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1. Kvantitativa studier
1. RoB2

Manual till denna mall finns pa Cochranes webbplats: https://www.bristol.ac.uk/media-
library/sites/social-community-medicine/images/centres/cresyda/RoB2-
0 cluster parallel guidance.pdf

RoB II, Reference

SUMMARY OVERALL RISK OF BIAS

Low O HIGH O

Optional: What is the overall predicted direction of bias for this outcome?
Favours experimental o Favours comparatort Towards nullo Away from nullo Unpredictablen

1 RANDOM |SAT|ON Yes Probably yes Probably no No No in-formation
’
i ?
1.1 Was the allocation sequence random? 0 0O 0O 0 0O
1.2 Was th¢.e allocation .sequena.e concealfed until participants 0 O O 0 O
were recruited and assigned to interventions?
1.3 Were there b_ase!lne imbalances that suggest a problem 0 O O 0 O
with the randomization process?
Low o HIGH O

RANDOMISATION SUMMARY 1
Optional: What is the predicted direction of bias arising from the randomization process?
Favours experimental o Favours comparatort Towards nullo Away from nullo Unpredictablen

Risk of bias due to deviations from the intended interventions (effect of assignment
to intervention)
2, ADHERENCE-EFFECT STUDIES

Yes Probably yes Probably no No No information

2.1. Were participants aware of their assigned 0 0 0 0 0
intervention during the trial?
2.2. Were carers and trial personnel aware of 0 0 0 0 0

participants' assigned intervention during the trial?
2.3. If Y/PY/NI to 2.1 or 2.2: Were there deviations from the intended
intervention beyond what would be expected in usual practice?
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2.4. If Y/PY to 2.3: Were these deviations from intended intervention
unbalanced between groups and likely to have affected the outcome? O O O O O

2.5 Were any participants analysed in a group different from the one to
which they were assigned?

2.6 If Y/PY/NI to 2.5: Was there potential for a substantial impact (on
the estimated effect of intervention) of analysing participants in the O O O O O
wrong group?

SUMMARY 2 ADHERENCE EFFECT Ltow o HIGH 0 SOME CONCERNS
Optional: What is the predicted direction of bias arising from the adherence to research plan or intervention?
Favours experimental o Favours comparatoro Towards nullo Away from nullo Unpredictablec

Risk of bias due to deviations from the intended interventions (effect of starting and adhering
to intervention)

Yes Probably yes Probably no No No information

2, ADHERENCE FOR IMPLEMENTATION STUDIES

2.1. Were participants aware of their assigned intervention during the

trial? O O O O O

2.2. Were carers and trial personnel aware of participants' assigned
intervention during the trial?

2.3. If Y/PY/NI to 2.1 or 2.2: Were important co-interventions balanced
across intervention groups? O O |

2.4. Was the intervention implemented successfully?
2.5. Did study participants adhere to the assigned intervention regimen?

2.6. If N/PN/NI to 2.3, 2.4 or 2.5: Was an appropriate analysis used to
estimate the effect of starting and adhering to the intervention?

SUMMARY 2 ADHERENCE Low o HIGH O SOME CONCERNS
Optional: What is the predicted direction of bias arising from the adherence to research plan or intervention?
Favours experimental o Favours comparatora Towards nullo Away from nullo Unpredictablet

3 OUTCOME Yes Probably yes Probably no No No information
7
3.1 \.N_ere outcome d_ata available for all, or nearly all, 0 O 0 0 O
participants randomized?
3.2 If N/PN/NI to 3.1: Are the pro.po.rtlons of missing 0 O 0 0 O
outcome data and reasons for missing outcome data
similar across intervention groups?
. A i
3.3 1f N/PN/NIto 3.1:Is therg ejwdence that results were 0 0O 0 0 0O
robust to the presence of missing outcome data?
SUMMARY3 OUTCOME Low o HIGH O SOME CONCERNS

