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Self management for patients with chronic obstructive pulmonary disease

Fatient or population: patients with chromic obstructive pulmonary disease

Summary of

Settings: primary care, community. cutpatient
Intervention: self management
Companson: utual cane

Quality of Life

5t George's
Respiratory
Questnnane,
Scabe from: 0 %0
100.

(follow-up: 310 12
minths)

ustrative comparative risks®
[95% CI)
Assumed risk Cormesponding risk
usual care self management
The mean quality of The mean quality of
life ranged across  Life in the
control groups from intervention groups
38 to 60 points Was
2.58 lower
(5.14 to 0.02 lower)

EX-1-Ts)

Lower score indizates

mederate” better qualty of ife. A

change of less than 4
ponis s not shown to
be imporiant to
patients

Spnoea
Eg';."?;:-!e Scale
from: 0 to 10
(follow-up: 2to &
mionths)

Number and
severity of
exacerbations”

The mean The mean dyspnoea
dyspnoea ranged  in the intervention
across conired groups was

groups from 0.53 lower

1.2 to 4.1 points I{E.N-m 0.1 lower)

Lower score indicates
improvement

See comment See comment Mot .
estimabie’

Effect s uncertain

Respiratory-
related hospital
admissons
(foliow-up: 31212
mignths)

Emergency
department visits
for lung diseases
{follow-up: S10 12
menths)

Low risk population® OR 0.64

10 per 100 7 per 100 (04710
{EEQJ 0.88)

High risk pepulation®

50 per 100

The mean
emergency
department visits
for lung diseases
ranged across

39 per 100

(3210 47)

The mean
emergency
deparment wisits for
lunyg diseases m the
intereenton groups

control groups from was
0.2 to 0.7 visits per0.1 higher

person per year

(0.2 lower to 0.3
higher)

a0
moderate”

Doctor and nurse
wisits

(follow-up: 810 12
months)

The mean docior
and nurse visits
ranged across

The mean docior
and nurse vists in
the intervention

control groups from groups was

1 to 5 vists per
PErson per year

0.02 higher
{1 lower 50 1 higher)

E1-1-Ts)

moderate”

"The basis for the assumed nisk (e.g. the median comtrol group risk across studies) = provided in foctnotes, The
corresponding risk (and its 5% confidence interval) = based on the assumed rsk in the comparison group and the

Findings Table

presentation of
the results of a
review that Is
easler to
understand

a rating of the
guality of the
evidence (how
confident we
are in the effect
and the size of
the effect)

relative effect of the interventan (and its 85% Cl).

Cl: Confidence mierval; OR: Odds ratio:
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ABSTRACT

Background
There is great interest in chronic obstructive pulmonary disease (COPD) and the associated large burden of disease. COPD is char-
acterised by frequent day by day fluctuations, and repetitive clinical exacerbations are typical. Self-management is a term applied to
educational programmes aimed at teaching skills needed to carry outr medical regimens specific to the disease, guide health behaviour
change, and provide emotional support for patients to control their disease and live functonal lives. In COPD, the value of self-




Summary of key information from

systematic reviews: results

and one study (Howland 1986) sc-:ured one point (j.:dad l‘ﬂ’%}

RESULTS

Health-related quality of life

Instruments for measurement of HRQolL differed widely among
the studies. COPD-specihic HRQol. was measured by means
of the St G-.mgw.'s Respiratory Questonnaire (SGRQ) in seven
studies (Watson 1997; Gallefoss 1999a; Bourbeau 2003; Mon-
ninkhof 2003; Martin 2004; Boxall 2005; (Coulras 2005a; Coul-
tas 2005b)). The SGRQ-roral and -domain scores in the self-man-
agement groups were all lower (indicatng a better HRQoL) or
equal to the scores in the usual care groups. The differences on the
SGRQ-total (WMD -2.58; 95% CI (-5.14 to -0.02)) and impact
scores ( WMD -2.83; 95% CI (-5.65 to -0.02)) reached staustical
significance at the 5% level, but did not reach the clinically rele-
vant improvement of 4 points. No significant or clinically relevant
difference was found on the SGRQ-symptom score (WMD -1.45;
95% Cl (-4.41 o 1.51)). The SGRQ-domain physical activiry
did not show a statstically significant effect in favour of treatment
(WMD -2.88; 95% CI (-5.9 to 0.13)). The level of statstical het-
erogeneity for this outcome may be related ro the outlying effect
reported in Wamson 1997, since its removal led to a lower [ square
statistic (65% versus 0%). Exploration of 'mr}'ing study character-

a.ml HRQ::-L was not ugmﬁ-:anth dJFFerent berween the self-man-
agement and control group. Gourley 1998 showed significandy
improved scores for the well-being dimension of the Health Sta-
tus Questionnaire 2.0 in the interventon group. Coultas 2005b
found a staustically significant improvement in the perceived Ill-
ness Intrusiveness instrument in one of the interventon groups
(nurse assisted collaborative management) compared with usual
care. However, the author noted thar the clinical relevance of this

finding was uncertain.

Symnproms

The effect of self-management educaton on COPD symproms
was examined in fAve studies (Gourley 1998; Watson 1997
Bourbeau 2003; Monninkhof 2003; Boxall 2005). In the studies
by Gourley 1998 and Boxall 2005, dyspnoea was assessed wich the
BORG-scale. Meta-analysis showed a small but significant effect ac
the 5% level in favour of reatment (NWMD -0.53: 95% CI (-0.96
to -0.10}). In the study by Gourley 1998, the Global Assessment
Scale (measuring symprtom severity on a 6-point scale) was also
used. It showed a reduction (nor stausucally significant) in symp-
tom severity in the self-management educarion group, while in the
control group no reduction was observed. In the study by Warson
1997, pauents scored their respiratory status in symptom diaries
on a four-point scale (usual; mild; moderare; severe). They found
no significant between-group differences in the propordon of days
rated as mild, moderare or severe. In the study by Monninkhof
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ABSTRACT
Background

