Certainty of the Evidence

Self management for patients with chronic obstructive pulmonary disease

Patient or population: patients with chronic obstructive pulmonary disease
Settings: primary care, community, outpatient
Intervention: self management’
Comparison: usual care

(95% CI)

Assumed risk
usual care

lllustrative comparative risks™

Corresponding risk
self management

Quality of Life The mean quality of The mean quality of 698 220 Lower score indicates
St George's life ranged across Life in the (7) moderate’ | better quality of life. A
Respiratory control groups from intervention groups change of less than 4
Questionnaire. 38 to 60 points was points is not shown to
Scale from: 0 to 2.58 lower be important to
100. (5.14 to 0.02 lower) patients.
(follow-up: 3 to 12
months)
Dyspnoea The mean The mean dyspnoea 144 @200 Lower score indicates
Borg Scale. Scale dyspnoea ranged in the intervention (2) low>* improvement
from: 0 to 10. across control groups was
(follow-up: 3to 6  groups from 0.53 lower
months) 1.2to 4.1 points  (0.96 to 0.1 lower)
Number and See comment See comment Not 591 See Effect is uncertain
severity of estimable® (3) comment
exacerbations®

Respiratory- Low risk population® OR0.64 966 2230

related hospital 79 per 100 7 per 100 (047t0  (8) moderate’

admissions (5t0 9) 0.89)

(follow-up: 3to 12 — - .

months) High risk population

50 per 100 39 per 100
(32 to 47)

Emergency The mean The mean 328 B0
department visits emergency emergency (4) moderate®
for lung diseases department visits department visits for

(follow-up: 6 to 12
months)

for lung diseases
ranaed across

lung diseases in the
intervention arouns




Explanations

L Self-management is a term applied to any formalized patient education programme aimed at teaching skills needed to carry out
medical regimens specific to the disease, guide health behaviour change, and provide emotional support for patients to control their
disease and live functional lives. Of the 14 studies, there were four in which the education delivery mode consisted of group
education; nine which were individual education and one study which was written education material only. In six studies the use of an
action plan for self-treatment of exacerbations was assessed.

2 Seven other studies were not pooled and some showed non-significant effects.

3 No allocation concealment in 1 study. Incomplete follow-up.

4 Sparse data.

S Different definitions of exacerbations used and studies could not be pooled.

6 The low and high risk values are the two extreme numbers of admissions in the control groups from two studies (8% was rounded to
10% and 51% to 50%).

7 Two studies with very severe COPD patients weighted heavily in meta-analysis. Therefore, there is some uncertainty with the
applicability of effect to all risk groups.

8 Unexplained heterogeneity.

* Clarification
e Judgements
* Transparency



Preparatory work

* revealed that users would appreciate a summary of
the findings upfront to facilitate interpretation

e evaluated the type and amount of information users
want

* e.g. number of outcomes <7
e presenting information on all important outcomes

 ordering of outcomes



Pilot study of Cochrane review groups

e 17 Cochrane Review groups participated

e 20 review authors participated (20 new or updated
reviews)

* spent an additional 4 hours (2 to 40 hours)

Preliminary summary of findings table for Cochrane systematic reviews

Outline and pilot test

Gunn E Vist, Andrew D Oxman, Paul Glasziou and Holger J. Schiinemann

Contact information:

Gunn Elisabeth Vist

Norwegian Health Services Research Centre
PO Box 7004

St Qlays Plass

0130 Oslo

NORWAY

E-mail: gunn.vist@kunnskapssenteret.no



Results of first pilot

* layout clear

e generally found to be helpful
e 11/17 increased accessibility
e 5/17 improved quality

* 1/17 rephrased conclusions
 software difficulties

* Additional user testing!!!



What do SoF tables add?

Journal of
Clinical
Epidemiology

Y i

ELSEVIER Journal of Clinical Epidemiology 63 (2010) 620—626

Summary-of-findings tables in Cochrane reviews improved
understanding and rapid retrieval of key information

Sarah E. Rosenbaum®™, Claire Glentonh, Andrew D. Oxman®

* RCTs
e 1 EBCP workshop (N 72); 2 Cochrane entities meeting (N 33)

* RCT 1: easy to find results, SoF versus no: 68 vs. 40% (p = 0.02)

* RCT 2: SoF more correct answers to two questions re results
* 93% vs 44% (p = 0.003) and 87% vs. 11% (p < 0.001)

e SoF participants spent average of 90 seconds to find key
information vs 4 minutes without SoF table