Optional: What is the predicted direction of bias arising from outcome?
Favours experimental o Favours comparatort Towards nullo Away from nullo Unpredictablen

Yes Probably yes Probably no No No information

4, MEASUREMENT

4.1 Were outcome ass.es.sors aware of the intervention 0O 0O 0O 0O 0O
received by study participants?
4.2 If Y/PY/NI to 4.1: Was the assessment of the 0O 0O 0 0 0O

outcome likely to be influenced by knowledge of
intervention received?
MEASUREMENT, SUMMARY 4 Low o HiH o

Optional: What is the predicted direction of bias arising from measurement?
Favours experimental o Favours comparatort Towards nullo Away from nullo Unpredictablen

SOME CONCERNS



Yes Probably yes Probably no No

5, REPORTING
5.1. Are the reported outcome data likely to have been 0 O 0 O
selected, on the basis of the results, from multiple
outcome measurements (e.g. scales, definitions, time
points) within the outcome domain?

5.2 Are the reported outcome data likely to have been
selected, on the basis of the results, from multiple analyses of
the data?

REPORTING, SUMMARY 4 Low o HIGH O

Optional: What is the predicted direction of bias arising from reporting?

Favours experimental o Favours comparatora Towards nullo Away from nullo Unpredictablet

O (| O (|

Depending on topic and plan other bias can be considered

Yes Probably yes Probably no No

Other Bias

CONFLICT OF INTEREST: Do the authors certify that they have no
financial interest, or non-financial interest in the subject matter
or materials discussed in this manuscript?

O O (| (|

SUMMARY OTHER RISK OF BIAS Low O HIGH O
Optional: What is the predicted direction of bias arising from other bias?
Favours experimental oFavours comparatoro Towards nullo Away from nullo Unpredictablen

2. Mall for kvalitativa studier

Assessment of methodological limitations

Author: Year:

Assessor:

No information

O

No information

d

Domains Yes No

Unclear

1) Are the sampling strategies and methods for data collection and analysis in
congruency with the underpinning philosophical stance or theories? O O

Comments to the assessment:

2) Is the study context adequate for study of the phenomenon? O O




Comments to the assessment:

3) Isthe sampling strategy appropriate? O O O

Comments to the assessment:

Some considerations:

Is the population appropriate?

Is the recruitment strategy and its conduct appropriate?

Is the spectrum of participants sufficient to capture relevant aspects of the phenomenon?
Which relationships did the researchers have to the participants?

. N
4) Are the methods for data collection appropriate? 0 0 0

Comments:

Some considerations:

Are there any limitations for the data collection method that can affect the result (as an example, the choice
between focus groups/group interviews or individual interviews can be crucial)?

Have the researchers handled their preconceptions in relation to the data collection in an acceptable way?

5) Is the method for data analysis appropriate? O O O

Comments to the assessment:

Some considerations:

Is the analysis conducted in an appropriate way?

Is the sample size adequate to achieve rich data (e.g. saturation or other means to
estimate whether the number of participants is adequate)?

Was most of the collected data utilized in the analysis?

Was contradictory data handled in an appropriate way?

Did the researchers handle their preconceptions in an adequate way in the
analysis?

Was reflexivity part of the analysis?

Were the researchers independent of financial or other conflicts of interests that
could have an impact on the analysis?

Were the interpretations validated (member check, triangulation etc)

Is there evidence that the findings were underpinned by the data?



OVERALL ASSESSMENT OF METHODOLOGICAL LIMITATIONS:
Negligible or minor[]
Moderate []

Substantial [

Granskningsmall for hdlsoekonomiska modellstudier

SBU:s granskningsmall f6r hilsoekonomiska modellstudier bygger pa tidigare checklistor [1-4] men
har bearbetats och kompletterats bland annat med specifika kriterier f6r bedémning av modellstudier.
For bedomning av kvalitet pa data som anvints i modellen hinvisas till Cooper och medarbetare [5].