There 15 grear interest in chronie obstructve pulmonary disease (COP DY) and the associared large burden of disease, COPD s char-
:I.El.‘l.'rﬁﬂ:l h:r' 'Frﬁ.]l.lﬂ'ﬂl d.'l}' I'.V:r l.'lﬁ:f Hl.l\.-l'l.l.'l'l'l.l'\l'l‘:. ﬁn\.‘l rf]'*firi\'e‘ I:“rlr]l mfl'l'.\lri.’:\n‘ are I}'E"if“'lj. Hflt‘-mﬂﬂﬁ?mfﬂ.l L‘E amwerm JP[‘IEL‘I oo

educstional programmes aimed ar teaching shills needed 1o carry our medical regimens specific oo the disease, puide health behaviour

change, and provide emotional suppore far panients 1o contrel their disease and lrve funcrional lives. In COPD, the value of self

I.'I'.L1I1:‘I£!rl1el'l.l: E‘dl.l.l._J.Tiﬂﬂ i" not :l'E'r |:|ﬂl.'. -]I-IE' E!rsl.' ‘.-:Ql:hr.lne‘ m'l.m Jl"ﬂl'l' !I[‘-mﬁnJFm: WS F‘lhld'l.fd J.L'I 2'-‘"-"1'. IT was inlfﬂ*d oo
shed light on the effectivensss of self-management programmes in COPD and the relative etheacy of their constiutive slements. Mo
conclusions about the effectivenes of self-managemnent could be draven becanse of the large variation in outcome measures used in the

]imi:cd ]'LIII'I'LI:'E" C\F J.I.'IC Iudﬂd ﬂL‘ldi.{'! TI'IiI: Jrli.dﬂ d.ﬂ'!friblﬂ- H'IE ﬁﬁl IJF\IdI.I:I:' -DI I:I'II.! E\E'\iﬂ‘r

Objectives
The chjective of this review was to amess the settings, methods and cfficacy of COPD self-management education progrimmes on

]'.h'!dl"l. DUTCOmcs ﬂl'ld Lss ﬂt‘ l.'l.l:“l H'l carcse I.'FiICC'S.

Scarch strategy
We searched the Cochmne Airways Group trial register, MEDLINE { January 1985 to January 2006), reference lists, and abstraces of

I.'I)C\.{h.-.ll L'L'!I.'I.I-L'J'I:ML

Selection criteria
Controlled trals (randomeed and mon-nndomised) of self-m inagermert cduscation in Fl.li.cnl} with COPD. Swudies J-ucl.lsiug |1|u.|-.|:||.:.'
on pulmonary rehuabiitation and studie withoue usual care as 2 control group were coduded.

[rata collection and analysis
Twa reviewers independently asessod study quality and extrscied dita. Investigators were contacted for additional information.

Main resules

The reviewers induded 15 group \.umpuiwm. deawn from 14 wials. Tilql assessod a blmll-t-pf.:\.Lr'an of interrentions amd health
outcomes with differene follow-up dmes. Meti-analyses could often not sppropristely be performed because of heterogensiny among
studics, The scudies showed a significant peduction in the probabilivy of ar least one hospinal admision among paticns receiving self-
management education compared vo those receiving usual care (OR 0.64: 95% CLi0.47 o 0.89)). This translates inte a one vear NNT
ranging from 10 (6 o 35) for patients with a 1% risk of exacerbarion, wan MMNT of 24 (16 to 80) for patients with 2 13% risk of
exacerbation, On the dissase specific SGRO), differences reached staistical significance ar the 5% kevel on the oral score P MDY -2.58;
058 CI (-5, 14 1o -0.05) and impacy domain (%D -2.8% 95% C1-5.65 1o -0.02)), bur these difference did not reach the clinically
relevant improvernent of 4 poings. A small bur significant reduction was devecred in dvspnocs measired with the BORG-scale (9 MD
-0.5% 95% CI (-0.96 w -0.10)). Mo significant elfeas were found cither in number of cwacerbation, emergency department visies,
lung funcrion. exercise capacity, and days lost from work. Inconclusive results were observed in docror and nurse visits, on sympoms
other than dyspnoca, the use of courses of aral corticostercads and aneibiotics, and the use of rescue medication.

Authors' conclusions

It iz likely thar sslt-management sducarion & amocisted wich a reduction in hospatal admisions with no indicanons for detrimenal
effects in other outcome parameters. This would in itself already be enough reason for recommending self-management education
in COPFD. Howerer, because of heterogenaty in interventions, study popu]:.ti-:!ns, Fallow: up Hme, and curcome measures, dara are
Stiu imufﬁdcﬂ mw ;Drml.lll.t:' \'JI:\:I.r recoam mﬂﬂd.ﬂt-!:ﬂ'.“ rt‘gln:ling TI'" t‘Dm'I Iﬂd contonts Cﬂ'- Sdt.'mﬂnlgcmc'n: Ed'—l I:JIJID“ F\mgrm'l.mﬂ i.l'l.

COI‘D TI1CIC ih an C‘\'.‘K.‘IL'J'I.[ IK’C\'J {L'AT maons IJ.IK\C R.C-rb '\l"iEJI a Jung-dcrm t‘u”w‘-up. 'JIC rUJl' meorc \J’JL'IL'JI.I_‘IiUI:IS can IJC dr.l.wn.




