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RMIERL
NICE real-world evidence framework
Data Suitability Assessment Tool (DataSAT) assessment template

Research question
Add the research question here.

Published: 23 June 2022

https://www.nice.org.uk/corporate/ecd9/chapter/overview

EAT 37— % OER ST

VYy—FI9ITRFav
YY—F I ITRXFavIZDOWTRE

Data provenance TF—2DHHAIIOVT
Please see recommendations for reporting data provenance. T—RHBOREICETIHELSRE
Item =1 =| Response o
o i , ERLET—2Y —RFRTUIDVT, ZOEIR, N—Ya>y T—Xhv
. For each contributing data source provide the name, version and date of . R . R .
Data sources T—RY—X FEEZHTZ, KT —FYV—ZADT 79 A h~D ) v 7D BHNITIREET

data cut. Provide links to their websites, if available.

5o

T=RYvr—=VET—a 7=
Data linkage and data pooling .

Report which datasets were linked, how these were linked, and
performance characteristics of the linkage. Note whether linkage was
done by a third party (such as NHS Digital).

Clearly describe which data sources were pooled.

T—REy bhTYrvrantzbobrbnid, zoVromE Vrr—Yo
BWREZRES 2, U —U0E=E (NHSTY 2L E) ([CL->THT
NI EIDBRART D, EDT—RY —ZABT—ILINFh HEEREICT
%o

Type of data source F—&Y —Z2NDEE

Describe the types of data source (for example, electronic health

record, registry, audit, survey).

Ty —20EFEERET S B BFHILT, B BE BHELY)

Describe the main purpose of data collection (for example, clinical care,

TRARENEHENERRT S P BRRT 7. RRER #HROoxe

Purpose of data collection T —XUNED B - .
P e " reimbursement, device safety, research study) W, AEHEA L)
Describe the main types of data collected (for example, clinical
diagnoses, prescriptions, procedures, patient experience data), how . R N NN .
o . INEINT-T—2OELEE (F) @ BRRZH. Q5. LB, BERRT—4
data was recorded (for example, clinical coding systems, free text, . . _ . L . R _ _
o BE)  ToROEHAE B BRERI-—TAVIVRTL 7TU-—TFR
remote monitoring, survey response), and who collects the data (for - L » . . o
i o boEBEZXY VY. AERERY) . T-R0EFE B BEEROEM
example, healthcare professional, self-reported, digital health - e o L . .
) ) R, BOHE, TIORUALREMRE) 258 BT 2, 7—RNEOHEN
technology). If the nature of data collection has changed during the N R N i
) N ‘ i ) ] ) ) T—2HERICEBINBE Bl a—FT 4 IV AT L, BEERE,
Data collection F—RINERHE data period (for instance, change in coding system or practices, data

capture systems) describe the changes clearly. Any differences
between data providers in how and what data were collected and its
quality should be described.

If additional data collection was done for a research study please
describe, including how the validity and consistency of data collection

was assured (for example, training).
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Care setting

3
~
S
M
o

State the setting of care for each dataset used (for example, primary
care, secondary care, specialist health centres, social services, home

use [for wearable devices, or self-reported data on apps or websites]).

FERLEZET 2Ly bOTTOHRE Bl 774<V =TT, 2HV&
V=77, BEEt Y- V=Y yilY—ER BEFER (V777
WFNRALZp, FTYR 9279 N TOECEET25E) ) #ndT
%

Geographical setting

IR

State the geographical coverage of the data sources.

T—2Y —AOMEBNEHE%ERHT 5,

Population coverage

NA—ENBER

State how much of the target population is represented by the dataset

(for example, population representativeness or patient accrual).

TRty MIEFNIERMPEORERREREREL WS, Bl &
DREMEPEBELR

Time period of data F— 2 DR State the time period covered by the data. F—2ONRABELEHT S, X
Provide details of whether raw data were accessed for analysis, or
whether the data owner had undertaken any data preparation steps AT —REFESTHRITLIZON, T—RFAEENHIBET— K& MI LT
such as cleansing or transformation. Mention whether centralised D B oY= IRERAE) ICOWTEHERICERT 5, BT —X
. \ transformation to a common data model was undertaken. Include links |EFLAD—THHBEIIITONIZHE S He BT —RKETLDEA T,
Data preparation T — X DERTE

to any relevant information including common data model type and
version number and details of mapping.
Full details of data preparation specific to addressing the research

question is covered in the section on reporting on data curation.

N=TarvES, Ty ErTOHlLE, BEBR~ DY V7250,
ARBEADOIGICFL LT — R EBOFMIC DL T, [T—xEHEIC
By s®RE] oA SR, K

Data governance

T— R OEBIR

Provide the details of the data controller and funding for each source.
Describe the information governance processes for data access and
use.

