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Beddmning av icke-randomiserade
studier av interventioner

(effekt av att tilldelas en intervention)

Referens (forfattare, ar):
Utfall:

Granskare:

Studien exkluderas och orsak (du
behover inte fortsatta)

Intervention/exponering
Kontroll
Utfall

OBS Om bedémningen under ndgon av domdnerna 1A, 1B och 1C blir “Oacceptabelt hég” behéver 6vriga
delar av mallen inte besvaras.

1A Confounding

ja troligen ja troligen nej nej

1.A.a. Har effekten av
interventionen/exponeringen a a Qa a
paverkats av viktiga confounders*?

Kommentar

Om bedémningen dr "nej" ga vidare

till 1.B.

1.A.b. Har man tagit hansyn till

viktiga confounders*? a a a a

Kommentar

1.A.c. Har confounders matts med

valida och palitliga metoder? a a a a
Kommentar
Lag Mattlig hog Oacceptabelt
hog

Risk for bias fran confounding
bedéms som: Qa a a a



*Tankbara férvaxlingsfaktorer: Kon, Alder, Socioekonomi, Utbildning, Arbetstid, Medicinering, Fysisk
aktivitet, Rokning, Etnicitet, Grad av sjuklighet (tid sedan diabetes diagnos), BMI, Bukomfang, Socialt stod,

Civilstand, Alkohol.

Stodtankar: Hanteras flertalet av ovan viktiga confounders pa ett rimligt scitt?

Diskuteras och hanteras mdjligheten att BMI/bukomfdng istdllet utgér mediatorer fér utfallet?

*Tdnkbara viktiga férvixlingsfaktorer (fetade identifierade i 2010 drs utvdrdering):
e  Kén
o Alder
Socioekonomi (utbildning, “healthy worker”-aspekten, arbetstid)
Medicinering
Fysisk aktivitet
Rékning
Etnicitet
Grad av sjuklighet; tid sedan diagnosticerad diabetes
Férdndrat matménster 6ver tid (om endast baselinedata anvénds)
Socialt stéd, civilstdnd
Alkohol

1B. Selektion/gruppindelning

ja troligen ja troligen nej

1.B. Har deltagaregenskaper
(eller faktorer) som observerats a a a
efter att
interventionen/exponeringen
inletts paverkat valet av
deltagare i
studien/grupperna/analysen?
Kommentar

Lag Mattlig

Risk for bias pa pga. selektion
eller gruppindelning a Q

1.C Klassificering/avgransning och forandring av exponering

ja troligen ja troligen nej

1.C.a. Ar exponeringen som
mattes tydligt definierad? a a a

Kommentar

1.C.b.Var metoderna for att

mata exponeringen valida och a a a
tillforlitliga?

Kommentar

nej

nej

Information
saknas

Oacceptabelt hog

Information
saknas



1.C.c.Kan klassificeringen av

exponeringen ha paverkats av a Qa a a a
narvaro av utfall, kinnedom om

utfall eller risk for ett visst

utfall?

Kommentar

1.C.d.Finns det en risk/oro for

att det skett férandringar i a Qa a a a
exponering som lett till

obalanser mellan grupperna och

som sannolikt kan ha paverkat

utfall/resultatet?

Kommentar

Lag Mattlig hog Oacceptabelt hog

Risk for bias p.g.a
klassificering/avgransning och a a a a
férandring av exponering

2. Avvikelser fran planerade interventioner*

(besvaras endast i artiklar dér ja troligen ja troligen nej nej Information
. saknas

deltagarna tilldelats en

intervention)

2.A. Fanns det avvikelser fran

den planerade interventionen a a a a a
forutom vad som kan forvantas i

klinisk rutin?

Kommentar

Om bedémningen dr "Ja" eller "Troligen ja" sG besvaras fraga 2B.

2.B. Var avvikelserna
balanserade mellan grupperna? a a a a a

Kommentar

Om bedémningen dr “Nej” eller “Troligen nej” sG besvaras frdga 2C.

2.C. Ar det sannolikt att
obalansen paverkade utfallet? a a a a a

Kommentar
Lag Mattlig Hog

Risk for bias p.g.a avvikelser
fran planerade interventioner Qa Qa a
bedéms som:

*Besvaras endast i studietyper ddr deltagarna tilldelats en intervention — hoppa annars éver.



3. Bortfall

3.A. Finns det ett betydelsefullt bortfall
efter inklusion?

Kommentar

3.B. Har bortfallet hanterats pa ett
tillfredsstallande satt?

Kommentar

Risk for bias p.g.s bortfall bedoms som:

Om frdga 3.A. besvaras med “Nej” behéver fraga 3.B och 3C inte besvaras.

