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https://www.cprd.com/
https://www.cprd.com/
https://datadictionary.nhs.uk/supporting_information/hes_data_dictionary.html
https://datadictionary.nhs.uk/supporting_information/hes_data_dictionary.html
https://www.cms.gov/Research-Statistics-Data-and-Systems/Research-Statistics-Data-and-Systems
https://www.cms.gov/Research-Statistics-Data-and-Systems/Research-Statistics-Data-and-Systems
https://digital.nhs.uk/data-and-information/data-tools-and-services/data-services/medicines-dispensed-in-primary-care-nhsbsa-data
https://digital.nhs.uk/data-and-information/data-tools-and-services/data-services/medicines-dispensed-in-primary-care-nhsbsa-data
https://pubmed.ncbi.nlm.nih.gov/31340008/
https://pubmed.ncbi.nlm.nih.gov/31340008/
https://pubmed.ncbi.nlm.nih.gov/31340008/
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https://www.cysticfibrosis.org.uk/the-work-we-do/uk-cf-registry
https://pubmed.ncbi.nlm.nih.gov/33766809/
https://covid.joinzoe.com/
https://pubmed.ncbi.nlm.nih.gov/32845020/
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https://www.hqip.org.uk/
https://www.hqip.org.uk/
https://www.strokeaudit.org/
https://www.strokeaudit.org/
https://www.ukbiobank.ac.uk/enable-your-research/about-our-data
https://pubmed.ncbi.nlm.nih.gov/33794207/
https://digital.nhs.uk/data-and-information/publications/statistical/health-survey-for-england
https://www.lipoedema.co.uk/liposuction/?s=#:~:text=Lipoedema%20UK%E2%80%99s%20May%202021%20Survey%20%E2%80%98Living%20With%20Lipoedema-,Treatments%E2%80%99%20was%20completed%20by%20933%20women%20with%20lipoedema.
https://www.lipoedema.co.uk/liposuction/?s=#:~:text=Lipoedema%20UK%E2%80%99s%20May%202021%20Survey%20%E2%80%98Living%20With%20Lipoedema-,Treatments%E2%80%99%20was%20completed%20by%20933%20women%20with%20lipoedema.
https://www.lipoedema.co.uk/liposuction/?s=#:~:text=Lipoedema%20UK%E2%80%99s%20May%202021%20Survey%20%E2%80%98Living%20With%20Lipoedema-,Treatments%E2%80%99%20was%20completed%20by%20933%20women%20with%20lipoedema.
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https://www.nice.org.uk/corporate/ecd9/chapter/introduction-to-real-world-evidence-in-nice-decision-making#uses-of-real-world-evidence-in-nice-guidance
https://www.nice.org.uk/corporate/ecd9/chapter/introduction-to-real-world-evidence-in-nice-decision-making#uses-of-real-world-evidence-in-nice-guidance
https://www.nice.org.uk/Glossary?letter=Q#Qualitative%20research
https://www.nice.org.uk/Glossary?letter=Q#Qualitative%20research
https://www.nice.org.uk/Glossary?letter=S#Single-arm%20trial
https://www.nice.org.uk/Glossary?letter=S#Single-arm%20trial
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https://www.england.nhs.uk/aac/what-we-do/how-can-the-aac-help-me/the-medtech-funding-mandate/
https://www.england.nhs.uk/aac/what-we-do/how-can-the-aac-help-me/the-medtech-funding-mandate/
https://www.nice.org.uk/process/pmg20/chapter/introduction
https://www.nice.org.uk/process/pmg36/chapter/introduction-to-health-technology-evaluation
https://www.nice.org.uk/process/pmg28/chapter/introduction
https://www.nice.org.uk/about/what-we-do/our-programmes/evidence-standards-framework-for-digital-health-technologies
https://www.nice.org.uk/guidance/hst15
https://www.nice.org.uk/guidance/hst15
https://www.nice.org.uk/guidance/ta565
https://www.nice.org.uk/guidance/ta565
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https://www.nice.org.uk/Glossary?letter=E#Economic%20modelling
https://www.nice.org.uk/guidance/dg43
https://www.nice.org.uk/guidance/dg43
https://www.nice.org.uk/guidance/dg43
https://www.nice.org.uk/guidance/ng115
https://www.nice.org.uk/guidance/ng115
https://www.nice.org.uk/guidance/ta808
https://www.nice.org.uk/guidance/ta808
https://www.nice.org.uk/guidance/ta623
https://www.nice.org.uk/guidance/ta623
https://www.nice.org.uk/guidance/mtg32
https://www.nice.org.uk/guidance/mtg32
https://www.nice.org.uk/guidance/hst19
https://www.nice.org.uk/guidance/hst19
https://www.nice.org.uk/guidance/ta638
https://www.nice.org.uk/guidance/ta638
https://www.nice.org.uk/guidance/mtg68
https://www.nice.org.uk/guidance/mtg68
https://www.nice.org.uk/about/what-we-do/our-programmes/evidence-standards-framework-for-digital-health-technologies
https://www.nice.org.uk/about/what-we-do/our-programmes/evidence-standards-framework-for-digital-health-technologies
https://www.nice.org.uk/guidance/ta743
https://www.nice.org.uk/guidance/ta743
https://www.nice.org.uk/guidance/mtg52
https://www.nice.org.uk/guidance/mtg52
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https://www.nice.org.uk/guidance/ng157
https://www.nice.org.uk/guidance/ng157
https://www.nice.org.uk/guidance/dg34
https://www.nice.org.uk/guidance/dg34
https://www.nice.org.uk/corporate/ecd9/chapter/introduction-to-real-world-evidence-in-nice-decision-making#estimating-intervention-effects-using-real-world-data
https://www.nice.org.uk/corporate/ecd9/chapter/introduction-to-real-world-evidence-in-nice-decision-making#estimating-intervention-effects-using-real-world-data
https://pubmed.ncbi.nlm.nih.gov/32698805/
https://pubmed.ncbi.nlm.nih.gov/29214389/
https://icer.org/wp-content/uploads/2020/10/ICER_Aetion_RWE_HAE_Report_082421.pdf
https://www.nice.org.uk/Glossary?letter=R#Randomised%20controlled%20trial
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https://pubmed.ncbi.nlm.nih.gov/25285025/
https://www.nice.org.uk/Glossary?letter=P#Placebo
https://www.nice.org.uk/Glossary?letter=N#Network%20meta-analysis
https://www.sheffield.ac.uk/nice-dsu/methods-development/chte2020-sources-and-synthesis-evidence
https://www.sheffield.ac.uk/nice-dsu/methods-development/chte2020-sources-and-synthesis-evidence