BT =8V —ZADT - EBELATRUEOFMELHT 5. T—2AF
ERAOHDOERERBEZTET 2,

Data specification

T — X DR

Note whether a data specification document is available. This may

include a data model, data dictionary, or both.

T—ABRENHINE D, NIRRT —RETIN, T—XT47¥at
V. $3ZOEANEEND,

Data management plan and quality

assurance methods

7T — R BB E BRED TR

Note whether a data management plan, documentation of source
quality assurance methods is available with links to relevant
documents.

TS EEHE, T2V - ADORERAFEDOXELVH LN EI D E. B
EXEANDY I EEHIZRET D, K

Other documents

Z Db DER

Note whether any other documentation is available. Provide hyperlinks
or citations to key publications, if available.

If the dataset is available from the HDRUK innovation gateway, provide
the hyperlink to its profile on the HDRUK website.

ZOMOXENFAAELNE I NICERT S, AFAIRETHNIEL, TELRH
A~ DNA =) v 75| ERY, T— 24y FHHDRUKA / R—2 3
V= b7 AN O AFAREREEIE. HDRUKV 2 794 b Eo 7R 7 4 —
IADINAN—1) > HBHT D,
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Data quality

Details of data quality should be provided for key study variables including population eligibility criteria, outcomes, interventions or

exposures, and covariates.

F=RDEIZOWT

FELRARELROBICOWVWTHMICTHRT 2 (HREFDZFEIR,

Ly NAPIRE, AEELEZED)

TINA

Study variable

Target concept

Operational definition

Quality dimension

How assessed

Assessment result

What type of variable (for example,

population eligibility, outcome)

Define the target concept (for
example, myocardial infarction

(MI])

Define operational definition. For
example, M| defined by an ICD-10
code of 121 in the primary

Choose: accuracy or completeness

Describe how quality was
assessed. Provide reference to

previous validation studies if

Provide quantitative assessment of
quality if available. For example,
‘positive predictive value 85% (75% to

diagnosis position applicable. 95%)’
HREH HEEOEE ER LR B Kot A% TS

BRALOEEETET S, PIAIL, TheTHNIE, BOEBNTEE R
THOBE (Bl EFEAE. 7 HOMES L BT 5. HNT
= iz = “ligsresys @) 05ER) | OHEERICD-100— FOIRITE |ERkE - IERAH = = = T3, IR, [BERhEes% (15%

T RAL)

EIND,

BRI, BEORIEARERT,

~95%) | &,
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Data relevance

Please see recommendations for reporting data relevance.

T2 DEHEIIONT
T FZLEOREICET I HELESR

Item Response Fo i
Describe the extent to which the analytical sample reflects the target L . . .
: ) ) ) DY > TUDRREME EORERRLTWEIARRBRT D, T—2OK
Population MRER population. This should consider any data exclusions (for example, R e . .
o ] . NEERBTD B FBLFEEROT—ZNPXELTWEHBERLY)
because of missing data on key prognostic variables).
. . . . TTOEENNHS ICHIT2BES T2 EORERMLTWS M ERRRT
Care setting 7T DERE Describe how well the care settings reflect routine care in the NHS. 2
Describe how the treatment pathways experienced by people in the . . . . —— . .
L : partiivays experienced by peop FRITBEND AL DER LIBRAEA, NHSIZH 1S 5 BE 0 AR
Treatment pathway BEE data reflects routine care pathways in the NHS (including any

diagnostic tests).

(BHREEZET) 2EDEIICRMLTLW SN ETRRT 2,

Availability of key study elements

TELHERFOAFAIREE

Note how the dataset met the requirements of the research question in
terms of availability of the necessary data variables including key
population eligibility criteria, outcomes, intervention and covariates

(including confounders and effect modifiers).

TELEFAORBEE, TUFAL HA HEE (KEET L HREME
Faal) EEERTDLHICVELRT —2HHAFARTHINRE, T—4
Ty PAARBEOEHZ LD LS ITHLTWENIDOVWTEET S,

Study period

il

State the extent to which the time period covered by the data provides
relevant information to decisions. This should cover any important
changes to care pathways (including tests) or background changes in

outcome rates.

T=RIZE>THHN=—SNBHEED., BEBREICHELRIERTRMHEED
hERRD, INIZIE, TT7/R (BREEZEL) OBBEREERT VY AL
RERICHEARIITEERTE22T, X

Timing of measurements

BEDRA T

Describe whether the timing of measurements meet the needs of the

research question.

BAERPIHRFEEDO = —XICE>TWEIHE I hETRT 5,

Follow up

s

Note how the follow-up period available in the dataset is sufficient for

assessing the outcomes.