4. Matning och analys av utfall

4.A. Skiljde sig datainsamlingen at mellan
grupperna?

Kommentar

4.B. Var de som matte utfallet medvetna
om vilken intervention/exponering
deltagarna fatt?

Kommentar

4.C. Paverkades bedémningen med stor
sannolikhet av detta?

Kommentar

4.D Ar utfallet matt vid rimliga tidpunkter
(t.ex. i forhallande till sjukdomsforlopp
och exponeringstid)?

Kommentar

4.E. Har man anvant lamplig statistisk
metod for att analysera effekten?

Kommentar

Risk for bias fran matning och analys av
utfallet bedoms som:

Ja

Ja

Lag

a

Lag

Troligen ja

Troligen ja

Troligen nej Nej
a a
a a
Mattlig
a
Troligen nej Nej
a a
a a
a a
a a
a a
Mattlig
a

Information
saknas

Hoég

Information
saknas

Hog



5.Rapportering

5.A. Var analyserna genomférda enligt en
plan som publicerats innan utfallsdata var
tillgangliga?

Kommentar

5.B. Har de rapporterade resultaten valts ut
fran flera satt att mdta utfallet (t.ex. olika
skalor, tidpunkter)?

Kommentar

5.C. Har de rapporterade resultaten valts ut
fran olika analyser av samma utfall?

Kommentar

Risk for bias p.g.a rapportering:

Jav/Intressekonflikter

Deklarerar forfattarna att de saknar
finansiella intressen som kan paverka
utfallet?

Kommentar

Deklarerar forfattarna att de saknar andra
bindningar som kan paverka utfallet

Kommentar

Sammanvagd risk

Ja

Troligen Troligen
ja nej

Lag Mattlig

Ja

Nej

Infor-
mation
saknas

Hog

Nej

Lag

Mattlig

Hoég

Oacceptabelt
hog

1.A Bias fran confounding

1.B Bias fran selektion/ gruppindelning

1.C Bias p.g.a klassificering/avgransning
fran (och fordndrad) av exponering




2. Bias p.g.a avvikelser fran planerade
interventioner

3. Bias p.g.a bortfall

4. Risk p.g.a matning och analys av utfall

5. Bias p.g.a rapportering

Overgripande risk for systematisk
snedvridning av resultaten (risk for
bias)




Bedodmning av randomiserade studier
(effekt av en tilldelad intervention)

Referens (forfattare, ar):
Utfall:

Granskare:

Studien exkluderas och orsak (du
behover inte fortsatta)

Intervention/exponering
Kontroll

Utfall

1. Randomisering

Bedomer du att:

Information

Ja Troligen ja Troligen nej Nej saknas

1.1 gruppindelningen
var randomiserad med
en lamplig metod?

Kommentar

1.2 blivande
grupptillhorighet inte
kunde forutses, den
var okand tills
deltagarna delats in
(concealed allocation
sequence)?

Kommentar

1.3 det fanns
vasentliga obalanser
vid baslinjen som tyder
pa att a a a a a
randomiseringen inte
fungerat?

Kommentar




Gynnar
intervention

Gynnar kontroll

Mot noll

Fran noll

Gar inte att
bedoma

Om mdgjligt: Vilken ér
riktningen pa bias for
utfallet?

Lag

Mattlig

Hog

Risk for bias fran
randomisering
bedéms som:

2. Avvikelser fran planerade intervention

Bedomer du att:

Ja

Troligen ja

Troligen nej

Nej

Information
saknas

2.1 deltagarna kande
till vilken intervention
de tilldelats under
studiens gang?

Kommentar

2.2 behandlarna kande
till vilka interventioner
deltagarna tilldelats
under studiens gang?

Om svaret dr nej pd
bdda dessa fragor, ga
till 2.5.

Kommentar

2.3 kinnedom om
studien och
gruppindelningen
kunde leda till
avvikelser som var
obalanserade mellan
grupperna (t.ex.
fordandringar i Ovrig
vard eller avvikelser
fran klinisk praxis)?

Kommentar

2.4 avvikelserna var
obalanserade mellan
grupperna, och detta
paverkade utfallet?

Kommentar

2.5 man anvande en
lamplig analysmetod
for att uppskatta
effekten?




Om svaret dr “nej”
eller “troligen nej”
besvara dven 2.6.

Kommentar

2.6. resultatet
paverkades allvarligt
av att deltagarna inte
analyserades i den

grupp de
randomiserats till?

Gynnar
intervention

Gynnar kontroll

Mot noll

Fran noll

Gar inte att
bedoma

Om mdgjligt: Vilken ér
riktningen pa bias for
utfallet?