FIETUREBRDHIENTED, COFIBERKFARE., U FLEICKHAMZE LM
&, BEZENGHEONIET 20— RILEREMZHAGHLE S LT, XELMEZR
#HebHENTESD, EEMHRAF, S LERBHBRASYFZILT—ILEIET VR
EERT BI-ODHAZF LV RERERLTIND,

2-4-2. YZILT—ILFODIETUR

JFILT=IL EDT—4(F, S8 LELBEBROKRZHRAT 571=0. HEALZGEE
DRADHNREHTET 516, HAHAWIHEHNLBEREIZE TENADEZEIZTOLVTOLY
ILEGEERICE R S-OICHBREMTI A=OICAVSENTED,

2-4-2-1. Xfk{t

XAk1E (Contextualisation) & (. EREREABRDFER A NHS OXRERICS F RBESHh
EZMESIHETMTHETHD, CHIENICE 7O5SLLEKIZETFZ)TZILT—ILEK
T—RADEELFAETHSH. NICE [F. BAMMBRDOAREMLHIEERIZDOVT,
THR—VR70ERAORMYRODEEL T, FHEEENESOLLEIT—ANKITL>THAT
EHHEBITIF. EoRET—HAREEERTEIENHD, COT—RIE NHSIZEITS
RRAEBROZ UM ZERET HHICALLAE I EAEL,