T—XEy b THATREREHEEA. TV N hLAETFMTEOICHHTH
LT EICBET D,

Sample size

YT A X

Provide the sample size of the target population in the dataset and

demonstrate that it is adequate to generate robust results.

T2ty MIEFEFNIHREROY T4 4 X R, BELERZR
BDICTHRTHDZ EZTRT,
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MIER2

NICE real-world evidence framework

Methods to address bias reporting template

Form for reporting on methods used to minimise risk of bias

Published: 23 June 2022

https://www.nice.org.uk/corporate/ecd9/chapter/overview

NATZAERYBRCHEICETIHERR
NATRETIMLT D100 FKRICET 2REFAESHE

Type of bias

NATRAOESE

How bias was addressed or assessed

ED LS ITNAT RIS 3 H, FHET 2 H

Selection bias at study entry

WRSMDEEIR/NA T 2

Selection bias at study entry can arise for several reasons including
selection of patients based on eligibility criteria related to the exposure
and outcome, or from deviations between the date the patient meets
eligibility criteria, the date treatment is assigned, and the start of
follow-up. Common types of time-related bias are prevalent-user bias,
lead time bias, immortal time bias and depletion of susceptibles.
Discuss the potential for selection bias at study entry and how this was
addressed or investigated through study design, statistical analysis or

sensitivity analysis.

RERSMEEORIRNA T RIE, BEELT 7 M HLICBEGRT 2 EREEICLD
BEEIR, BENPBEREELH LB, BEAEY HTONLE, B
BEORBRBARELDINGRE, WK OHhDERTEL D AHEENH D, BHE
ICBBEL 72 A T RO ZA T, BREENAT A, V=R XALAR
AT A, FREENAA TR, BEUOTATRETH D, RERSMEEORIR
NATROAREME L HBRTYA v HEtEr. BESEBLTCEDLS
IS FEIFABEL =IOV THRLE B,

Selection bias at study exit

HRILT DFEIRNA T R

A common cause of selection bias because of how individuals exit a
study is informative censoring. This may be because of loss to follow-
up or the occurrence of censoring events. Discuss the possibility of

informative censoring and how this was addressed in the analysis.

SMENED LS ICHERAERT TEDICL DRI 7 2O—ERRE
3. BBDH 2T HH0Y (informative censoring) TH %, ZNITBIAEE
FIET UV BERORENRER E R Y 52, BFHROHDITHUIY OATRENE
L. BITCEDES 1L L 7=hZERAT 5,

401




Addressing confounding

SHE N DAL

Describe the risk of confounding from unmeasured (or unknown)
confounders, poorly measured confounders, or time-varying
confounding. This should be informed by a systematic identification of
potential confounders, clear causal assumptions including the
possibility of time-varying confounding, and differences in baseline
characteristics between comparison groups.

Show how you dealt with any identified risk of confounding through
study design (such as selection of a suitable active comparator) and
analysis (using an appropriate statistical model, accounting for time-
varying confounding). If possible, provide empirical data on the balance
of baseline characteristics after adjustment.

If concerns remain about residual confounding, show its impact on
results has been assessed using sensitivity or bias analysis.

Confirm that no covariates were inappropriately adjusted to induce
bias. For example, show that no covariates on the causal pathway
between interventions and outcomes were adjusted for
(overadjustment). This may result from the use of covariates measured
after the index date. Avoid adjustment for colliders or instruments. This

can be informed by causal diagrams.

FAE (F7I1EKRH) OIEHEF. AENSTHALRIERTF. £ 7= ILFERMK
FRAERFICL DZHEDY R HRBRT B, INld, BENDIEE T OE
RBEE. BEREEOTEEE AU BEEARERRORE. LEFHRA
DR=ZZAVEEDBWNCL > TS ENENETH D,

METHA > (BULEREBEEOERE L) BT (BUARTET LA
AU, BRKREREEERTS) 2BLT. FEINLEZIKEY R 7ICED L
SIS L7 %RT, ARETHNIE, ABBROR—R T VHFHEDNT Y
ZICBET AR T — 2 R IRHET B,

FAE &) ZIBIOVWTHRNZEDHBE L. BRESTEIENA T 24
MEAWTHERANDEEZFMML -2 L ZRT,

NATREFFRET D LD BTEYGRARET S HEEN BN & ZHER

%, PIZIE. NAET 7 P D LBORRRR EORETENFAEILTLARL
ZEERYT (BEBAR) . ChiE ATy 7 RABURICAE SN /LS
PMEREINZ LICRET ZAEENAH D, 171 X—PRIFEBOARIL
BEFD, CNIZEREEER (DAG) ICL->THMB I ENTE B,

Detection bias

BENAT X

Describe the potential for detection bias resulting from differences in
healthcare practices across comparison groups (for example, because
of differential frequency or intensity of follow up, or different tests) or
length of follow up.