Cochrane method
innovation fund project

* Enhancing the acceptance and implementation of
SoF tables in Cochrane reviews

* Initiated in 2012

User-testing of

Feedback from
Cochrane

Formal testing

potential

. of formats RCT
solutions

review groups




Enhancing the acceptance and implementation of
SoF tables in Cochrane reviews

User testing

* More than 40 participants

» Cochrane review users (clinicians, guideline developers, researchers)
* Participants prefer simple, less crowded SoF tables

* Dichotomous: NNTs and Risk Difference over natural frequencies

* Continuous: Minimal important difference units over MD and SMD

 “what happens” column:
* statement of presence/direction of effect and qualitative statement of confidence



Table 1. Comparison between items included in the current and alternative SoF tables formats

Current formats (Table B)
1 Inclusion of the N° of participants and studies

column

2 Quality of evidence presented with symbols and
labeled as High, moderate, low, or very low.
Reasons for downgrading presented in the footnotes

3 “Footnotes” label

4 Baseline risk and corresponding risk expressed as
natural frequencies

5 No column presenting absolute risk reduction (risk
difference) or mean difference

6 Comments column included

7 No “what happens” column*

8 Description of the GRADE Working Group grades

of evidence definitions below the table

Alternative formats (Table A)

Exclusion of the N° of participants and studies
column. Information presented in the outcomes
column

Quality of evidence presented with main reasons for
downgrading in the same column (e.g. MODERATE
due to imprecision)

“Explanations” label

Baseline risk and corresponding risk expressed as
percentages

Inclusion of a column presenting absolute risk
reduction (risk difference) or mean difference
Comments column deleted

“What happens” column included*

No description of the GRADE Working Group grades

of evidence definitions
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Probiotics as an adjunct to antibiotics for the prevention of pedijatric antibiotic-associated diarrhea in children

Patient or population: children given antibiotics
Settings: inpatients and outpatient
Intervention: probiotics

Comparison: no probiotics

lllustrative comparative risks*
(95% Cl)

Assumed risk Corresponding risk
No probiotics Probiotics

Incidence of Diarrhea; Children < 5 years RR 0.4’ 1474 PPPHO

Probiotic dose (equal 223 per 1000 89 per 1000 (0.29 to 0.55) (7 studies) moderate?

to/greater than) 5 billion (65 to 122)

CFU/day

Follow-up: 10 days to 3

months

Children > 5 years RR 0.8’ 624 LTSS
112 per 1000" 90 per 1000 (0.53t0 1.21) (4 studies) ~ low*?
(59 to 136)

Adverse events 18 per 1000’ 23 per 1000 Not estimable* 1575 PPOO Side effects: rash,

Follow-up: 10 to 44 days (8 to 38) (11 studies) low® © nausea, gas,
flatulence, vomiting,
increased phlegm,
chest pain,
constipation, taste
disturbance, and low
appetite

Duration of diarrhea The mean 0.6 fewer days 897 DPROO

Follow-up: 10 days to 3 duration of (1.18 to 0.02 fewer (5 studies) low’:8

months diarrhea in days)

control groups
was 4 days
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Probiotics as an adjunct to antibiotics for th

e prevention of pediatric antibiotic-associated diarrhea in children

Patient or population: children given antibiotics
Settings: inpatients and outpatient
Intervention: probiotics
Comparison: no probiotics

Anticipated absolute effects* (95% CI)

Without With Difference
probiotics probiotics
Incidence of Diarrhea;
Probiotic dose 5 billion
CFU/da .
FO||OW-lYp: 10 days to 3 Children < 5 years
months 22.3%' 8.9% 13.4% fewer
(6.5t0 12.2)  children'’ SO0 O , Probably
Children <5 years RR 0.4 (10.11015.8 godera}ek f bi decreases the
1474 (7 studies) (0.29 to 0.55) fewer) ue to risk of bias in.cidence of
Children > 5 years S LISIS) May decrease
. low?*® the incidence
Children >5 years 11.2%' 9% 2.2% fewer Due to risk of bias..  of diarthea.
624 (4 StUdieS) RR 0.8’ (59 to 136) children’ and imprecision
(0.53 to 1.21) (5.3 fewer to 2.4
more)
Adverse events* - 1.8%' 2.3% 0.5% more DDOOO There may be
Follow-up: 10 to 44 days (0.8 to 3.8) adverse events® low®’ little or no
(1 fewer to 2 Due to risk of bias,,  difference in
more) and inconsistency adverse
events