Végledning for beddmning av studiens relevans, dverférbarhet och kvalitet

Eftersom frigorna i Avsnitt 1 ber6r studiens relevans f6r projektet dr det £or att fortsitta med
bedémningen enligt fraigorna i Avsnitt 2—4 en forutsittning att alla fragorna i Avsnitt 1 fatt ett ja-svar.

Avsnitt 2 handlar om studiens 6verférbarhet och relevans nir det giller de ekonomiska resultaten.

Studiens kvalitet bedéms i Avsnitt 3 och 4. Endast ett fatal hilsoekonomiska analyser uppfyller
checklistans krav i sin helhet. Det innebir inte att studier som inte motsvarar alla krav skulle vara utan
virde, men diremot att man bor vara medveten om bristerna vid tolkning av resultaten. En
helhetsbedomning avseende studiens overforbarhet respektive kvalitet gors i nedanstiaende rutor efter

att formuliret har fyllts 1.

Granskare, datum:

Forfattare: Ar: Artikelnr:

Hog

Beddmning av 6verforbarhet av studiens ekonomiska resultat
(avsnitt 2):

Beddmning av studiens kvalitet vad galler ekonomiska aspekter
(avsnitt 3 och 4):

Beddmning av studiens kvalitet vad géller interventionens effekter
och biverkningar (projektets sakkunniga avgor):

1. Fragor om studiens relevans ("PICO”) i forhallande till projektets Ja
fragestallningar Krav pa Ja-svar for inklusion
Hog
a) Ar studerad population relevant?
b) Ar interventionen relevant?
c) Ar jamforelseinterventionen relevant?
d) Ar utfallsmattet relevant?
2. Fragor om 6verforbarhet av studiens ekonomiska resultat Ja
Hog

a) Studeras bade kostnader och effekter (eller anges lika effekt)?

b) Genomfors interventionen i en sektor eller organisation (t.ex.
sjukhusvard eller lokalt socialtjanstkontor) som 6verensstammer
med nuvarande svenska forhallanden?

c) Ar enhetskostnaderna som anvinds i studien tillimpbara pa
svenska forhallanden? 1

d) Stammer omfattningen och typen av vard eller insatser som
patienter/brukare i studien far éverens med vad patienter/brukare
far i svenska férhallanden?

e) Har studien ett samhallsperspektiv?

Medel

Nej

Medel

Nej
Medel

Lag

Oklart

Oklart

Lag

Otillracklig

Ej relevant

Otillracklig

Ej relevant
Otillracklig

Kommentar

Kommentar

Kommentar

Kommentar
Kommentar



3. Granskning av eventuella intressekonflikter Ja Nej
a) Foreligger, baserat pa forfattarnas angivna bindningar och jav,

lag risk att studiens resultat har paverkats av

intressekonflikter?

b) Foreligger, baserat pa uppgifter om studiens finansiering, |ag
risk att studien har paverkats av en finansiar med ekonomiskt
intresse i resultatet?

c) Foreligger 1ag risk for annan form av intressekonflikt (t.ex. att
forfattarna har utvecklat interventionen)?

4. Fragor for bedomning av studiens kvalitet vad avser den Ja Nej
ekonomiska analysen
4.1 Val av analys

Hog Medel

Ar vald form av ekonomisk analys motiverad med avseende pa
fragestallningarna?

4.2 Modellstruktur

a) Ar modellstrukturen Iamplig fér den specifika fragestaliningen
och det specifika sjukdomstillstandet?

b) Ar modellen och eventuella antaganden som gjorts
transparenta?

c) Ar modellen testad for extern validitet? 2

d) Ar vald tidshorisont tillrackligt 1ang for att ta hansyn till alla
relevanta skillnader i kostnader och effekter?

e) Markov: Ar tidscyklernas langd motiverad med avseende p3
fragestallningen?