Describe how these have been dealt with through study design (for
example, use of comparator with similar follow up) or analysis (for

example, adjustment for healthcare use before index date).

HBEMOEERTADEN (F: 7+A—7yv 7OEEPHRE, REDEL
RE) R7FA—=Ty THEOEWDSE L DRH/NA 7 ROAHEN % Tk
45,

HETHA > (B FAKROBIETS LLERREOER) BT (5 A~
Ty ZABUBIOESENRAORAE) 2@BLT. IhorEoLkdicwlsn
fem kit 3,

Measurement error and

misclassification

Gl

AERE

T
piG]

gy

H\
b

Describe the potential for bias from measurement error or
misclassification (this should be informed by assessment of data
suitability). Consider which variables are inaccurate, whether this is
random or systematic, and how it differs across comparison groups.
Show you addressed risks of bias through statistical analysis (for
example, by incorporating external data or calibration) or assessed its

impact on results using sensitivity or bias analysis.

BERECEDFEICL > TRELI DNATROAREMZZRT S (Il
T—ROBIEMICL > TR TEZ) , EOTHDREHED. ZTNHT X
LRI, BHETRER DD ERTT 2,

BEtFE () BT — &2 eF v U 7L —va v ZRYANEARY) (S
Lo TNATRYRZICES AL o, BEDHRNA T A2 AN T
ERAOFEZTHEL h%ERT, X
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Missing data

Describe the potential for bias from missing data (this should be
informed by assessment of data suitability). Consider which variables
have missing data, whether this is random or systematic, and how it
differs across comparison groups.

Show how you have addressed risks of bias using statistical methods
(such as multiple imputation) and demonstrating their validity. If
missingness may not be explainable by observed variables or has
unknown mechanisms, sensitivity or bias analysis can be used to

explore the impact of different missing ‘not at random’ assumptions.

RIBT—RICE>TRELI ZNA T7ROAREMZERT S (ZhidT—%
DBIFEICL > TRFTES) . LOEBIIREBT—20H2Hh. Thn'Z
Y ELDZRERD, HETREAL SN ERTT 5,

BEtFE (Bl ZERNERE) ZAVTAATRYRZICES ML L7
haerl, TOEEMEHRAT 2, b LD GRR S NAEKD oI5
TERWSEECZOREBAHSFALIBEE, BEDIPCNA T 292 A
W, [F¥ZLTidin] RUEZRELIBEOFEEAND,

Reverse causation

RR ORI

Describe the risk of reverse causation between the intervention and the
outcome arising from causal relationships between variables, time lag
between recording of data on interventions and outcomes, or care
pathways.

Describe how risk of reverse causation was addressed through study
design (for example, induction periods or longitudinal follow up),
analysis (for example, instrumental variables), or assessed through

sensitivity analysis.

ZHEOREBER. NAET IV MALDT—XBHFHEORALT T, £l&
TTHEIPOCELBENAET 7 FHLBOPEREDY X7 %LiRT 5,
AREOEEY R %, FARTYA > ) BEABRBCHET 7 + 0 —7 v
7 L BT (B BREER) | BEAALSICL T, Eok STl
M ERRT 5,
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TMTEN3

Guidance for Reporting Real-World Evidence (CADTH)

Recommendation Checklist

Published: 23 June 2022

https://www.cadth.ca/guidance-reporting-real-world-evidence

Section

tsvav

Checklist item

Fxv )R MDIEE

1 Study design and
research questions

METFTHA ey H—
FUOIRXFav

Report a clearly stated aim and study question.

MREAK EHRREDRHELIRE

2 Report the overall study design. SEMBHRTYA > DORE

3 Provide a rationale for the choice of study design. ZOMBTYA v EHBRAFERDERKR

A Provide a relevant review of the literature to evaluate pertinent BRBBRERLEONVHFDX v v THH 5N AT 27-DICBHEL
information and gaps in knowledge. 72X DL 1 —%EHE

5 Describe key elements of the study design (e.g., matching). METHA VODEBLAEZORR (RyFrine),
Consider the use of study diagrams to illustrate key aspects of the N e . _

6 ] MEBEREZE > THET A v OBLAEHRPT D 2 & AR
study design.

7 Strongly recommend to develop and reference an a priori protocol. HRETEZ BEER (B8 LT, TNzslAT2Z & x@H#E

o Describe all study team members, including the role of patient TRTOHRA N —=IZD2WT, BERKEZDEE., COILEDT
partners, and any conflicts of interest. H
Describe the study governance structure, especially who was o o R .