1575
(11 studies)



Enhancing the acceptance and implementation of
SoF tables in Cochrane reviews

RCT design
e Clinicians, guideline developers, researchers (300)

* Alternative vs current formats

* Understanding, accessibility, satisfaction,
preference



Email invitations to participate (n=900)

Participants that accepted to participate (n=295)

\ 4

>

Participants abandoned survey pre-randomization (n=62)

Participants randomized (n=233)

v

| Clinicians (n=93) |

)

v

N

Abandoned
(n=13)

Table A (n=41)

Table B (n=39)

Understanding (n=80)

Accessibility of information (n=80)
Satisfaction (n=78)

v

| Guideline developers (n=44)

O

Abandoned
(n=5)

Table A (n=17)

Table B (n=22)

Abandoned
(@=2)

Disclosure of the other table

Understanding (n=39)
Accessibility of information (n=39)
Satisfaction (n=37)

v

| Researchers (n=130)

()

Abandoned
(n=16)

Table A (n=40)

Table B (n=74)

Abandoned
(n=2)

Preference (n=78)

Disclosure of the other table

Preference (n=37)

Understanding (n=114)
Accessibility of information (n=39)
Satisfaction (n=112)

Abandoned
(n=2)

Disclosure of the other table

Preference (n=112)




Alternative formats

Current formats

Quality of evidence presented with main

reasons for downgrading in the same column
(e.g. MODERATE due to imprecision)

Baseline risk and corresponding risk
expressed as percentages

Inclusion of a column presenting absolute

risk reduction (risk difference) expressed as
percentage for benefit and harm or mean

difference

No description of the GRADE Working
Group grades of evidence definitions

Quality of evidence presented with

symbols and labeled as High,
moderate, low, or very low.

Reasons for downgrading presented
in the footnotes

Baseline risk and corresponding risk
expressed as natural frequencies

No specific column presenting

absolute risk reduction (risk
difference) or mean difference

Description of the GRADE
Working Group grades of evidence

definitions below the table




Enhancing the acceptance and implementation of
SoF tables in Cochrane reviews

Percentage of participants that answered correctly understanding questions

Alternative Current P

Concept Question asked formats formats Difference value
(N=122) (N=168)
Ability to How many fewer children < 5 98% 35% 63% <0.001
determine risk years will have diarrhea if
difference they have probiotics than if
they do not?
Understanding Which of the following 88% 26% 62% <0.001

of quality of
evidence and
treatment effect

statements best represents
the results informing the
outcome adverse events?
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RECOMMENDATIONS
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A PANEL VOICE

[® DOCUMENT SECTIONS

[2 DISSEMINATION

v Self-management education for patients with chronic obstructive pulmonary disease

v Should self management vs. usual care be used for chronic obstructive pulmonary disease?

Self management for patients with chronic obstructive pulmonary disease

Anticipated absolute effects (95% Cl)

Outcome

Risk with usual care

Quality of Life
assessed with: St
George's Respiratory
Questionnaire
follow up: range 3
to 12 months to

Life was 0

Dyspnoea
assessed with: Borg 'was 0
Scale

follow up: range 3

to 6 months to

Number and severity see comment
of exacerbations

Respiratory-related | gy
hospital admissions
(admissions)

follow up: range 3
to 12 months to

10 per 100

High

50 per 100

Emergency

The mean quality of

The mean dyspnoea

Risk with self

management
MD 2.58 lower
(5.14 lower to 0.02
lower)

a

MD 0.53 lower
(0.96 lower to 0.1
Lower)

see comment

OR 0.64
(0.47 to 0.89)
7 per 100
(5t09)

39 per 100
(32t0 47)

The mean emergency 'MD 0.1 higher

Relative effect (95%  Ne of participants

(studies)

704
(7 RCTs)

144
(2 RCTs)

585
(3 RCTs)

966
(8 RCTs)

328

Explanations

Quality

COCE)
MODERATE 2

®000
VERY LOW 2adef

@Bd0
MODERATE 9

& Q& 0

s Explanations

santesna @ mcmaster.ca v

? Help

O

Comments

A change of less than 4 points is not shown to
be important to patients.