NICE H4 # R TlE, BBRABROERZFHATH-HIC) TILT—IL FT—2HNALS
nTws

e NHSIZEITAXREM. AERZR. TT7RE. 77 M HLOEBVEERREANE
JOEVRIEBBERT R 3T5 VICEHd 5 NICE HEififHli 4 X TlE., &
EO&EFT—42ZAVT. ZEEOZEMICBTARPIANEIOEVREENS VL
ELEEERBRDEREEBLE B LTSI &R LT,

o HOHF—L - TOLILERKRT DAL (BERETY FHLESD) OBERE
ETIELT  BREMES S 1 IBERAE 1 BUAEREILTL S VIZET S NICEDS
EEMBMAAZVATIE, RAT7Y FHLTHDMIED 1 VERE & EHAEDRER
EETIET D012, LA MJIZEDISHAESALDNT=,

o MAKRDERET7 FETSURZRTET S : TR & RIRAEIK ZEE T % Sleepio
i % NICE EEEMIAA A RI(E, 7TUPI T THA bhoIRE L FERK
RICET ST —REERALT,

o HERHMZBAL-REMNT Y bHLCEENRICETIRENDZEMZITES S
TR R E MR BAEE = T4 = JI(CBId 5 NICE HffifHlii4 4~ X
TlE. REA77 FHLOMEERIET =LA MY T—2FALV,