9 . . . . MEDOBEREH, HICBRNLEDAEOEEEZICOVWTOTH
responsible for final decision-making.

10 |Report any research ethics approval (or equivalent). MEBEEEICO VTS

11 |Disclose sources of funding. MEELIZDO N TORTR
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Describe important information to contextualize the data source,

T—=RY—=RIOVWTOEERBFRICOVCRH : UTOEEAE

comparators of interest throughout the study period.

2|Setting and context BRELER 1 ) )

including: EIN

1-1 [type of care setting NILZRTT (B—ER) PREINBEBE

1-2 |geographical location. Z DIFR M

) Describe all relevant study period dates, including periods of MERPEOBfORE. VoL—t BE 740 —Tv S T—
recruitment, exposure, follow-up, and data collection. ZNEDHEEET

3 Clearly identify missing data components in the data collection. T—RREICEVWTXRIBT2EHZORTE

4 For studies that pr'opose the use of a data source from a country other B A D T — 2 A4 B 1BA . BT T OER S 8 -
than Canada, provide:

4-1 |arationale for selecting the data source ZDT—RY)—AEEALER

42 an explanation of how these fac.tors. might affect the generalizability of I B+ LRI LTt 5 7 |- BB 5 T 0 358
the study results to the population in Canada

4-3 |background information about the health care system NIRRT TV AT LIZDOWTERER

4-4 |a description of prescribing and utilization practices WHFCERAEREICOVWTOIER

s information on the use and market availability of the intervention and |FFZREAMICHE L TA A & LB BEM A BKRIBS CEHLON D A, £

FAARBEMN IS D W T DIER
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Data specifications —

Tk T+

Describe the extent to which the investigators had access to the

HRENHARERZELT 27-DICAEERICT /7 L XA TE S

access, cleaning 2, vU—=vThHE |1 database population used to create the study population and major R o - . . .
_ B M. T—RHBEDL S ITERENTLEHDEEHICOVTOFHA
methods, and linkage Doir—v aspects of data provenance.

) Provide information on the data-cleaning methods used in the study. |7—% 27U Z—> 7 0iE%RY. £/, ThICERALAEZTR TS
Share any data-cleaning code leveraged. If not provided, justify. La—FZRHETEZ L, HEAWVWEEZ DEH% HHA

3 Report whether data were organized by a Common Data Model HBT—XET/IHEE (Common Data Model structure) (ZHEL
structure. TR EBBINTVWEILI ERE
Describe the usage of data and consent for data sharing. Provide . o R - . o _

4 i T—ROHRFAPHEBICOVWTORRE, HDERLERENEDRT
consent documents, if relevant.

5 Describe data collection methods. T—ZNEDHFEDIRR
Quality of the data and relevant metrics to assess the data quality . . _

6 T—ROBE, T—R2OEEHET 27D OERIEEDRE
should be reported.

. Describe any variability between data sources and the impact of T—=RY—REDIELDER, T—ROREZ(NDOEZEIIOVTD
changes over time in the data. Bl

o Describe if any data linkage was conducted and the methods used for | 77— % U v o= fThnfznE5h. UV r—2ICBLWLNTZA
the linkage. ED R
Report who (e.g., which organization) performed the data linkage, if . N n . L o

9 _ F—RYvr—YoREE B BEHL) 0RE KYUTHE)
applicable.

10 Describe the performance characteristics of the data linkage and the |7—& U Yo —C 8L, U T —YOEERBETY v 7 a3 A

number of individuals linked at each stage of linkage.

E24OEUN
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Data sources, data

Provide and describe all data sources, including the specific version

TRTODTF—XY —ZIIZDOVWTDHRP, T—EZR—AD/NN— 3

measurement.

dictionary, and variables ! and date of the last update of the database. VERKBEMBEERD

) Descri?e the characteristics of the health setting and context of data AL R OSSR & 5 — & IR = B B o Sk
collection.

3 Describe details of data continuity and completeness. T— X OGN & EEMEIC OV TOR®R

4 Include the names, dates, and/or version numbers of when data were |7—& _> F—PEHAHE L 2T — 22 E 5545, Z0OLHK. B
extracted for research use by the data vendor or organization. ff. "= a3 v ESDTE
Include the search and/or extraction criteria applied if the source data| . NN — N .

5 are a subset of the datg from the vendorororgpapnization, and provide TOANY IS CERN OO T2 0V Ty FTHLEE, TOR

RUHE A, EHEAEZE0

calendar date ranges.