e —
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v Should Deferasirox vs. deferoxamine be used for managing transfusional iron overload in people with sickle cell disease [Data only. When citing this recc 57 Explanations 2 Help © =
® PROJECT ADMINISTRA... —— GRADE evidence profile
TASKS ClenrEses Plain language statements Absolute Effect Relative effect Summary of Findings table M
Without With N (95% CI) _ )
& TEAM Deferasirox Deferasirox N of participants & studies | GRADE profile (v2)
® SCOPE UNDESIRABLE EEFECTS) Summary of Findings table (v2)
" Iron overload Empty summary 0 0 MD 440.69 Summary of Findings table (v3)
[ DOCUMENT SECTIONS Follow-up: 0 undefined (11.73 to 869.64) | .
) nteractive SoF
Based on data from 283 patients
Lz PROGNOSIS Average difference: NaN fewer I 2 Gireles
(95% Cl:11.73 to 869.64 more )
£ COMPARISONS
EVIDENCE TABLE
RECOMMENDATIONS i .
b Kidney injury Follow-up: 0 undefined
PRESENTATIONS OF R...
v . .
Satisfaction Empty summary RR 3.13
B DISSEMINATION 2 3 8 745 ........ CCCe)
Follow-up: 0 undefined per 1000 per 1000 (199 to 4.93) Moderate
Based on data from 195 patients
Difference: 507 higher per 4 ity
1000 patients
(95% Cl: 236 to 936 higher per 1000 patients)
> Discontinuations - Overall Discontinuations Follow-up: 0 undefined
~ Mortality Empty summary 0 7 RR1.26 ®000
Follow-up: 24 weeks per 1000 per 1000 (0.05 to 30.41) Very low
Based on data from 191 patients
Difference: 7 higher per 0% ety
1000 patients
(95% Cl: 0 to O lower per 1000 patients)

» End organ damage (incidence of diabetes) Follow-up: 24 weeks
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Interactive Summary of
Findings tables

[GRADE|M™DECIDE |nteractive Summary of Findings Login | About | Help | ContactUs | Share & K

Hpv vaccine for preventing cervical cancer

v Study characteristics

Participants: Girls age 10 to 12
Intervention: HPV vaccine (3 doses at age 10 to 12)

» About this summary

Add or remove columns: S Visual overview
Outcome Plain language summary Absolute Effect Relative effect Certainty of
(95% Cl) .
Without With N° of participants & studies the evidence
HPV vaccine hpv vaccine (GRADE)
" Lifetime risk of death from May slightly decrease the lifetime 2 @ 1 o RR 0.52 ®®00
: i i i i Low"*
cervical cancer risk of dying from cervical cancer S I (0.43t0 0.63) Low

Based on data from 10000
Difference 1 less per 1000 patients patients in 5 studies

(95% Cl: 0 to 1 less per 1000 patients)

» Lifetime risk of cervical cancer

» High grade cervical lesions (Grade 2 CIN or worse) follow-up: 1.5 to 5 years
» Any cervical lesion

» External genital lesions follow-up: 1.5 to 5 years

» Serious adverse effects follow-up: 1.5 to 5 years



Ultrasound for patients suspected of
having a deep venous thrombosis

People's risk for Recurrent VTE
during 3 months follow up

* Low probability

Typically seen in patients with only one risk
factor

Medium probability

High probability

Pre-test

Probability of having
Recurrent VTE during 3
months follow up

5%
(0]
of the people in this risk group have

Recurrent VTE during 3 months
follow up

Post-test
Probability of a person having Recurrent VTE during 3 months follow up

with test results:

oY

With POSITIVE test result With NEGATIVE test result
68% 1%
(o} (0)
of people with a positive test result have Recurrent VTE during 3 of people with a negative test result have Recurrent VTE during 3

months follow up months follow up

Show confidence intervals

Show diagram

Probabilities



People’s risk for Recurrent VTE
during 3 months follow up

e Low probability

Typically seen in patients with only one risk
factor

Medium probability
Typically seen in patients with one r
High probability

Typically seen in patients with sever

Pre-test

Probability of having
Recurrent VTE during 3
months follow up

5%
(0]
of the people in this risk group have

Recurrent VTE during 3 months
follow up

Number of people
who would be correctly diagnosed with this test:

People with disease People without disease

(N,
90.3% 97.8%

of people who have Recurrent VTE during 3 months follow up will of people who do not have Recurrent VTE during 3 months follow
be diagnosed correctly up will be diagnosed correctly

Show confidence intervals

Show diagram

Correct diagnosis



Prevalence

-50

per 1000

Typically seen in patients with only

one risk factor

100

per 1000

ypically seen in patients with one

150

per 1000

ypically seen in patients with sever...