Summary of Findings Table: A summary
of key Iinformation from systematic

Patient or population: patients wit obstructive pulr
ings: primary & omimu d

Intervention: se'f management

Comparnson: usw

Hustrative comparative risks"
[95% CI)
Assumed risk Corresponding risk
usual care self management
The mean quality of The mean quality of ssag
life ranged across  Life in the moderate”
contrel groups from intervention groups
38 to 60 points  was
2.58 lower
(5.14 to 0.02 lower)

The mean The mean dyspnoea
dyspnoearanged  in the intenvention
across control groups was

a7 groups from 0.53 lower

| P

mianths) 1.2to 4.1 points  (0.05 to 0.1 lower)
Number and See comment See comment
severity of

exacerbations”

Respiratory- Low risk population® :
related hospital (0.47 moderate’
admissions iy Tsp':-ﬁ:m |
High risk population®
50 per 100 39 per 100
(32w 47)
Emergency The mean The mean s
department visits &mergency 4 moderate”
for lung diseases departmant visits %
{ wp: 8 0 for lung diseases  lung diseases in the
menths ) ranged across intervention groups
control groups from was
0.2 to 0.7 visits per0.1 higher
person per year (0.2 lower to 0.3
higher)
Doctor and nurse The mean docior  The mean docior
and nurse visits  and nurse vists n
ranged across the intervention
control groups from groups was
1to 5 vists per 0,02 higher
person per year (1 lower io 1 higher)
"The basis for the assumed risk (e.g. the median control group risk 3 ies) 1 fed The
i I) % based on the 2
relative effect of the i n (and its @5

Cl: Confidence nierval; OR: Cdds ratio;




Summary of Findings table

New to Cochrane reviews & RevMan 5

User tested, based on a broader system of
evaluating and presenting evidence

SoFs and evidence profiles are starting to be
used by a variety of organisations (WHO,
NICE, CADTH, guideline developers, etc.) —
IS a record of the evidence

Increases the usability of reviews and helps
people make better informed decisions




EXAMPLE: Should self management programmes
be recommended/funded for people with COPD?

= Will people have a better quality of life if they
attend? Fewer exacerbations? Fewer visits to see
their doctor? Fewer Visits to emergency?

= |f you tell me that research says it Improves my

COPD, how much does it improve? Will that make
a difference In a person’s life?

= How likely Is It that scientists are going to change
their mind tomorrow and tell me it doesn’t improve
symptoms?
Summary of Findings Table
answers these questions




Format of a
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PICO
Outcomes
Results

Participants and studies
Relative effects

Baseline/Assumed Risk and
Intervention/Corresponding Risks

Quality of the Evidence
Comments

Footnotes




Participants, interventions, comparisons, outcomes

Self management for patients with chronic cbstructive pulmonary disease

Fatient or population: paliznts with chronic obstructive pulmonary disease
Settings: primary care. community, cutpatient
Intervention: sef management’
Comparisoen: usual care

Mustrative comparative risks®

Comesponding risk

self management
Gluality of Life The mean guality of The mean guality of

BRSO Lower score indicates

5t George's life ranged across  Life in the {7) moderate® better quality of life. &
Respiratony control groups from intervention growps change of less than 4
Cluestionnaire. 38 to 60 points wWas peints is not shown to
Seale from: 0o 238 lower be important o

100. (5.14 to 0.02 lower) patients
(follow-up: 3o 12
rnanihs}
Dyspnoea The mean The mean dyspnoea 144 00 Lower score indicates
Borg Seale. Scale  dyspnoea ranged  in the interventicn {2) low™ improwvement
from: 0 o 10 across control OroUps Was
(follow-up: 3t06  groups from 0.53 lower
rmonihs} 12 to 4.1 points  (0.8€ to 0.1 lower]
NHurmber and Ses comment See comment Mzt _EE1 See Effect is uncartain
severity of estimablz™ (3] comment
exacerbations”

Respiratory- Low risk population® OR 0.64 Q&g SEE0

relatgl:l _huspital 10 per 100 7 per 100 -2'3.4_?_ e (ay moderate’

admissions (5 o B 0.23j)

(follow-up: 3 to 12 —— - —

manthe) High risk population

50 per 100 39 per 100
(32 o 47)

Emergency The mean The mean 323 SEE0
department visits emergency EMmergency 4] moderate”

for lung diseases department visits  depariment visits for
(follow-up: 800 12 for fung diseases  lung diseases in the
rmanihs] ranged across interventian groups
control groups from was
0.2 to 0.7 visits per0.1 higher
person per year (0.2 lower o 0.3
higher}




Primary outcomes — up to 7

Self management for patients with chronic abstructive pulmonary disease

Patient or population: patiznts with chronic obstructive pumonary disease
Settings: primary care, community. cutpatient
Intervention: sef management’

Comparison; wsual care

{95% CI)

Assumed risk
usual care

Mustrative comparative risks®

Comssponding risk
self management

Quality of Life The mean quality of The mean guality of gbg SBEE0 Liower score indicates
5t George's life ranged across  Life in the 7l moderate® better quality of life. &
Sespiratony control groups from infervention growps change of less than 4
Cluestionnaire, 348 to 60 points wWas points is not shown to
Seals from: Do 2.58 lower be important o
100 (5.14 to 002 lower) patients
{follow-up: 3t0 12
rmionths]
Dyspnoea The mean The mean dyspnoea 144 Gt=lalnd Lower score indicates
Borg Seale. Scale Jdyspnosarangsd  in the infervention (2] low™t improwvemant
from: O to 10 across coninol groups Was
{follow-up: 3t0 6 |groups from 0.33 lower
mionths] 1.2 to 4.1 points  {0.82 o 0.1 lower)
Humber and Ses comment See comment Mot 51 See Effect is uncertain
severity of estimabla” (3] comment
exacerbations”
Respiratory- Low risk population® OR 0.64 Qad =220
relat!m:l _hl:rspital 10 per 100 7 per 100 njC.ﬂl_?_ w83 moderate
admissions i5 to ) 0.a2)
fallow-up: 310 12 )= - — =
maonths High risk population
30 per 100 39 per 100
(32 o 47)
Emergency The mean The mean 324 BEE0
department visits Jemergency EMmergency 4] moderate”
for lung diseases Jdepartment visits  depariment wisits for
ifollow-up: €t 12 ffor lung diseases lung diseases in the
maznths) ranged across intervention groups
control groups from was
022 to 0.7 visits per0.1 higher
person per year (0.2 lower o 0.3
higher)
| Dioetor amd prss I The mgan deestenre Tha poaan deedne [=wln] Ay

= primary
outcomes

patient
Important
outcomes

outcomes
with or
without
results

Better
description
of the
outcomes —
more
meaning




Results — Number of Participants/studies

Self management for patients with chronic cbstructive pulmonary disease

Gluality of Life

{95% CI)