4.3 Kostnader och effekter

a) Har alla relevanta effekter identifierats (inkl. biverkningar)?

b) Ar anvinda data pa behandlingseffekter fran basta mojliga
kalla? 3

c) Ar skillnaderna i de behandlingseffekter som modellen utgar
ifran statistiskt sakerstallda?

d) Ar extrapoleringen av behandlingseffekter éver vald tidshorisont
gjord med lampliga metoder? 4

e) Har studien justerat for féljsamhet? 5

f) Ar anvinda livskvalitetvikter fran basta mojliga killa?

g) Har alla relevanta kostnader identifierats givet tillampat
perspektiv (inkl. biverkningar)?

h) Ar anvinda data p& férbrukning av resurser (t.ex. kuratorbesék,
varddagar) fran basta majliga kalla?

i) Ar uppgifterna om enhetskostnader fran basta méjliga killa?

4.4 Tolkning av resultat

a) Har inkrementell analys gjorts av bade kostnader och utfall (eller
gar det att rakna fram)?

b) Har lampliga statistiska metoder anvants?

c) Ar slutsatserna berattigade med avseende pa presenterade
resultat?

4.5 Kanslighetsanalys

a) Har kanslighetsanalys utforts avseende alla betydelsefulla
variabler? 6

b) Har resultatets osdkerhet undersokts med hjélp av probabilistisk
analys?

c) Ar resultatet robust fér undersékta variabelvirden? 7

4.6 Diskontering (vid studier langre an 1 ar) 8
a) Har kostnaderna diskonterats pa lampligt satt?

b) Har utfallen diskonterats pa lampligt satt?

Eventuella kommentarer till studien:

Oklart

Oklart

Lag

Ej relevant

Ej relevant

Otillracklig

Kommentar

Kommentar

Kommentar

Forutsatt att de vid behov véxlas till svenska kronor, inflateras till innevarande prisar och kdpkrafts-justeras. Fér konvertering av

kostnader anvands: http://eppi.ioe.ac.uk/costconversion/default.aspx

Extern validitet innebér oftast att modellens skattningar jamfors med resultat fran andra modeller eller empiriska studier. Det
kan ocksa innebdra att man latit ndgon extern person granska modellen ingaende. For ett ja-svar racker inte att studiens ICER

har jamforts med andra studier.



Finns det fler studier eller studier av battre kvalitet som innehaller data pa behandlingseffekter och bor tas med i analysen? Om
det finns flera studier av god kvalitet, har resultat syntetiserats i en metaanalys?

Har antaganden om en kvarstdende behandlingseffekt efter uppféljningsperioden redovisats tydligt och diskuterats?

Har studien tagit hansyn till féljsamhet (dvs. compliance) ev kompletterat med uppgift om analys enligt intention-to-treat (ITT)?
Foljer patient/brukare och behandlande personal interventionen som den var planerad (t.ex. antalet sessioner i
behandlingsprogrammet)?

Galler variabler dar det rader osakerhet och som kan forvdntas paverka analysen. Om extra-poleringar gjorts utifran empiriska
data kan det vara viktigt att testa olika satt att extrapolera.

Med robust menas att resultatet inte dndras sa pass mycket i kdnslighetsanalysen att slutsatserna om kostnadseffektivitet dandras
(galler bade envags- och probabilistisk kdnslighetsanalys).

Argumenteras for vald metod pa ett adekvat satt? Olika lander har olika rekommendationer. Framtida kostnader ska diskonteras
(men rantan kan variera). For effekter finns det argument bade for och emot diskontering. NICE anvander en diskonteringsrdnta
pa 3,5 % pa bade kostnader och effekter. | Holland anvands istallet 4 % pa kostnader och 1,5 % pa effekter. TLV rekommenderar
en diskonteringsranta pa 3 % pa bade effekter och kostnader men efterfragar kanslighetsanalyser i vilka rantan satts till 0 och 5
%.
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