People with
POSITIVE test result

True
positives

45

per 1000

(95% Cl:

44 to 46 per 1000)

False
positives

TN,

21

per 1000

(95% Cl:

28 to 15 per 1000)

People with
NEGATIVE test result

True
negatives

929

per 1000

(95% Cl:

922 to 935 per 1000)

False
negatives

5 7

per 1000

(95% Cl:

6 to 4 per 1000)

Positive and negative test results

Pooled
Sensitivity/Specificity

Sensitivity
0.903
(95% Cl: 0.884 to 0.92)

Specificity
0.978
(95% Cl:0.97 to 0.984)
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v Should Compression Ultrasound be used to diagnose Recurrent VTE during 3 months follow up in DVT? s$ Explanations ? Help [OE
@® PROJECT ADMINISTRA... Y
8 TASKS Probabilities Positives / Negatives Sensitivity / Specificity Correctly Diagnosed Plain Language Summary
TEAM
& s . - . romiz: . Certainty of
©) during 3 months follow u Probability of having Probability of a person having Recurrent VTE during 3 months follow up the evidence
9 P Recurrent VTE during 3 with test results:
months follow up (GRADE)
2 DOCUMENT SECTIONS With POSITIVE test result With NEGATIVE test result
| PROGNOSIS o Low Ui (]
probability
_ o oatents v : 5% 68% 1% ®®00
Typically seen in patients with only one risk (o) (o) (o) L
£ COMPARISONS factor of the people in this risk group have of people with a positive test result have Recurrent VTE during 3 of people with a negative test result have Recurrent VTE during 3 O\é;/
Medium probability Recurrent VTE during 3 months months follow up months follow up
OUTCOMES follow up
Typically seen in patients with one r.
SEARCHING High probability
Typically seen in patients with sever...
SCREENING Show confidence intervals

Show diagram
DATA EXTRACTION

RISK OF BIAS
ANALYSES

EVIDENCE TABLE
RECOMMENDATIONS
PRESENTATIONS OF R...

@ DISSEMINATION
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v Should Compression Ultrasound be used to diagnose Recurrent VTE during 3 months follow up in DVT? s Explanations 2 Help © =
® PROJECT ADMINISTRA...
TASKS Probabilities Positives / Negatives Sensitivity / Specificity Correctly Diagnosed Plain Language Summary
A TEAM o .
People's risk for Recurrent VTE L S . ) GRS : Certainty of
@) cake d:rin 3 months follow u Probability of having Probability of a person having Recurrent VTE during 3 months follow up the evideynce
9 P Recurrent VTE during 3 with test results:
months follow up (GRADE)
[2 DOCUMENT SECTIONS With POSITIVE test result With NEGATIVE test result
|~ PROGNOSIS Sillem i (R,
probability
5% 68% 1% ®®00
Typically seen in patients with only one risk (o] (o) (o) L
£ COMPARISONS factor of the people in this risk group have of people with a positive test result have Recurrent VTE during 3 of people with a negative test result have Recurrent VTE during 3 Og
Medium probability Recurrent VTE during 3 months months follow up months follow up
OUTCOMES follow up <619 9 % Cl- 1% 9
Typically seen in patients with one r.. (93% Cl: 61% to 75%) (93% Cl: 1% to 0%)
SEARCHING High probability
Typically seen in patients with sever.
SCREENING Hide confidence intervals

Hide diagram
DATA EXTRACTION

RISK OF BIAS Out of 1000 people

with a low probability of having Recurrent VTE during 3 months follow up

Al
NALYSES there would be:

EVIDENCE TABLE

RECOMMENDATIONS

PRESENTATIONS OF R... 6 6 9 34

[2 DISSEMINATION positive test results negative test results

45(68%) 21(32%) 929(99%) 5(1%)



v For EtD paper

GRADEpro

& & O

schuneh@mcmaster.ca v

v Should Compression Ultrasound be used to diagnose Recurrent VTE during 3 months follow up in DVT? 55 Explanations  ? Help @ =
@® PROJECT ADMINISTRA... X
TASKS Probabilities Positives / Negatives Sensitivity / Specificity Correctly Diagnosed Plain Language Summary
& TEAM
Prevatence PEOpte W PEopte Wi Pooled Number of Quality of the
® SCOPE POSITIVE test result NEGATIVE test result Sensitivity/Specificity participants evidence
True False True False (studies) (GRADE)
@ DOCUMENT SECTIONS positives positives negatives negatives
|~ PROGNOSIS <50 oh ()
per 1000 45 2 1 9 2 9 5 Sensitivity Baéeq on data‘from @00
£ COMPARISONS Typically seen in patients with only per 1000 per 1000 per 1000 per 1000 0.903 0 individuals in 22 Low
one risk factor (95% Cl:0.884 to 0.92) studies. @
OUTCOMES 100 5% Ct: (05% CI 95% Cl: I Specificity
per 1000 44 to 46 per 1000) 28 to 15 per 1000) 922 to 935 per 1000) 6 to 4 per 1000) 0978
SEARCHING Typically seen in patients with one r (95%09': 0:97 t0 0.984)
SCREENING 1 5 0