18

217


https://www.gov.uk/government/publications/mhra-guidance-on-the-use-of-real-world-data-in-clinical-studies-to-support-regulatory-decisions/mhra-guideline-on-randomised-controlled-trials-using-real-world-data-to-support-regulatory-decisions
https://www.gov.uk/government/publications/mhra-guidance-on-the-use-of-real-world-data-in-clinical-studies-to-support-regulatory-decisions/mhra-guideline-on-randomised-controlled-trials-using-real-world-data-to-support-regulatory-decisions
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https://www.nice.org.uk/Glossary?letter=O#Outcomes
https://www.nice.org.uk/guidance/hst25
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https://www.nice.org.uk/guidance/ta653
https://www.nice.org.uk/guidance/ta653
https://pubmed.ncbi.nlm.nih.gov/31340008/
https://www.nice.org.uk/Glossary?letter=S#Single-arm%20trial
https://www.nice.org.uk/Glossary?letter=E#External%20control
https://www.nice.org.uk/guidance/hst14
https://www.nice.org.uk/guidance/hst14
https://www.gov.uk/guidance/apply-for-the-early-access-to-medicines-scheme-eams
https://www.nice.org.uk/guidance/ta738
https://www.nice.org.uk/guidance/ta738
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https://www.nice.org.uk/guidance/ta770
https://www.nice.org.uk/guidance/mtg60
https://www.nice.org.uk/guidance/mtg60
https://www.nice.org.uk/guidance/mtg60
https://www.nice.org.uk/guidance/ta754
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https://www.nice.org.uk/Glossary?letter=O#Outcomes
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https://pubmed.ncbi.nlm.nih.gov/33298465/
https://www.nice.org.uk/Glossary?letter=N#Non-randomised%20study
https://www.nice.org.uk/Glossary?letter=N#Non-randomised%20study
https://www.nice.org.uk/Glossary?letter=V#Validity
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https://pubmed.ncbi.nlm.nih.gov/28709997/
https://pubmed.ncbi.nlm.nih.gov/32989456/
https://www.nice.org.uk/Glossary?letter=S#Statistical%20analysis%20plan
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https://www.ispor.org/strategic-initiatives/real-world-evidence/real-world-evidence-transparency-initiative
https://www.ispor.org/strategic-initiatives/real-world-evidence/real-world-evidence-transparency-initiative
https://www.equator-network.org/reporting-guidelines/
https://www.equator-network.org/reporting-guidelines/
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https://pubmed.ncbi.nlm.nih.gov/32950071/
https://www.nice.org.uk/Glossary?letter=C#Code%20list
https://www.gov.uk/government/publications/better-broader-safer-using-health-data-for-research-and-analysis
https://www.gov.uk/government/publications/better-broader-safer-using-health-data-for-research-and-analysis
https://www.gov.uk/government/publications/better-broader-safer-using-health-data-for-research-and-analysis
https://www.nice.org.uk/corporate/ecd9/chapter/conduct-of-quantitative-real-world-evidence-studies#conduct-of-quantitative-real-world-evidence-studies
https://www.nice.org.uk/corporate/ecd9/chapter/conduct-of-quantitative-real-world-evidence-studies#conduct-of-quantitative-real-world-evidence-studies
https://www.nice.org.uk/Glossary?letter=U#Unstructured%20data
https://www.nice.org.uk/Glossary?letter=D#Data%20element
https://www.nice.org.uk/Glossary?letter=D#Data%20element
https://www.nice.org.uk/Glossary?letter=I#Information%20bias
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https://www.nice.org.uk/corporate/ecd9/chapter/assessing-data-suitability#assessing-data-suitability
https://www.nice.org.uk/Glossary?letter=N#Non-randomised%20study
https://www.encepp.eu/standards_and_guidances/methodologicalGuide.shtml
https://www.encepp.eu/standards_and_guidances/methodologicalGuide.shtml
https://training.cochrane.org/handbook/current/chapter-25
https://training.cochrane.org/handbook/current/chapter-25
https://www.nice.org.uk/Glossary?letter=S#Sampling
https://www.nice.org.uk/Glossary?letter=C#Confounding
https://www.nice.org.uk/Glossary?letter=C#Covariate
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https://www.nice.org.uk/corporate/ecd9/chapter/methods-for-real-world-studies-of-comparative-effects#measurement-error-and-misclassification
https://www.nice.org.uk/corporate/ecd9/chapter/methods-for-real-world-studies-of-comparative-effects#measurement-error-and-misclassification
https://www.nice.org.uk/Glossary?letter=C#Confounding
https://pubmed.ncbi.nlm.nih.gov/24411650/
https://www.nice.org.uk/Glossary?letter=P#Publication%20bias
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https://www.nice.org.uk/corporate/ecd9/chapter/conduct-of-quantitative-real-world-evidence-studies#introduction
https://www.nice.org.uk/corporate/ecd9/chapter/conduct-of-quantitative-real-world-evidence-studies#study-planning
https://www.nice.org.uk/corporate/ecd9/chapter/conduct-of-quantitative-real-world-evidence-studies#study-conduct
https://www.nice.org.uk/corporate/ecd9/chapter/conduct-of-quantitative-real-world-evidence-studies#study-reporting
https://www.nice.org.uk/Glossary?letter=D#Data%20provenance
https://www.nice.org.uk/corporate/ecd9/chapter/conduct-of-quantitative-real-world-evidence-studies#considerations-for-the-quality-and-acceptability-of-real-world-evidence
https://www.nice.org.uk/corporate/ecd9/chapter/conduct-of-quantitative-real-world-evidence-studies#considerations-for-the-quality-and-acceptability-of-real-world-evidence
https://www.nice.org.uk/Glossary?letter=D#Data%20provenance
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https://www.nice.org.uk/corporate/ecd9/chapter/conduct-of-quantitative-real-world-evidence-studies#conduct-of-quantitative-real-world-evidence-studies
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https://www.nice.org.uk/Glossary?letter=E#External%20control
https://www.nice.org.uk/Glossary?letter=N#Non-randomised%20study
https://www.nice.org.uk/Glossary?letter=N#Non-randomised%20study
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https://www.nice.org.uk/corporate/ecd9/chapter/methods-for-real-world-studies-of-comparative-effects#study-design-2
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https://www.nice.org.uk/corporate/ecd9/chapter/methods-for-real-world-studies-of-comparative-effects#figure-1
https://www.nice.org.uk/corporate/ecd9/chapter/methods-for-real-world-studies-of-comparative-effects#figure-1

1 ADAAF AN BEHEN-HLDTHY . FARPOAERITHE > TEHMICEHS
NEFETHSH, choEINICEERREXELZ Y FOBMXEXE 17 [CEICHD
T, BT IBFO-ODOHEAHFEEZRTL TS,

HRF, ETOWARNETCOHREEZTLICH =T ENTEDDLITTRHLENI LEZR
HLTWD, RVEDBUVHREZEBTEAINES>NE, BULGT—42 (T2 BEEMED
HENEZSE) OAFARENRLE, RERENADERITEKET S, 21— —I /AR T
DARVRATLDT I M ALDE S BIERAT Y b H LD G E, HORRTIERY
BEGAENENLGEELHD, o2, REDHARDRBULEERREADFEF, W
COWDXARMER & RIS, ARICEET S (UTILT—IILEDIETVAMBENEEL