Lag

Mattlig

Hog

Risk for bias fran
avvikelser fran
planerade
interventioner
bedoms som:

3. Bortfall

Bedomer du att:

Ja

Troligen ja

Troligen nej

Nej

Information
saknas

3.1 resultat
redovisades for alla
eller nastan alla
deltagare?

Om svaret dr "ja", ga
vidare till domdn 4.

Kommentar

3.2 man har visat att
resultaten ar robusta
trots bortfallet
(exempelvis med
kanslighetsanalyser)?

Kommentar

3.3 bortfallet med stor
sannolikhet ar
relaterat till
utfallsmattet?

Kommentar

3.4 saval bortfallet
som orsaker till
bortfallet var likartat
mellan grupperna?

Kommentar




innan utfallsdata var
tillgangliga?

Gynnar Gynnar kontroll Mot noll Fran noll Gar inte att
intervention bedoma
Om mdgjligt: Vilken ér
riktningen pa bias for o o o o o
utfallet?
Lag Mattlig Hog
Risk for bias fran
bortfall bedéms som: a a a
4. Matning av utfallet
Information
Ja Troligen ja Troligen nej Nej
Beddmer du att: saknas
4.1 datainsamlingen
skilde sig at mellan o Q o Q o
grupperna?
Kommentar
4.2 de som matte
utfallet var medvetna
om vilken intervention Q a Q a Q
deltagarna fatt?
Kommentar
4.3 bedomningen med
stnor sannolikhet o o o o o
paverkades av detta?
Kommentar
Gynnar Gynnar kontroll Mot noll Fran noll Gar inte att
intervention bedéma
Om mdjligt: Vilken ér
riktningen pa bias for o o o o o
utfallet?
Lag Mattlig Hog
Risk for bias fran
matning av utfallet Q o Q
beddms som:
5. Rapportering
Information
Ja Troligen ja Troligen nej Nej
Beddmer du att: saknas
5.1 analyserna var
genomfdérda enligt en
plan som publicerats o o o o o

Kommentar




5.2 de rapporterade
resultaten har valts ut
fran flera satt att mata
utfallet (t.ex. olika
skalor, tidpunkter)?

Kommentar

5.3 de rapporterade
resultaten har valts ut
fran olika analyser av
samma utfall?

Kommentar

Gynnar
intervention

Gynnar kontroll

Mot noll

Fran noll

Gar inte att
bedoma

Om mégjligt: Vilken dr
riktningen pad bias for
utfallet?

Lag

Mattlig

Hoég

Risk for bias fran
rapportering bedéms
som:

6. Jav/intressekonflikter

Deklarerar forfattarna
att de saknar
finansiella intressen
som kan paverka
utfallet?

Kommentar

Deklarerar forfattarna
att de saknar andra
bindningar som kan
paverka utfallet?

Kommentar

Gynnar
intervention

Gynnar kontroll

Mot noll

Fran noll

Gar inte att
bedoma

Om mdjligt: Vilken dr
riktningen pd bias for
utfallet?

bedéms som:

1. Risk fér bias fran randomisering

2. Risk for bias fran avvikelser fran
planerade interventioner bedoms som:




3. Risk for bias fran bortfall bed6ms som:

4. Risk for bias fran matning av utfallet
bedéms som:

5. Risk for bias fran rapportering bedoms
som:

Overgripande risk for systematisk
snedvridning av resultaten (risk for
bias)




Appendix 8

Checklist for assessing the
quality of health economic
modelling studies

REVISION 2018

The SBU checklist for health economic modelling studies is based on previous
checklists [1-4] but has been revised and complemented to suit the SBU work.
For assessment of the quality of the empirical data used in the model, see Cooper

etal [5].

Few health economic analyses meet all the checklist requirements. Studies that
fail to meet requirements are of course still useful for some purposes. However,
the deficiencies should be born in mind when interpreting the results. The
overall assessment of study transferability and quality is summarised below,
after the respective checklist items have been assessed.

Reviewer, date:

Author: Year: Article number:

High Moderate Low Insufficient Comments

Assessment of the transferability a a a a
of the study's economic
results (Section 2):

Assessment of the study quality [ a a a
with respect to economic
aspects (Sections 3 and 4):

Assessment of the study quality d a a a
with respect to the effects and

side effects of the intervention

(assessed by the project experts):
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1. Study relevance (PICO) in relation Yes No Unclear Not Comments

to the project research questions applicable

For the study to be included, these questions must be answered by “yes"

a) Is the study population relevant? a d a a
b) Is the intervention relevant? a d a ]
c) Is the comparator relevant? (] d a a
d) Is the outcome measure relevant? a d a ]

2. Transferability of the Unclear Not Comments

study's economic results applicable

a) Are both costs and effects studied (or a a a a
are the effects assumed to be equal)?