6 Provide source(s) of data for each variable of interest. WREBRDERICETET—X Y —RERT

. Describe how variables of interest were measured and if they have WREBRBEHEED LS ITHE (E&K) L7zp. FLEHREAD
been adjudicated or validated in the population of interest. FT, TOEROELMEZMIBE L -HRT

o Provide a data dictionary that includes information on data sources, |7—% vV —XICEAT 3I1E®W. UM, THOTELEEHAL -
validity, and definitions for all variables, as applicable. T—REEORT (RETIHEAE

9 Specify definitions and lookback windows for all variables. TRCOEHIZOWT, ZOERENL Y INY I T4 FTDRR
Re;.)ort whether any variablefs could be time.—varying (e..g., hc.)vv the . BRRE T (EEAEEIC k »>TE S8 b, BEEREESR Y L

10 Jvariable could change over time and when it was redefined in relation .

THEXT D) IZOVWTEHA

to time-varying exposures).

1 Report important variables that could not be captured and their BETHINUEHRELRWEHREZNITAERBRICED L S B E
anticipated impact on study results. 52185 H DA

12 Provide information on deviations from the a priori protocol in variable B OFEEE S BHAEH £ & 5 (22 b o 7= 0B
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5|Participants MR RE 1 Provide inclusion criteria used to identify the study population. AR REZRD 572D DOFREEE(ZDOWVWTIER

) Justify exclusion criteria and how they may affect the overall HARAREZRDDT-ODOHRALLEDOZLMZRL. ZNHIHARE
interpretation of the research. ROBIRICE S HEST HHDHHA

5 Describ.e st.udy population characteristics relative to the target b =1 2 T & T S 0o B = o s T 034
population in Canada.

. Provide all codes or algorithms used to define the inclusion and BIREEORARELEATRSTI70ICE-L7O7FL0—FH L
exclusion criteria, where possible. F7NTY XL ETFRERR Y BIR

. Specify the time period (e.g., lookback window) over which inclusion [EIREHECHRAELEZ KD DO DERERE Bl Ly oy oY
and exclusion criteria were assessed. 4 FY) ORR

6 Recommendations for specific study designs: BEDMERTYA I 2HBEIE
For cohort studies, provide details leading to the analyzed cohort, R — MRAROFZE, ONMERZIERT 2720 DFFM% Rk, §EE

6-1 |including definitions for exposure groups, cohort entry and end dates, |B¥DEF&E. BUEIERHE R TH. v Fr 7E&HE, FTHEY 0B
matching criteria, and censoring/follow-up. KREEED

6-2 |For prospective cohort studies, describe recruitment processes. FIMZE DR — MAROFE, HREDOY JL— 7O XD
For case-control and case-crossover studies, provide details of case |7 —X - v FA—IHREE LN —X - O F = NR—FFFEDH

6-3 |and control ascertainment, the source population for nested studies, |&. 7—X & 3> FO—LOERAE. F AT v NAROFER,
sampling methods, and matching criteria. YU THER vy TF SR EEMOSA
Report the numbers. o.f pa.rt|c|pantsj at e.ach stage of j[h(.% study a.nd I S B B C A BN P RAKOHE. 7 0 —EoEE

7 reasons for nonparticipation. Consider illustrating this information o

] i T HESE

using a flow diagram.

. Provide characteristics of study participants. If not available or MEAREOER - FHOEBR, AFARAH L IFREENTHEWES
feasible, explain why. BlE. T O

9 Indicate missing data for each variable of interest. EERORET—ZIZDOWNT DA

10 |Compare treatment or exposure groups. EERED L CIXBEBHOLR
Specify the number of participants included in each analysis and the

1 analysis strategy (e.g., per-protocol, ITT) and provide details on the BT FEE (B 70 b 2— LERPPSYEMFTERITT) ICX2WHRA

number or proportion of subjects excluded from each analysis, and the

reasons for exclusion.

B BRASINTAHL LA L ZDEHICOWTDHRA
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Exposure definitions

and comparators

BRSEE & & LLEOT R

Define the requirements for the exposure definition (e.g., single,

multiple, or continuous exposure) and relevant start and stop windows

for assessing exposures.

BEATHT 254 (HE, #H0E, #RLALEY) 2ok e
BTo4 > FoRER

Specify the data source(s) from which exposure information was
obtained, including validity and any limitations in exposure

measurement.

BEATERT DT XV —RIIOVLWTEHA, FIC. TOBROEZY
HPRASEET

Specify the exposure-outcome risk window and discuss how it aligns
with the known or anticipated relationship between the exposure and

outcome timing.

ET T MALYRETHHEORE L. AL LIEHAGFIN
PBBETVNALREDRA IV TIZDOVWTDER

If no comparator was used, justify why not.

BBOIRBEF 2 R T AW BA L. ZDEH

Define the comparator group(s) (e.g., active comparator, historical

comparator).