Assumed risk
usual care

Mustrative comparative risks®

Comesponding risk
self management

The mean quality of The mean quality of

Fatient or population: paliznts with chronic obstructive pulmonary disease
Settings: primary care. community, cutpatient
Intervention: sef management’
Comparisen: usual care

2ee0

Lower score indicates

(follow-up: G0 12
rmanihs]

for lung diseasss
ranged across

lung diseases in the
interventian groups

control groups from was
0.2 to 0.7 wisits per0.1 higher

PEFSCN PEF YEar

(0.2 lower to 0.3
higher}

5t George's life ranged across  Life in the {7) moderate® better quality of life. &
Respiratony control groups from intervention growps change of less than 4
Cluestionnaire. 38 to 60 points wWas peints is not shown to
Seale from: 0o 238 lower be important o

100. (5.14 to 0.02 lower) patients
(follow-up: 3o 12
rnanihs}
Dyspnoea The mean The mean dyspnoea 144 00 Lower score indicates
Borg Seale. Scale  dyspnoea ranged  in the interventicn {2) low™ improwvement
from: 0 o 10 across control OroUps Was
(follow-up: 3t06  groups from 0.53 lower
rmonihs} 12 to 4.1 points  (0.8€ to 0.1 lower]
NHurmber and Ses comment See comment Mzt 581 See Effect is uncartain
severity of estimable” (3] comment
exacerbations”

Respiratory- Low risk population® OR 0.64 082 SEE0

relatgl:l _huspital 10 per 100 7 per 100 -2'3.4_?_ e (ay moderate

admissions (5 o B 0.23j)

(follow-up: 3 to 12 —— - —

manthe) High risk population

50 per 100 39 per 100
(32 o 47)

Emergency The mean The mean 323 SEE0
department visits emergency EMmergency 4] moderate”
for lung diseases department visits  depariment visits for

= |Moves away
from simply
saying “this
review found
12 low to
moderate
guality
studies” and
these are the
results

More clear
that only some
studies
contributed
Information
about an
outcome




Results — Relative effects

Self management for patients with chronic abstructive pulmonary disease

Patient or population: patiznts with chronic obstructive pumonary disease
Settings: primary care, community. cutpatient
Intervention: sef management’
Comparison; wsual care

Mustrative comparative risks®

(33% CI}
Assumed risk Comesponding risk
usual care self management
Quality of Life The mean quality of The mean guality ] SBEE0 Liower score indicates
5t George's life ranged across  Life in the (7l moderate® better quality of life. &
Sespiratony control groups from infervention growps change of less than 4
Cluestionnaire, 348 to 60 points wWas points is not shown to
Seals from: Do 2.58 lower be important o
100 (5.14 to 002 lower) patients
{follow-up: 3t0 12
rmionths]
Dyspnoea The mean The mean dyspnoe; 144 Gt=lalnd Lower score indicates
Borg Scale. Scale  dyspnosarangsd  in the infervention (2] low™t improwvemant
frorm: O o 10 across conirol Oroups Was
(follow-up: 3t0 6 groups from 0.33 lower
mionths] 1.2 to 4.1 points  {0.82 o 0.1 lower)
Humber and Ses comment See comment Mot e See Effect is uncertain
severity of estimabia} 3] comment
exacerbations”
Respiratory- Low risk population® OR 0.64 Joas =220
relat!m:l _hl:rspital 10 per 100 7 per 100 njC.ﬂl_?_ - (=] moderate
admissions i5 to ) 0.a2)
fallow-up: 31012 — - — =
maonths High risk population
30 per 100 39 per 100
(32 o 47)
Emergency The mean The mean 328 BEE0
department visits emergency EMmergency 4] moderate”
for lung diseases department visits  depariment wisits llu
ifollow-up: € te 12 for lung diseases |lung diseases inth
maznths) ranged across intervention groups
control groups from was
022 to 0.7 visits per0.1 higher
person per year (0.2 lower o 0.3
higher)
Dt i b mapon dAmeds ha reoan deeds | Sle] =TT

From meta-
analysis

Relative Risks,
Odds ratios,

Hazard ratios,
etc.



Results — Baseline risks (Assumed Risk)

Self management for patients with chronic chstructive pulmonary disease

Patient or population: patiznts with chronic obstructive pumonary disease
Settings: primary care, community, cutpatient
Intervention: seif managemant’

Comparisen: usual 238

Quality of Life

lNustrative com
{95% CI)
ssumed risk
sual care

he mean quality offThe mean quality of

ative risks*®

Comesponding risk
self management

B2Ee0

Lower score indicates

5t George's ranged across  JLife in the (7l moderate”  better quality of life. &
Sespiratory ntral groups from fintervention groups change of less than 4
Cluestionnaire. 8 to B0 points as points is not shown to
Seale from: Do 2 58 lower be important o

100. (5.14 to 002 lower) patients
{follow-up: 3 o 12
mionths)
Dyspnoea he mean The mean dyspnoea 144 BEO0 Lower score indicates
Borg Scale. Scale Hyspnosaranged  fin the intervention (2] low™ improvemsant
from: 0 to 10 cross control rOUPS Was
{follow-up: 2 to & roups from 053 lower
mionths) 2 to 41 points  J0.92 to 0.1 lower)
Humber and Eez comment See comment 51 Zes Effect is uncartain
severity of 3] comment
exacerbations”

Respiratory- Low risk populatign® =ale SEE0

rElat-Ed _Iluspital 0 pEr 100 T per 100 |al deEFE'lE-:I

admissions 5 o D)

(follow-up: 3 to 12 T - N e

manths) High risk populatign

6l per 100 39 per 100
(32 io 47)
Emergency [he mean The mean 324 B0
department visits pmergency Eermengency 4] moderate”
for lung diseases Hepartment visits  Jdepariment wisits for
{follow-up: 8 to 12 riung diseases  flung diseases in the
mionths) nged across intervention groups
ntrel groups from fwas

2 to 0.7 visits per
rsan per year

0_1 higher
(0.2 lower o 0.3
higher)