per 1000
Typically seen in patients with sever..

DATA EXTRACTION
RISK OF BIAS
ANALYSES

EVIDENCE TABLE
RECOMMENDATIONS
PRESENTATIONS OF R...

[2 DISSEMINATION
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v Should Compression Ultrasound be used to diagnose Recurrent VTE during 3 months follow up in DVT? ©
Probabilities Positives / Negatives Sensitivity / Specificity Correctly Diagnosed Plain Language Summary
Prevalence People with People with Pooled Number of Quality of the
POSITIVE test result NEGATIVE test result Sensitivity/Specificity participants evidence
True False True False (studies) (GRADE)
positives positives negatives negatives
Proportion of persons affected with a ‘P" "b" .
particular disease at a specified time. 45 2 1 9 2 9 5 Segs;t(;\;lty %afe; 02 dalta'fr;rzn ®LGO)OO
W
Prevalence rates obtained from high quality per 1000 per 1000 per 1000 per 1000 ’ e ®
; L T % Cl:0.884 to 0.92) studies.
studies can inform pretest probabilities.
95%Cl: 95%Cl: ©5%Cl ©5% 0k Specificity
per 1000 44 to 46 per 1000) 28 to 15 per 1000) 922 to 935 per 1000) 6 to 4 per 1000) 0978
i.d:[a ly 6w n patients with one r (95% CI: 0.97 to 0.984)

per 1

ically see

000
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v Should Compression Ultrasound be used to diagnose Recurrent VTE during 3 months follow up in DVT? 5% Explanations 2 Help © =
Probabilities Positives / Negatives Sensitivity / Specificity Correctly Diagnosed Plain Language Summary
Prevalence People with People with Pooled Number of Quality of the
POSITIVE test result NEGATIVE test result Sensitivity/Specificity participants evidence
True False True False (studies) (GRADE)
positives positives negatives negatives

3900 45 2 9 5 Sensitivity Balsed' on data'from ®®00
Typically seen in patients with only per 1000 Flip cell for text version T per 1000 0.903 0 individuals in 22 Low
one risk factor (95%C1: 0.884 t0 0.92) studies. @

100 (©5%Cl: ©5%Cl (©5%Cl: Specificity

per 1000 44 to 46 per 1000) 28 to 15 per 1000) 922 to 935 per 1000) 6 to 4 per 1000) 0978

Typically seen in patients with one r.

150

per 1000

Typically seen in patients with sever.




GRADEpro !l v For EtD paper

L « O

schuneh@mcmaster.ca v

v Should Compression Ultrasound be used to diagnose Recurrent VTE during 3 months follow up in DVT? 5% Explanations ? Help © =
@® PROJECT ADMINISTRA...
3 TASKS Probabilities Positives / Negatives Sensitivity / Specificity Correctly Diagnosed Plain Language Summary
A TEAM
Prevalence People with People with Pooled Number of Quality of the
® SCOPE POSITIVE test result NEGATIVE test result Sensitivity/Specificity participants evidence
True False True False (studies) (GRADE)
@ DOCUMENT SECTIONS positives positives negatives negatives
|~ PROGNOSIS o oY (]
per 1000 When the test shows a positive result, some 9 2 9 5 Sensitivity BafedA 9" dataA from ®®00
£ COMPARISONS Typically seen in patients with only of those results are correct and some are per 1000 per 1000 0.903 0 individuals in 22 Low
one risk factor not. studies. @
For the Compression Ultrasound test: . .
OUTCOMES 1 OO * 66 out of 1000 people tested will have a (9% Cl: (95%Cl: Specificity
per 1000 "positive test result. 922 to 935 per 1000) 6 to 4 per 1000)
SEARCHING Typically seen in patients with one r. + 45 of these will have Recurrent VTE during 3 08
months follow up (true positive) (95% Cl:0.97 to 0.984)
SCREENING 1 5 O However, 21 of these people will not have

per 1000
Typically seen in patients with sever...
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@ DISSEMINATION

Recurrent VTE during 3 months follow up, even
though their test result was positive (false
positive).
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v Should Compression Ultrasound be used to diagnose Recurrent VTE during 3 months follow up in DVT? ©®

Probabilities Positives / Negatives Sensitivity / Specificity Correctly Diagnosed Plain Language Summary

Researchers reviewed studies comparing one/two tests to Recurrent VTE during 3 months follow up: the test and the Compression Ultrasound test. They searched for all
relevant studies up to [date] and found 22 relevant studies.