HESIRBEHIC D WTER (B @ EELBENRAL L)

Provide justification for the comparator used, including potential
implications on the study findings.

PBOITERZRATIRM DR R, MIRBERICEZ DAL EEZED

Discuss any changes in patterns of use of the exposure and
comparator(s) over time and how they may affect the results. Report
any methods used to adjust for these changes.

BREE & BT RBAR M & E B ICE(T 2D, ZOEAERICE D
FETHINMIOVWTOER. KEELICHISLEAEEAV 256
&, % DA

7

N\

Specify how adaptations to the intervention and/or comparator were

permitted and recorded.

NACEBIIEIC L 278F (BT ~OFFAI & RHRICD VT DR
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]

QOutcomes

77 NhL

Report definitions for all study outcomes (primary, secondary, and
exploratory), where possible.

AETHNIE, TRTOTT AL (—R, =Rk, FBEH) DEE
IZDWTDORE

Provide a rationale for the outcomes studied and discuss relevant
outcomes not included in the study. Consider the use of a core
outcome set if one is available for the condition of interest under
study.

MEFLT 7 bW LDORMAERRE, WF LD -7BEETV A
LIZD2WTOFER, b LIARTIRREBICEWTHABETHNIL,
AT7ERDTINALEY bEES Z & AR

Provide information about the validity of all outcome definitions.

TRCDT I P HLEROZBEICOVWTERERT

Describe whether the timing of the outcome can be accurately

measured.

T A LRESREEREICAECESRNICDOVWTTRT

Specify whether the outcome studied is a surrogate measure of a
clinical (patient-centred) outcome and, if so, the strength of the
relationship between the surrogate outcome and major clinical
outcome(s) of interest.

REFL2T 7 b LRERKR (BEHRL) 77 bHLOREBIEED, E
S ZDHE, REBREEIRLBRT Y AL L DBEEDRE
%Ry

Discuss whether outcome misclassification could occur between

treatment groups.

BEMETT V7 F W LDRAEHIE Y S 20 EHERm

Report whether a control outcome was used and justify the control
outcome(s) selected.

(FATA47) AV FE=LT I MHLEEIHE I H. TNER
RLFZERICDOWTEHRA
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Bias, confounding, and

NAT R WG R

8leffect modifiers or BERFE/-EY 77 |1 Report all procedures used to address potential sources of bias. BIERNA T RN 272D ICAWT- TR TOFIEDORE
subgroups effects —TEHE
Specify how potential sources of bias could influence the outcomes of |. . . N 3 .
2 BERNATADT T A LBIICEZ 2FZICDVTORR
the analyses.
3 Specify variables that were considered known or potential RITICH WTEEAS L CIEBENATIKRRF L LEZHICO>WLWTD
confounders in the analysis. Hapun
. Describe how confounder variables were selected and if they were TIERFEEDLSITEIRL =D, RREZA T I L5RWTROT
informed by a causal diagram. RSN
Describe and compare the distribution of measured baseline _ . L . e
5 ) ) N=2Z A v THE S NIZHRAF DA & B O LR Z Lk
confounding variables between treatment groups.
6 Report whether any potential confounders could not be measured and |BTERICIKEF TRETCEAVWELE DL H >1=h &, ZNHHRHER
specify the anticipated impact of these confounders on study results. |IZ5X 2 RIBEIEICD LW T DECEE,
Report whether time-varying confounding was considered and, if not, . e
7 e yine & BRIKETHEEE L, 2B LAD - BE, ZORMERH
justify why not.
Specify the methods used to conduct sensitivity analyses that test key| _ N B R
) S . o FELHRECT—XORAZTHET 272D DREMTOFE L
8 assumptions and limitations of the data and, if no sensitivity analyses . e
) BEMIEEELEWNSEIZZDER%E LH
were conducted, explain why not.
9 Specify known or potential effect modifiers. BEAS L < ILBEMLDRBER FIC DLW T DR
Describe any effect modification or subgroup analyses that were SHIRIEED L <3V TN — TR DAERINIBEOARE TN
conducted and if they were specified a priori. Include if they were DEFNIETE I Noh ZRER, RITHRCEYFHRDLL L, H5
10 Jidentified and conducted based on prespecified rationale such as PMLOHREINFRIICEDSZRECLERINIHABED, B L.
previous studies or biological rationale. If no effect modification or SHRASERCY TN —TEBAMTh R WEEIE, TNHABER W
subgroup analyses were used, justify why they were not needed. EH%HHA
1 If effect modification or subgroup analyses were used, describe the — |[BHREHCY 7L —TBTARIEI NIZHE. TOAEEZRL.

methods and present separate results for each subgroup.