ZEMRICEHIIZREFEDEI L3 V&SR
1

DFZLIT—IL ET—EZAW-a%k— MARZEHE - BET SIRICERIREEEFED
REMER

sensit"l\ﬁtv analys;,

Target trial
approach

)
Qqa"mah’ve bias anaW®

5-3. SV FLLELBRTY A L OER

5-3-1. #§i&

TA. BE. BRONRZHETET A-OICIE, SEEFRGHARMABEZRANLENTE
o BELVHIRTHA VEXRIZKES 5. BEOEEA. BEARICEIT HERFMEE)

49

248


https://www.sheffield.ac.uk/nice-dsu/tsds/full-list
https://www.nice.org.uk/corporate/ecd9/chapter/assessing-data-suitability#assessing-data-suitability
https://www.nice.org.uk/corporate/ecd9/chapter/assessing-data-suitability#assessing-data-suitability
https://www.nice.org.uk/corporate/ecd9/chapter/conduct-of-quantitative-real-world-evidence-studies#considerations-for-the-quality-and-acceptability-of-real-world-evidence
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[F, BIRNA T ZAOZRED ) R HBE W=, TS5 RFRBHABRZEMT 5 2 &FFEIC
H#TH D,

RLC (FEEEUD) BRECOLEME (4005, BBHILEMER) X, TAZRT
TLWEWBEEDERELY BFFEL L, BBHULREREE, ELDINAZZITLEEDHE
UEZEYHERICTHIET, BIGICLIRBED YR EERT D, L—FDT+A—
7y TFIEANABTHELUL TONEE, ChEBHAITRADYR YV ZRELESE D, BE
HILEEX BB (X NHS THEIL S =B EERMT 5 EAEBRNTH S,

NMAICET 2R TIE., —BRMICFHR (FIEER) FIRBFOTYA V&, ERAAMTR
DYIRIMEL, HERTFA DOBEMA LT U=, HFE (FTITLESSNHAZE
ALTWAHAN) OHREYEHFEND, AEEE. EEL. BERZHREL. HIEEDH
MEMRHAEEZZTTEFL TS, BICRESN-T—22FAT 558, FREREBE
BE., TOEADNFRET DINAZFERAT LI ENBRINGEM > -RAOEAM (FEXIE
FTE To4Avy2a7o b BiMELTHOND) ZAVTERSIND., FIRERETY
A2DELELHFRIE, AEFRAERILDRENYT—FEZEETELLTHS. TADH
ENEBHTH--Y., T—2HPOBREMERENDLTELY. 7407 v THRE
HTHo=Y T BHBEICIE. BREODEAANDBEICLEEZENDHS
(Vandenbroucke and Pearce 2015,Suissa et al.)

HBRHABICEAT ST —2(E, TALRLERHE. RCERFNECREN ST ONS Z EAE
BHTHD, ChlE 7770, "Rz 4 (BWREZEL) . 77 b HLDKM
FERDENN A L HRBRMEBOEREZR/NIRICT H-HDTH S,

5-4-1-3. Y 4 TFxeE

S A LMEEEEERTE, BA (FEE) BNAARICS VALICEYFTOoNS, A8
ThHhlE, ERRHE. BF. 7MEBRFZOAYRFITOVWTERIEEN S, BEHET
X, SUFLENYMITELERIELTARTHS, LML, XKBEFICEHT 5 +2 0 HFHRAS
BNE, HRRGH/MUT TO—FICE o TT U FLEUFITEZEBBIICITS ZENTES
(DL V3 EBR) .