= |ndication of
what happens
to people
without
Intervention

Representative
of population at
different levels

of risk




Results — Risk with intervention (Corresponding Risk)

Self management for patients with chronic abstructive pulmonary disease

Patient or population: patiznts with chronic obstructive pumonary disease
Settings: primary care, community. cutpatient

Intervention: sef management’

Comparison; wsual care

What happens
to people with

Mustrative comparative risks®

(33% CI} . .
Assumed risk Comesponding risk th e I nte rve ntl O n
usual care self management
Quality of Life The mean quality &f The mean quality gbg SBEE0 Liower score indicates
5t George's life ranged aDI'I:IEE-l Life in the 7l moderate® better quality of life. &
Sespiratony control groups intervention groups change of less than 4
Cluestionnaire, 348 to 60 points wWas points is not shown to
Seals from: Do 2.58 lower be important o
100. (5.14 to 0.02 lower) patients Cal Ccu Iated
(follow-up: 3 to 12
rmionths] = =
Dyspnoea The mean The mean dyspnoe; 144 SE00 Lower score indicates U S I n g R e I at|Ve
Borg Seale. Scale  dyspnosarangsd | in the infervention (2] low™" improwvemant
from: 0 to 10 across control groups was ff
(follow-up: 3t0 6 groups from 0.33 lower E eCtS Or
mionths] 12to 4.1 points | {0.8€ to 0.7 lower}
Humber and Ses comment See comment Mot 5 See Effzct is uncartzin M e an
severity of estimabla” (3] comment
exacerbations” 5
Respiratory- Low risk populafion® OR 0.64 Bag SEE0 D Iffe re n Ces
relat!m:l _hl:rspital 10 per 100 7 per 100 njC.ﬂl_?_ w83 moderate
admissions i5 to ) 0.a2)
fallow-up: 31012 — - —
maonths High risk populajion
30 per 100 39 per 100
132 o 47) C .I: d
Emergency The mean The mean 328 BSE0 O n I e n Ce
department visits emergency EMmergency 4] moderate” .
for lung diseases department visits | depariment visits fo |
ifollow-up: €t 12 for lung diseasses | lung diseases in 1hel Inte rva S
maznths) ranged across intervention groups .
control groups frofp was d d
0.2 to 0.7 visits pgr0.1 higher p rOVI e
person per year | (0.2 lower o 0.3
higher)
(et mand | Thareggn doesns 220 =TV




Quality of the Evidence

Self management for patients with chronic cbstructive pulmonary disease

Patient or population: patients with chronic obstructive pumonary disease

Paen orpopuiaion:patars i o Evidence for
e e I anagement each outcome
Mustrative comparative risks iS graded

{95% CI)

Aszumed risk Comesponding risk
usual care self management

Quality of Life The mean quality of The mean quality of EBEE0 ower score indicates
5t Geaorge's life ranged across  Life in the 7l moderate®  Hetter quality of life. &

Respiratony control groups from intervention groups hange of less tham 4
Cluestonnaire, 38 to 60 points wWas omnts is not shown to
Scale from: 0 1o 2.58 lower e important to Based On the
100. (5.14 to 002 lower) atients
(follow-up: 3 to 12 G
rmonths] RA D E
Dyspnoea The mean The mean dyspnosa 144 200 lI?wE' score indicates
Borg Scale. Scale  dyspnosarangsd  in the intervention (2] low ifnprovemsnt a ro aC h
from: 0 to 10 across control [roups Was p p
(follow-up: 2to &  groups from 0.33 lower
rmonths] 1.2 to 4.1 points  [0.9€ o 0.1 lower}
Humber and Ses comment See comment Mot M See Bifect is uncertain
severity of astimable™ (3) comment
exacerbations”
Respiratory- Low risk population® OR 064 088 s280 U SeS
related hospital T3 per 100 7 per 100 (0.471w  (3) maoderate’
admissio ns (% to @) 0.22) . f .
:EJ::L:;;F' 3ot High risk population® I n O rm atl O n
30 per 100 39 per 100 .
@214 from the Risk
Emergency The mean The rmean 324 2220
department visits emengency EMEergency 4] mederate”

of Bias tables

for lung diseases department visits  depariment visits for
(follows-up: € t0 12 for lung diseases  lung diseases in the
rmonths] ranged across intervention groups
control groups from was
02 to 0.7 visits per 0.1 higher
person per year (0.2 lower o 0.3
higher}




Comments

Self management for patients with chronic cbstructive pulmonary disease

Patient or population: palients with chronic obstructive pulmonary disease
Settings: primary care. community. cutpatient

Intervention: se'f management’

Comparisan: usual care

llustrative comparative risks®

193% CI1)

Assumed risk Comesponding risk
usual care self management

= More
description

Quality of Life The mean quality of The mean quality of BEE0 . Lower score indicates
5t Gearge's life ranged across  Life in the 7l maderate”] better quality of life. A EG I
Respiratony control groups from infervention growps change of less tham 4 . re evan Ce

Cluestonnaire. 38 to &0 points was ponts is not shown to

Seale from: 0 2.58 low be i rtant & = E
1'ZS.E e I:5-.14|;I:I|:|E.::|E|I:IWEI':I pj'.::ﬁ: e Of flndlngs,

{follow-up: 3 to 12

mgnths)
Dyspnoea The mean The mean dyspnoea 144 2200 Lower score indicates n OteS Wh e n n O

Borg Seale. Scale  dyspnosarangsd  in the intervention {2) low™" improvement
from: 0 to 10 across conirol OroUps Was d
ifollow-up: 2t0 & growps from 0.53 lower ata., n O I I eta_
mgnths) 12 to 4.1 points  (0.8€ to 0.1 lower] i
Humber and See comment See comment Mot 5 See Effect is uncertain I
severity of estimable” (3] comment an a yS I S ) O r
exacerbations” .
Respiratory- Low risk population® OR 064 08 sesn I ' l = Iy
related hospital (D47 to i moderaie’ Eta an a S I S
. 10 per 100 7 per 100 .

admissions (5 to 0] 0.22) 3

follow-up: 310 12 — - = I d

months) High risk population p u S Stu I e S

30 per 100 39 per 100 t . 't
(32 o 47) m -

Emergency The mean The mean 323 ssa0 n 0 I n e a.
department visits emergency EMmergency 4] moderate”

for lung diseases department visits  depariment visits for
(follow-up: € t0 12 for lung diseases  |lung diseases in the
mignths) ranged across intervention groups
control groups from was
0.2 to 0.7 visits per0.1 higher
persan per year (0.2 lower to 0.3
higher)

analysis




Foothotes

1 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.