YITION=TTEIHERERT
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Indicate the software used for the statistical analysis, including

BETERMTICRAW =Y 7 b 7 T 7 D&k,

VI ENTIZTRy =D

9|Statistical methods FRATARAT ! software package, version, and analytic tools employed (e.g., macros). |/X—> 3 v ERLEEFY—IL W ~20) 288

) Provide access to the statistical code used or, if the code cannotbe |ER L 72T 3 — FADT7 72X A&, HETRROHE L% DEH
shared, explain why not. DEEA

3 Report all statistical methods used and justify their selection, ERLAEFMARITERICOLWTEZTNERIR L AAZHM®ICOVLWTOD
including, as applicable: WE, ZETHHAE UTHED

3-1 |all variables included in regression models BEIRETLICAWETRTOEHR

3-2 |the method of variable selection for regression models BRETNICECEHROERA

3-3 |methods used to control for confounding iz HEs 272D HE

3-4 |methods used to account for missing data RETF—RIIRT %

3-5 |how follow-up time and changes in exposures were handled EBUHREICE T 2BEICTT2ERAE

3-6 |subgroup analyses and effect modification YT TN — TR L ShRIEE

o [ et e L v w7, 7377707
Jariables. B BIFEHOZ LM

4 Quantify the precision of all estimates using confidence intervals. FEXEZRAVTHEEORE % TE21

5 Report the threshold of statistical significance used. METNE Rz YK e 2RBEORSE
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Summarize key results (estimated effect measures, measures of

precision) with reference to each study objective and/or hypothesis

TELER EEMRBECEENE) 2oV T, ThZhoBRE

10]Study findings HRAER ) ) B, TELBIRAT Y b ALTEIC, BERED L IZREEICHT
for primary and secondary outcomes, and delineate these results by <z
each treatment or exposure group. i
Provide numbers of outcome events or summary measures of TIRNALDARY FERT T M D LOERHEE (F—2xa> b
outcomes (or exposures in case-control studies). A—LRDSEIZBEE) ICDWVWTREH
Report both absolute and relative effect measures for binary ZEEHICOWTHEXME, BERSR, LICZ ORERBEIC DL
outcomes, including their measure of precision. TiHE
Report category boundaries when continuous variables are o

) . ) ) . ERAZHEDET 56, TOBEFEICOVWTRE. BEY X7 %
categorized, and consider translating estimates of relative risk into
) HXT U R 7 ICEHT B Z & DRET
absolute risk.
Report unadjusted and adjusted estimates, including their measure of |FRFAELIL N ICHEFAMTEDRE. HBEUTECTIRALICOWT
precision and confounders used for adjustment. Ca=Xh
Report other prespecified analyses conducted (e.g., subgroup ZofboERIFHE L 28 (V77— 7. XEER. BRES
analyses, interactions, sensitivity analyses). ML) ICD2VWTHRSE
Describe any unplanned analyses performed secondarily (not defined |SEETICEHE LT WA WRITZ ZREICERE LA, TNEBERHE
a priori) and indicate these as exploratory. HEBLTWBHERE
Avoid selective reporting of results. EREZERLTRET 2 2 £ pE
Interpretation and N Provide an interpretation of the primary and secondary study results, |_ . N .
11 o FEIR & —AxfL AT RE1E i ZETIHE. FERVRIRIAABRERICET 2 B
generalizability as applicable.
Interpret the findings from adjusted and unadjusted results, as FETHHE. ABRFAERBEOBERI OB ONIHMEICONT
applicable. DfER
Discuss the precision of the effect measure(s). BEMROBEICET 25m
Discuss how potential biases and sensitivity of study assumptions EENSIECHEREORED, HRECZORIRICSEZ 25212
may impact the results and subsequent interpretation. WT D&
Discuss the implication of findings for clinical practice, including the [|EZ&3 2546, MRER%E &5 BARS~ARBIE 20 0FERH. A
risk-benefit profile of the treatment, if applicable. BDYRY - R 74y bO7OT7741LEED
Interpret study findings in relation to current literature. RHONIANE CAREROBEEICET 5%
Discuss the generalizability (external validity) of study results to the |AF ZFERICH T 2ARER O —ARLATREM (SMERZ L) (2D W
population in Canada. TOER
Provide a consideration of limitations of the study, including the data s . . .
o o . ) S - AROBFICOVWTDER, T—4Y—X T—XRIE\E. "N(T X
12|Limitations A FE PR SR source, missing data, bias and confounding, imprecision or sample

size limitations, and whether results are clinically meaningful.

XA *7/7»*747«0)5&% BRINCEEZL DIEREI 2B

Discuss the plausibility of results and whether results could be due
solely to bias, chance, or confounding.

EROZ LML ITHERLNA TR, BA, STHEOAIC L DD DFE

=A
aff
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