What are and Compression Ultrasound tests?
The and the Compression Ultrasound tests are tests that a clinician performs to check for Recurrent VTE during 3 months follow up. This disease can .
The test checks if a person has Recurrent VTE during 3 months follow up. The test is done in the following way: [description of how the test is done].

The Compression Ultrasound test also checks if a person has Recurrent VTE during 3 months follow up. The test is done in the following way:

What the research says about the tests

What are Compression Ultrasound and ? The and Compression Ultrasound tests check for Recurrent VTE during 3 months follow up.

What the research says about the tests

A positive test should mean that the person has Recurrent VTE during 3 months follow up. A negative test should mean the person does not have Recurrent VTE during 3 months follow up. But very few tests
are perfect and two problems can occur. A positive test could incorrectly say that a person has Recurrent VTE during 3 months follow up when in fact s/he does not (called a "false positive"). As a consequence,
this person may have more testing, be worried or treated for no reason. A negative test could incorrectly say that a person does not have Recurrent VTE during 3 months follow up when in fact s/he does have
Recurrent VTE during 3 months follow up (called a "false negative”). In this person, Recurrent VTE during 3 months follow up would be missed by the test and s/he may not receive the necessary treatment.
When the quality of the evidence is low or very low as opposed to moderate or high, the size of this problem can be considerably larger or smaller than what the numbers indicate.

(For frequencies use)

The test
Correctly says that:

* 879 out of 1000 people do not have Recurrent VTE during 3 months follow up
e 16 out of 1000 women do have Recurrent VTE during 3 months follow up

Plain language summary



Inadvertent user test(imonial)

| have twice been asked by the BBC to discuss a
review | haven't read before at 20 minutes notice. If
there is a summary of findings table it is possible. If
not, | am in trouble!

David Tovey, Editor-in-Chief, Cochrane Collaboration



Summary of review finding

1. Use of force: Women
across the world reported

experiencing physical force
by health providers during

childbirth. In some cases,
women reported specific

acts of violence committed

against them during

childbirth, but women often

referred to these
experiences in a general
sense and alluded to
beatings, aggression,
physical abuse, a rough
touch and use of extreme

force. Pinching, hitting and

slapping, either with an

Evidence profile

Studies Methodological
contributing limitations
to the review

finding

Moderate
methodological
limitations
(6 studies with
minor, 6 studies
with moderate
(unclear
recruitment and
sampling), and 3

6,9,10, 13, studies with

21,61, 67, serious

68, 73,75, methodological

77,80, 84, |imitations

86, 87,91, (unclear

96, 97 reflexivity,

insufficiently
rigorous data
analysis))

open hand or an instrument

were the most commonly
reported specific acts of
physical violence.

GRADE

CERQual

Coherence

No or very
minor
concerns
about
coherence

(Good fit
between data
from primary
studies and
the review
finding)

Adequacy

No or very minor
concerns about
adequacy

Relevance**

Minor concerns about
relevance

(15 studies total from(5 studies with direct

10 countries. Rich
data.)

relevance,

8 studies with partial
relevance, and 1 study
with unclear
relevance. 15 studies
total from 10
countries, including 1
high income, 2 middle
income and 7 low
income countries.
Geographical spread: 2
studies in Asia, 1 study
in Europe, 1 study in
LAC, 1 study in MENA,
1 study in South
America, and 8 studies
from sub-Saharan
Africa.)

CERQual
assessment of
confidence in
the evidence

High
confidence

Explanation of CERQual
assessment

15 studies with
moderate
methodological
limitations. Thick data
from 10 countries
across all geographical
regions, but
predominantly sub-
Saharan Africa. No or
very minor concerns
about coherence.



Summary of Qualitative Findings

Objective: To synthesize qualitative and quantitative evidence on the mistreatment of women during childbirth in health
facilities.