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

4 Sparse data.

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

8 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
= Judgements
= Transparency




Where do the numbers
come from?

Dichotomous and Continuous
Outcomes




DICHOTOMOUS OUTCOMES YES/NO

lllustrative comparative risks™ (95%
Cl)
Assumed risk
Control
Cases of Infection with , ;
prophylazis 10 per 100 1 per 100
(0 to 3

Amantadine to prevent the influenza

Outcome: cases of infection (infection or not)

Results from meta-analysis: Relative Risk, Odds

Ratio...

Results presented as: #s per 100/1000




Information from Meta-analysis

Treatment Control Risk Ratio Risk Ratio
Stuchy or Subgroup  Bwrents Total Bwvents Total Weight M-H, Random, 95% Cl M-H, Random, 95% CI

104 133 281% 012002

267 269 T74.9% 0.10[0.03

Total (95% Cl) 371 402 100.0% 0.11 [0.04, 0.30] ""'
Taotal events . 40

Heterogeneity: Tau®= 0.00; Chi*=0.01, df=1 {P =093}, F=0%

Testfor overall effect: £=4.30 (P = 0.0001}

0.00%5 0.1 1 10 200

Fawvours treattment Fawvours cantral




DICHOTOMOUS OUTCOMES YES/NO

lllustrative comparative risks™ (95%
Cl)

Assumed risk  Corresponding risk
Control Amantadine

Cases of Infection with Medium risk population

prophylaxzis
(fallowe-up: 14-18 weeks) 10 per 100 ;-I|—| F:f,r;:,:rﬂﬂ

Converting RR to # per 100
RR=0.11

The risk of infection is less likely in people who take amantadine

or...

The risk of infection in the amantadine group is 0.11 times the
risk in the group not taking amantadine




DICHOTOMOUS OUTCOMES YES/NO

lllustrative comparative risks™ (95%
Cl)

Assumed risk  Corresponding risk
Control Amantadine

Cases of Infection with o ol isk population RR 0.11 773

I:_._ru!] I‘I}fl ;-a-:.:.is o 10 per 100 1 per 100 |:|:| 04 to |:|E=:| |:::|
(follow-up: 14-18 weeks) Mta 3

Step 1: Assumed Risk

How many people have an infection without amantadine?

» Based on a median risk in the control groups from the studies
e or, baseline risk from observational studies

e or, different risk groups (low to high) in studies

In this case, there were 2 studies in the meta-analysis, calculation of the
median risk was representative

» 10 out of 100 people have the infection if they don’t take amantadine




Information from Meta-analysis

Risk Ratio Risk Ratio
M-H, Random, 95% Cl M-H, Random, 95% CI

0.12[0.02 i
0.10[0.03, 0.34]

Total {95% Cl) j : 100.0% 0.11 [0.04, 0.30]
Total events
Heterogeneity: Tau®= 0.00; Chi*=0.01, df=1 {P =093}, F=0%

Testfor overall effect: £=4.30 (P = 0.0001} u.uts 01 1 10 <0l

Fawvours treattment Fawvours cantral




DICHOTOMOUS OUTCOMES YES/NO

lllustrative comparative risks™ (95%
Cl)

Assumed risk  Corresponding risk
Control Amantadine

Cases of Infection with Medium risk population

prophylaxis 10 per 100 1 per 100
(follow-up: 14-18 weeks) Mta 3

Step 2: Relative effect
« RR=0.11

Step 3: Corresponding Risk
How many people have an infection with amantadine?

assumed risk X relative risk = corresponding risk
10 X 0.11 = 1

» 1 per 100 people have the infection if they take amantadine




Example: Heparin to reduce clots
— outcome death

Heparin Control Risk Ratio Risk Ratio
Study or Subgroup  BEvents Total Bvents Total Weight M-H, Random, 95% CI M-H, Random, 95% CI
1.1.1 LMWH vs. Control
: 140
13
1'14

347 100.0% 0.73 [0.39, 1.36]

2 (P = 0.64); F= 0% oh 0 ] T b0
Favours Heparin  Favours Control

= Median assumed risk = 7.7%




Illustrative comparative risks™ (95%

Cl)

Assumed risk  Comesponding risk

no treatment  heparin

Medium risk population RRO.73 G833
8 per 100 6 per 100 03910 1.36) (3

Corresponding Risk = Assumed Risk X Relative Risk

Relative Risk 0.73
7.7per100 X 0.73 = 5.621 = 6 per 100

Confidence intervals (0.39to 1.36)
7.7 per 100 X 0.39 = 3.003 = 3 per 100
/7.7 per100 X 1.36 =10.472 = 10 per 100

Note: in this case we used “per 100", in some cases “per 1000” may illustrate the
differences between the groups better




Odds ratio

Respiratory- Low risk population® OR 0.64  Dag
related hospital WECAF o (83)
admissions (5 & 0 0.32)
follow-up: 3 to 12
manths)

High risk population™

20 per 100 39 per 100
(32 io 47}

= Need to first convert the OR to an RR
= Based on formula in handbook

OR
1_(Rasx (1'OR))




CONTINUOUS OUTCOMES wMean Difference

lllustrative comparative risks™ (95% CI)

Aszsumed risk Carrespanding risk

usual care self managemer

Quality of Life The mean gquality_of life e mean Cluality of Life in
=t George's Respiratory ) rapaed™across control the interventiomestgups was
Lluestionnaire. Scale groups from 2.58 lower

frO Tt Gl 38 to 60 points (5.14 to 0.02 lawer)
(fallowe-up: 3 to 12

months)

Self management programmes to improve quality of life in
people with COPD

Outcome: Quality of Life scale (O to 100 scale)

Results from meta-analysis: Mean differences (WMD or SMD)

Results presented as: points on a scale




CONT'NUOUS OUTCOMES Mean Difference

Treatment Mean Difference
Study or Subgroup SD Total IV, Fixed, 95% CI
Bourbeau 2003 A06 =5 ; A o - RRE 0.

