent

populations

+ Differences in

measurement of

exposure (e.g.
recall bias in case-

control studies)

of both

exposure and [+ Differential

outcome surveillance for

come in

exposed and

unexposed in

cohort studies

measurement ofall

known prognostic

Failure to
Sets

confounding [+ Failure10
match for

prognostic factors

andor adjustment
instatistical
alysis

Especially within

[prospe:

incomplete or fstudics, both

inadequately faroups should be
short follow-up [followed for the

same amount of

ime.

tive cohort



2.Were the study subjects
‘and the setting described in

3.Was the exposure

measured in a valid and

reliable way?

4.Were objective, standard

o I []

512n

5

LWere the criteria for

inelidzion inthe seme
The authors.

iri
clear inclusion and exclusion criteria that

clearly defined? op
yt:

50that other

interest to them. The authors should provide a clear descriptionof the
‘population from which the study participants were selected or

recruited, including demographics, location, and time period.

exposure. Assessing validity requires thal a ‘gold standard! is available

to which the measure can be compared. The validity of exposure

‘appropriate or whether a measure of pas! exposure is needed.

y refers to the an
?

These

reliability and inter

tis useful to determine if patients were included in the study based on

eilher a specified diagnosis or definition. This is more likely to

decreasecriteria used for the riskof bias. Characteristics are another useful approach
messarement of the to matching groups, and studies that dd not use specified diagnostic
SY methods or definitions should provide evidence on matching by key

characteristics.

s

Typical confounders include baseline characteristics, prognostic:
faclrs, o concomitant exposures (e.g. smoking). A confounder s a

; difference between the comparison groups and it nfluences the

Sate ctntoinicing feciors
direction of the study results. A high quality study at the level of cohort

identified? design will dentiy thepotential confounders and measure them (where

possible). This s ficult for studies where behavioral, atttudinal or

lifestyle factors may impacton the results.

[|

Sirategies 1 cal wilh effects of confounding factors may be dealt

sere sirsegies rodent within the study design or in data analyss. By matching or sratiing
3 effects canbe

it confoungiog tectors
adjusted for. When dealing with adjustment in data analysis, assess

? the statistics used in the study. Most will be some form of multivariate

eis

7

Importantly, determine if the measurement tools used were validated
i

is as this has a significant assessment

te outcome

7.Were the outcomes iy
measured in a valid and Were

ay rained or educated inthe use ofthe instruments? (e.g.
. were they

Similar in terms of evel of education, clinical or research experience.

or level of respansivity

Ae with any analysis
be given to whether there was a more appropriate atemate statistical

method that couid have been used. The methods section should be
ent which analytical techniques

regression or ow specific
ssslen of ti 0

£ Was sppropriate statistical
tls useful to identify the study identified which variables were

analysis used? included and how they related t the outcome. If stratification was the

‘analytical approach used were the strata of analysis defined by the

‘specified variables? Additionally, tis also important to assess the

of

‘associated with the approach as differing methods of analysis are.

basedon differing assumptions about the data and how it will respond

Bias
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Land/ culturele

context

(vergelijkbaar
1 met NL?) VS 3

2 UK UK 4

3 VS Finland 1

4 Polen China 1

5 Finland Italié 1

6 USA Japan 1

7 China Internationaal | 2

UK, Ireland. In

8 Apri 2020. Noorwegen 1

9 Italié Polen 1

10 Japan Israel 1

Als zij waren getraceerd door de nationale |Factoren geasscoeerd

gezondheidsdienst omdat zij in contact met alle nalevings

waren geweest met iemand die COVID-19 |uitkomsten: lage

bleek te hebben, gaf 10.9% aan dat zij naleving was

gedurende twee weken hun huis niet uit |[geassocieerd met

International: waren geweest. De enige factor die sterk |man zijn, jonger zijn,

The majority samenhing met niet-naleving was het een afhankelijk kind

3 i hebben van een afhankelijk kind in het hebben in het
currently lives iny

huishouden. Zelf gegeven redenen om de |huishouden, het

North America
quarantaine niet na te leven waren: moeilijker hebben,

(48.1%), denken dat het niet nodig is om weg te  |lagere socio

followed by blijven van mensen buiten je eigen economische status,

articipants in
huishouden als je niet kan wegblijven van |minder geinformeerd

P P
mensen in je eigen huishouden (14.3%),  |zijn over covid 19 en

Europe or
geen symptomen ontwikkelen (11.9%),  |informatie over

transcontinental om boodschappen te doen (10.9%), voorkomen

countries with omdat je net klaar was met een andere verspreiding virus

, ; quarantaine periode (10.9%). (zoals key symptomen
territory in

both In het algemeen, voor alle uitkomsten, herkennen, niet

Europe and Asia hing niet-naleving samen met man zijn,  |overheidshegeleiding

(38.5%) and jongere leeftijd, een afhankelijk kind in weten als je

Australia or New
het huishouden hebben, lagere socio symptomen

Zealand (5.5%
economische status, het lastiger hebben |ontwikkelt, en het

ealand (5.5%).
tijdens de pandemie en in een belangrijke |niet eens zijn met

sector werken. Praktische hulp en kans op besmetting

financiéle vergoedingen zullen, als geen symptomen.

verwachten zij, de naleving verhogen.

11 16

Het betreft data

uit verschillende

landen, veel uit

UK, maar ook

aantal reviews

met meerdere

studies.
12

UK in begin mei

13 2020

14 UK

15 nvt

16 Noorwegen

17 USA.

18 Israel
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