BEEICL>TIH. BHORRATEREELZR-IEELHL. BRI +HGBRELGL
HE (FE Toxvyia7o b 8EH) ORIC, EREEELZRFIBT 55580 HDH, &
NI T B(2(E, RYVDBEEBFRDAZFERT EHE. IV FLGERHROAZFER
TEHE. IXNTOBEBRZERT IAELE. WODDT7TO—FHHd
(Hernan and Robins 2016) ,

54

253


https://pubmed.ncbi.nlm.nih.gov/26507305/
https://pubmed.ncbi.nlm.nih.gov/27610604/
https://www.nice.org.uk/corporate/ecd9/chapter/methods-for-real-world-studies-of-comparative-effects#analysis
https://pubmed.ncbi.nlm.nih.gov/26994063/

5-4-1-4. 74+ 0—7 v 7

TJ40—7 Y TORBERTEEDLETNELE LGN, T4+0—7 v TORKRIE. EEM
SR NTOEREEZHE L., TAZEYFT-DOERFE (FEZDER) ICFHEY
RETHD, AEFBET 7 FALOBICHGY OBKEBENFERENDIGEEEF. 7V b
HLZEHAIVFLBVFEHMZERT A LEMVETHA S, ChickY., 7U AL
MNIRTEICHET DHEEARED YRV ZROLT ENTESD,

BHAME. WRELGDITV MHLAZHRT DI+ RGHBMTHEINETHLIMN, 7
FALARAICE > THRENICHEZZTHAREDHLHME BE-HRVs &L
THMbND) ZBATIGELREWL, TEUYRERIIAEICERSNINETHY . BLD
HERAEMNRICE>TEL S,

5-4-1-5. 7+ h L

—RT7IMNLEZRTIMALEERL. BETIMLEERVATLT I AL
(BROFEAPLIRMEE) OEMAEZEDEIIENTED, BEDOT Y FALIFK, BEN
EDKSITREL, EDKSICHEEL. ENBERCESINERBT DD TRITNIEAE
SR, THITIE QOL LEDMDBERE TV A LEREAEEND, BEMLGEKT
VAL (EFERE) (X T LHLOBRECHRENBRDABREICFE SN HATREMEAN
HoBEE. TBUT I MDLIYENATIAD) R NMEVDN R TH S,

HOF— k72 FALIZDOVTIK, YA — 79 FHLDEIED, MR ELIERHA
BEDT I MNWLDOELERBRERERNH D EFZRT HRLRIAMAKLETH S (Ciani et
al.)

BRET—ATRTY M HLOHERIERIESNGVD, BINESBITHEZEES SIS
TOMWLZERIET D ENTES BEIOEI V3 VESR)

5-4-1-6. DD HHARMR

HREE, ELOHLIARMREZRBITRETH D, RRITEE 2 DOEEMRNSH 1
DEWETDLIICTHA U EIND : FAANDEIY F(F DR _(intention-to-treat) F
FIEAET O FaLEEFT S EDHRE_(per-protocol) . BRET—2 ZRAVTAEEE
DIFITOMREHRTET S EIEBEFRAGRETHS. LA L., JAERE (as-started $1R)
FRAWTREBHEITSZCENTES, JOFILTEDOHRICHETSHDI(E, on-
treatment effect £EMEIENS 2 £ H 5,
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BE. NICEXRLEALZHODOEMBERHNRTHS, LML, BEFLE (FLEUVE
Z) BMEELGEDTH-=Y. NHSIZEITHAHEZECT IV M ALZRBLAGVWEFES
NBBEICIE. AERTHETOBEREZRTRIICLHINEETHD. £/-. REULEEFER
DFEWRICIE. AEPBANRLEVITHA 5. On-treatment effect (£, JAEI—7 2R
1 NICE M BEDEH DMDBEHEN AL E DB AEREIRE H/N\—F B-OIZHEERT
“E3TES,

5-4-1-7. 5 #ratE

BAETEICIE. TASREZEEL-LT, RELGIARMREZEDKLSICHTET 50 %
Sihd D, REBERESREL. ABRMBERICEEL CREYYBZOTZFETZSVADR
mizE) . MNEELEBZTONHLOBRIZCEEEZE5Z2FRZODLETHD, Chnlk
estimandframework IZ& > THR— FEhd GEBIXEERRERICH (T4 estimand & &%
ER#ICBid % ICH E9 [R1|DFEZSHER)

IR REROEENLE. BADDHLIEARMRIIEKET 5. FRBBROFEFTTE, BEROH
I, YYEZ, BREIBEEERTES, LML, ChoDEELKREVGE. BEFICE
BORDENBMT EIVRIDH D, FEAEDHZE., CNIFROETEBEZENAMIC
Rotd.