b) Is the intervention implemented in a a 4Q a ]
sector or by an organisation (e.g. hospital
care or a local social service office) that is
relevant to the current Swedish context?

c) Are the unit costs used in the study a d a ]
relevant to the current Swedish context? '

d) Do the extent and type of care or a Q a ]
intervention delivered to study participants

correspond to what patients/users

receive in the current Swedish context?

e) Does the study have a societal perspective? 01 QO a ]

3. Potential conflicts of interest Unclear Not Comments

applicable

a) Is there a low risk that the conflicts a a a ]
of interest declared by the authors
may have influenced the study results?

b) Is there a low risk that a sponsor with a Q a a
an economic interest in the outcome may
have influenced the study results?

c) Is there a low risk of conflict of interest a a a a
from other sources (e.g. the authors
have developed the intervention)?

4. Quality of the economic analysis Unclear Not Comments

applicable

4.1 Choice of analysis

a) Is the type of economic analysis justified a Q a a
in relation to the research questions?

4.2 Model structure

a) Is the model structure appropriate a d Q a
for the specific research question
and the specific health condition?

b) Is the model structure, including the a Q a a
underlying assumptions, transparent?

c) Is the external validity of the model a a a Qa
explored? 2

d) Is the time horizon sufficient to reflect all a d Q ]

important differences in costs and effects?

e) Markov models: Is the model cycle length a d (] u
motivated by the research question?

B8:2 ASSESSMENT OF METHODS IN HEALTH CARE — A HANDBOOK



Continued Yes No Unclear Comments
4.3 Costs and effects

a) Have all relevant outcomes been Q Q Q
identified (including side effects)?

b) Is the data on treatment effects taken a a a
from the best possible sources? 3

c) Is the difference in treatment a Q Q
effects, which determines the model

outcomes, statistically significant?

d) Are appropiate methods used to a Q a
extrapolate treatment effects over

the chosen time horizon? *

e) Has the study considered compliance? a aQ a
f) Are the quality-of-life weights Q Q Q
from the best possible sources?

g) Given the perspective of the analysis, a Q a
have all relevant costs been identified

(including those due to side effects)?

h) Is the data on resource use (e.g. number a Q a
of social worker visits, number of hospital

care days) from the best possible sources?

i) Are the unit costs taken from a a a
the best possible sources?

4.4 Interpretation of results

a) Was an incremental analysis of a Q a
both costs and outcomes conducted

(oris it possible to calculate)?

b) Are appropriate statistical methods used? a a a
c) Are the conclusions consistent with a a a
the reported results?

4.5 Sensitivity analysis

a) Are all important variables explored a aQ a
in sensitivity analyses? ¢

b) Is the uncertainty in the result explored a Q a
using probabilistic sensitivity analysis?

c) Is the result insensitive to changes a Q a

in examined variables? 7

4.6 Discounting (for studies with a time horizon exceeding 1 year) ®

a) Are costs discounted appropriately?

a

a

a

b) Are outcomes discounted appropriately?

Q

a

a
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Provided that they, if necessary, are converted to Swedish krona [SEK], and adjusted to
the current price year according to purchasing power parity (PPP). The following cost
converter is used: http://eppi.ioe.ac.uk/costconversion/default.aspx

External validity involves comparing the outcomes of the model with those from other
models or empirical studies. It may also involve having the model peer reviewed. A mere
comparison of the study's incremental cost-effectiveness ratio (ICER) with that of other

studies is not sufficient for a "yes" answer.

Are there other studies or studies of better quality that contain data on the effects of the
intervention that should have been included in the analysis? If there are several high quality

studies, are the results synthesized in a meta-analysis?

Are assumptions regarding a sustained treatment effect after the follow-up period clearly

presented and discussed?

Has the study considered compliance, possibly supplemented with information on whether
analyses were performed according to intention-to-treat (ITT)? Do patients/users and
care providers employ the intervention as intended (e.g. the number of sessions in

atreatment programme)?

Concerns variables containing uncertainty that may influence the results of the analysis.
If extrapolations are made from empirical data, it may be important to explore different

methods of extrapolating.

Concerns the robustness of the results, i.e. that the sensitivity analyses do not alter the
overall conclusions about cost-effectiveness (regarding both one-way and probabilistic

sensitivity analysis).

Is the selected approach justified? Different countries have different recommendations.
Future costs should be discounted (but the discount rate may vary). For future outcomes,
there are arguments both for and against discounting. In Sweden, the Dental and
Pharmaceutical Benefits Agency recommends a discount rate of 3% for both costs and
effects, but also requires sensitivity analyses with rates of 0 and 5%.
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