Perspective: Experiences and attitudes of stakeholders in any country about the mistreatment of women during childbirth
Studies

. CERQual
contributing assessment of
Summary of review finding to the . ) Explanation of CERQual assessment
. confidence in
review )
. . the evidence
finding
1. Use of force: Women across the world reported 6,9, 10, 13, High 15 studies with moderate
experiencing physical force by health providers during 21,61, 67, confidence methodological limitations. Thick data
childbirth. In some cases, women reported specific acts of 68, 73, 75, from 10 countries across all geographical
violence committed against them during childbirth, but 77, 80, 84, regions, but predominantly sub-Saharan
women often referred to these experiences in a general 86, 87, 91, Africa. No or very minor concerns about
sense and alluded to beatings, aggression, physical abuse, 96, 97 coherence.
a rough touch and use of extreme force. Pinching, hitting
and slapping, either with an open hand or an instrument
were the most commonly reported specific acts of
physical violence.
2. Physical restraint: Women reported physical restraint 86, 97 Very low Two studies (Tanzania and Brazil) with
during childbirth through the use of bed restraints and confidence moderate methodological limitations.
mouth gags. Limited, thin data from 2 countries.

Minor concerns about coherence but
limited data available.



Using the results of a
GRADE / GRADE-CERQual
assessment

(GRADE| GRADE| CERQual




Now that we have transparent
evidence summaries

Table 1. Summary of Findings Table Showing the Relative Risks and Absolute Effects over 12 Months for Each Important Outcome after Treat-
ment with a Low-Molecular-Weight Heparin in Patients Receiving Chemotherapy for Cancer.*

Outcome Relative Risk
after 12 Months  Participants (95% ClI) Anticipated Absolute Effect Quality of Evidence (GRADE) and Commentsy
Risk Risk Difference
without with LMWH
LMWH (95% Cl)
no. (no. of studies) no. of events per 1000 patients

Should every cancer patient receive
heparin?

venous thrombosis

Major bleeding 6518 (11) 1.06 (0.71-1.57) 16 1 more (5 fewer ~ Moderate-quality evidence owing to imprecision;
to 9 more) the increase may be acceptable to patients,
given that VTE, which occurs more frequently,
may be equally unpleasant

Minor bleeding 6020 (9) 1.18 (0.89-1.55) 27 5 more (3 fewer  Moderate-quality evidence owing to imprecision;
to 15 more) however, this outcome is unlikely to be criti-
cal for decision making

Akl & Schiinemann, New Engl ] Med, 2012




complications




Balancing desirable and undesirable
consequences

Outcomes X Outcomes X
Importance Importance
(values) x S (values) x SSS

weak

For Against Strong



Many different ways to get at
importance of outcomes

e Qualitative studies

e Standard gamble

* Time trade off

* Visual analogue scales
* Willingness to pay
 Utility indices



BEST IMAGINABLE
HEALTH STATE 1

Full health 7 9%
¢ 0.80
? 0.70
? 0.60
9 0.50
¢ 0.40
? 0.30
? 0.20
¢ 0.0

Death



Summary of finding table

Full health

0.40
0.30
0.20
0.10
D

Death

*Utilities represent the
strength of an individual’s
preferences for different
outcomes. They are
measured on an interval
scale, with zero reflecting
states of health equivalent
to death/worst imaginable
health and one (or 100 in
some cases) reflecting
perfect health/ best
imaginable health.

Question: What are the views about the relative value/importance of outcomes of interest in decision making for patients with chronic obstructive pulmonary disease?

Health

state/Outcome
(Categories of values
and preferences)

Interpretation of
findings

Exacerbation
(Utility* measured
with visual analogue
scale ')

Most people find exacerbation of
COPD probably has a large
impact on lives. There is likely no
important variability for this
assessment.

Exacerbation
(EQ-5D Utility %)

Most people find exacerbation of
COPD probably has a large
impact on lives. There is likely no
important variability for this
assessment.

Exacerbation
(disutility) ©

Most people find exacerbation of
COPD has an impact on lives,
which grows larger as the severity
of exacerbation progresses. There
is likely no important variability for
this assessment.




But more than estimates of intervention effects
influence the recommendation

* Priority of the problem
* Disease/condition frequency and burden
* Balance of the benefits - harms

* For example, VTE — unnecessary bleeds

Patients’ values and preferences related to VTE outcomes

* Equity

* (Can all patients be given the same attention and care

Acceptability of intervention by different stakeholders

Feasibility of administering the intervention