Viatson 1997

Total {95% CI) 317 100.0% -2.58[-5.14, -0.02]

-10 a 1] a 10

Testfor overall effect: Z=1.98 (P = 0.05) Favours treatment Favours control

Step 1: Assumed Risk

In people who don’'t do a self management programme, what is their score on
the Quality of Life scale?

» Based on the range of mean scores in the control groups from the studies
e or, range from observational studies

In this case, there were 7 studies in the meta-analysis, range of scores was
from

« 38 to 60 points




CONTINUOUS OUTCOMES wMean Difference

Treatment Control Mean Difference Mean Difference
IV, Fixed, 95% Cl

efi E : 16 26 2 27
onni 03 aT4 188 22 3FTF 17 113 o -0.30F 28
VWiatson 199 39 17 29 39 16 27 .00 [ i
i J17  100.0%8_ -2.58 [-5.14, -0.02]
Heterogeneity Chif=4.72 df=6(F=058),F=0%

. S - -0 -5 10 a 10
Test for overall effect: £=1.95 (P = 0.05)

Fawours tre :atr:r'u ent ) Fawours control

Step 2: Effect

The effect is expressed as the Mean Difference between
the Quality of life score with a self management
programme and the score without self management.

MD = -2.58 (-5.14, - 0.02)

When doing a self management programme, the score on
the Quality of Life scale is 2.58 points better on average.




CONTINUOUS OUTCOMES wMean Difference

Self management for patients with chronic obstructive pulmonary disease

Patient or population: patients with chronic obstructive pulmonary dizsease
Settings: primary care, community, outpatient

Intervention: self management1
Comparison: usual care

lllustrative comparative risks™ (95% CIj

Assumed risk Corresponding risk

usual care self management

Quality of Life The mean guality of life  The mean Cuality of Life in
ot George's Respiratory  ranged across control the intervention groups was
uestionnaire. Scale groups from 2.58 lower

from: O to 100. 38 to 60 points (5.14 to 0.02 [ower)
(fallowe-up: 3 to 12




Example: compression stockings to
prevent thrombosis in people flying —
outcome oedema

Stockings Mo stockings Mean Difference Mean Difference
Studhy or Suhgruup Mean SD Total b F i I, leed. 95°% Cl I, Fixed, 95% CI
LCMFLIT 4 - Kendall
LCMFLIT 4 - il
LOMFLIT 4 -
LCMFLIT 4 -
LOMFLIT 4 - Ty
LCOMFLIT 4 - Traw

=
[ |
[ ]
[ I |
(=TI O

M == h

Y
=l
(i)

O

o i |
==l

)
=l
[}

625
= 0.00001); F=92%

- 0.000013%

Fawaurs stockings Fawours no stockings

= Oedema scale from 0 to 10




Summary of Findings

for compression stockings to prevent
thrombosis Iin people flying

— outcome oedema

Oedema The mean oedema  The mean Dedema in
Post-flight values.., ranged across the intervention groups
Scale from: Oto 10, control groups fram  was

bto9 4.7 lower
(4.9 to 4.5 lower)




CONTINUOUS OUTCOMES

Re-expressing SMD using a familiar scale

lllustrative comparative risks™ (95% Cl)
Aszsumed risk Corresponding risk

no treatment

The mean pain in the contral The mean Pain in the intervention
=cale fram: O to 10. 0] QLG QroUps was
(fallow-up: 1-3 montheT bbb 0.8 lower
(2.1 lower to 0.5 higher

Glucosamine to improve arthritis
Outcome: Pain (many scales used)
Results from meta-analysis: Standard Mean difference (SMD)

Results presented as: points on a scale




CONTINUOUS OUTCOMES sMD

Std. Mean Difference
I, Random, 95% CI

1561 1014
243 19.3

:I-'Hl'._llll._ -ra.y 26.3
Total (95% Clj h55 556  100.0% -0.19 [-0.50, 0.11]

Heterogeneity: TauF=01%5; Chi*=42.29 df=7 (P = 0.000013; F=33%

-1 -08 0 048
Testfor overall effect £=1.22 (F=0.22) 1 N 1

Favours Glucosamine Favours Placebo

Step 1: Assumed Risk
In people who don’t take glucosamine, what is their pain score?
» Based on the scores in the control groups of studies using a familiar scale

In this case, the McAlindon study was representative and used the WOMAC
pain scale

e pain scale was 0 to 20
3 other studies used this scale (Houpt, Hughes, Pavelka)
» second highest and second lowest scores represented assumed risk




CONTINUOUS OUTCOMES sMD

Glucosamine Placebo Std. Mean Difference Std. Mean Difference
Stuchy or Subgroup Mean SD Total Mean SD Total Weight IV, Random, 95% CI I, Random, 95% CI

A a9 F.aa ad a4 Rl
33 1M 6.6 12 104 14.0%
345 1M a.0 313 1M 14.0%
106 1642 1045 106 - %
79 a0 22 TO131%

13 -FBA 2481 10

h55

-1 -05 0 05 1

® overall efiect 2=1.22 (P =0.22) Favours Glucosamine Favours Placebo

Step 2: Effect

The effect is expressed as a Mean Difference between
the pain score with glucosamine and the score without
glucosamine. The difference has been standardised
because different scales were used Iin the studies.

SMD = -0.19 (- 0.50, 0.11)




CONTINUOUS OUTCOMES sMD

Glucosamine Placeho Std. Mean Difference Std. Mean Difference
Mean SD Total Weight IV, Random, 95% CI I, Random, 95% CI

1642 1045 106 1
19.3 74 A0 Fi

Zenk 2002 747 263 13 FB5 251 1D

Total {95% CI) 556 100.0% -0.19 [-0.50, 0.11]
Heterogeneity: TauF= 015, Chi®*=42.29 df=7 (P = 0.000013; F=833%

Testfor overall effect £=1.22{

-1 -0 0 048 1
Favours Glucosamine Favours Placebo

Step 3: Corresponding Risk — using familiar scale

What is the difference in pain score with glucosamine?

SMD X SD of representative study = corresponding risk

From meta-analysis, McAlindon study, SD = 4.2
-0.19 X 4.2 = -0.798 = 0.8 points lower

NOTE: many times the mean and SD may not be included in the meta-
analysis — consult original study




CONTINUOUS OUTCOMES

Re-expressing SMD using a familiar scale

Summary of Findings
for glucosamine for osteoarthritis - outcome pain

lllustrative comparative risks™

{95% CI)

Assumed risk  Corresponding risk

no treatment  glucosamine
Pain The mean pain The mean Fain in I =cores estimated using
WOMAC!T Seagle ranged across  the intervention 0] 2,3 a standardised mean
from: O, no pain  Co ntral groups  groups was difference of -0.19 {-0.50
to 20, warst pain, fram 0.8 lower to 0.11)
(! =1 FI MEean E-B tl] ?-1 |:4_| 1 ||:|I'.'I'.'IE!r tl:l I_l'S

3 month 5 higher]




Example: NSAIDs vs acetaminophen for
osteoarthritis — outcome global assessment

HSAID Acetaminophen Std. Mean Difference Stil. Mean Difference
Study or Subgroup  Mean 5D Total Mean ~~S0Notal Weight I, Fixed, 95% CI I, Fixed, 95% CI
Fincus 2001 3m41 1811 101 4383 11 536% -0.42 [-0.69,-0.14]
Williams 1993 231 0.4% T4 2.4 73 414% -0.21 [-0.54, 0.11]

Total {95% CI) 175 184 100.0% -0.33[-0.54, -0.12
Heterogeneity, Chi*=0.92, df=1 (P =0.34}; F=0%

Testfor overall effect Z= 313 (P = 0.002) i U . 0.3 1

Favo I._l r HESAID ) Favours Acetaminopt

= Pincus representative study (scale 0 to 100)
= -0.33 X 21.63 = 7.1379




Summary of Findings
for glucosamine for osteoarthritis -

outcome pain

lllustrative comparative risks™ (95% Cl)
Assumed risk Corresponding nisk

acetaminophen NSAID

Overall well-being The mean averall well- The mean COverall 280
Scale from: 0 to 100. being in the contral  well-being in the ()
(fallow-up: 3-b Qroups was intervention groups
months) 44 points Was

¥ lower

(12 to 3 lower)




GRADEINng the evidence

Evidence Is GRADEd from

= HIGH,

OO
High

B0
Moderate

®HO0
Low

@000
Very low

MODERATE, LOW, VERY LOW

Further research is very unlikely to change our confidence in
the estimate of effect.

Further research is likely to have an important impact on our
confidence in the estimate of effect and may change the
estimate.

Further research is very likely to have an important impact on
our confidence in the estimate of effect and is likely to change
the estimate.

We are very uncertain about the estimate.




GRADEINng the evidence

RCT evidence In systematic reviews start at
HIGH

Downgraded by a level or two based on
= biases in the studies

= results of the meta-analysis

Biases are organised into 5 categories/criteria




GRADEINng the evidence

5 criteria

= |imitations of design (Risk of Bias
Tables)

nconsistency (heterogeneity)
ndirectness ( PICO )
mprecision

Reporting Bias/Publication Bias (Funnel
plots)




GRADEINng the evidence

Consider the criteria and how they
Impact

the confidence in the effect
and
the magnitude of the effect




GRADEINng the evidence

Be transparent!

Footnotes available to let users know
how you GRADEd the evidence

1 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.

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

8 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.




HOW DO | CREATE a

SUMMARY of FINGINGS TABLE?
= GRADEpro — software to create SoF

= |[mport data from RevMan 5 Into
GRADEpro

= Create table — author makes decisions
about information to present and
GRADES the evidence

= Export table from GRADEpro and import
Into RevMan 5
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GRADEpro [new profile.grd]
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In systematic reviews each outcome is considered separately.

For dichotomous outcomes

We suggest downgrading the guality of evidence for either of the following three reasons:

1. total {curmulative) sample size is lower than the calculated optirnal information size (OIS)

2. total number of events is less than 300 (based on: Mueller, Montori, Bassler, Koenig, Guvatt, Ethical Issues in
Stopping Randomized Trials Early Because of Apparent Benefit, Ann Intern Med, 2007146 575-551)

3. 95% confidence interval {or alternative estimate of precision) around the pooled or best estimate of effect includes
both negligible effect and appreciable benefit or appreciable harm. GRADE suggests that threshold for "appreciable
benefit" or "appreciable harm" that warrants downgrading is a relative risk reduction (RRR) or relative risk increase
(RRI) greater than 25%.

wencile | igpiedae
e HELP files
| when
1 ot GRADEINg |
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Exception

When event rates are very low, 95% confidence intervals around relative effects can be very wide, but 95% confidence
intervals around absolute effects may be narrow. Under such circurmstances one may not downgrade the quality of
evidence far imprecision,
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= Cochrane Handbook

Chapter 11: Presenting results and
'Summary of findings' tables

Chapter 12: Interpreting results and
drawing conclusions

www.cochrane-handbook.org (See Part 2)

= GRADEpro software and other resources at

http://www.cc-Ims.net/gradepro




Resources

BMJ series of papers in press.

Schunemann, et al. An official ATS statement:
Grading the quality of evidence and strength of
recommendations in ATS guidelines and
recommendations.

American Journal of Respiratory and Critical Care
Medicine. 174(5):605-14, 2006

GRADE Working Group. Grading quality of
evidence and strength of recommendations.
BMJ 2004; 328: 1490-1494.

Support at support@gradepro.org