On-treatment ST OCEHABREBIKE ETILIET 5156, EENABTEICELHEL B
FRRTEMZITEUA I EAZL, EER (BLULD2HD instrument) [2DULVT
(. MENCERZBL. LABSLIUFEINLERAGE BRI #GEHHLCEEHSE
Nnd) ICE-TRASI, BEROHLIEEDOBFHEIERINDS, FTEUUYNTD K
ALIZEEFEL. TABTELGSEE. N\ATRESIETEITERMITEUY
(informative censoring) MAREM. B I UBHERKRICHISEEZILOVLELH D,

R, BHRAITHUY, RET—4%. AERE~NORALZECHAEFICETEES5ES
NEE, Bt a3 VISTRENTLNS,

INRLL(E, B—HF 9 b FSATILOFERBIZRLTNS :

NRNWL: 2=y bk FSAT7IL - 7TO—FOH

#l 1 : RS LHOEBIREDERICHY S HRT FRIBOHRE?

Women's Health Initiative 5 > % LELLEREAER TIE. RILEVEREEZEIBRT S LA
RELHEOBIIRMEDEED Y R INEMNT S ENREINTz, Thlk, BERRMEOKSE
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DYVRYEBLIEI-ETIURMDBBRMELEFETSHLDTHo1-, Hernan 5 (2008
%) IE. Nurses' Health Study ®7—% ZFl T. Women's Health Initiative &%
AR YBEHRL, ENRRO7 JO0—F & & o, o, HBREBEMEDOHRDE
WE, BEIR—FIARLEVHRBEEOAREZHAANICLICERT S EETT
ZENTER, ThoDktEbE, TTISARBBS. 7O MhLZEREBI S L4<
EFELTWV-DTHD. FREABETIAY (A—4F Y rSAT7ILT7 TA—FOHDR
BlEREER) ([CR-> T, BOIFRBRE— B LU REEEEZHT I ENTET,

Bl 2: ETLE-BEBREBREICEVLT. EMAREMARYT IRECHTAREEAE
(eGFR) [F&EDL S5 L\HN?

IDEAL 5 U & LMELLEARTIX. BSMAERANREVELEVETHE, ETREOOEA
R FDFLPRONTHS e REINT, BEAEBEDTFEY eGFR RO 7 (&
9.0mL/min/1.73m?2, #EAEBOTY eGFR RO 7I1E 7.2mL/min/1.73 m2T&%h -
tzo 2T, BN ZRRT 2FELERICOVTIXKRAE LTHEY ODFEEENDH S,
Fu 5 2021 Al%. National Swedish Renal Registry ®5—% ZF T IDEAL &k %
ISal—bhL., RERTER SNz eGFR DR VRY Y TRHDIEREBHIENTE
f=o £LT. KYLELEEOD eGFR EIZAETZHEL . BEMEREZHABT IRELFRZE
HBETDHIENTET,

Bl3: JIFHAYYTAEAVBIATIL+HILATA—IL (FP-SAL) D:A&ERE L&,
1) FP-SAL % L. 2) HILATO—IILDHDEAED COPD BEIZXT HERIE?

TORCH HERTIlX. FP-SAL MR 5%, FP-SALDIREHZ LEFITVILA TO—ILDHDE
BB LT, COPDBEYRIDEPVICEET S MARENT, LML, COHEKRT
T80 BMULEDEA. HMEE-IIEEED COPD £F (XM S TLVSH, TORCH HERDEE
BNRINODEZEICEDEELETITESANIDODLWTIIFRHEETH D, Wing 5 2021 A
[&. COPD 1#3EIZEi¥ % TORCH &EBRDATR%Z. 4 > 4J F > Fd Clinical Practice
Research Datalink @ 754 ) 77 T—2%#AWLT, YILATA—ILOHEDLETIE
BIRTEH, FP-SALLLEDEBRTIIFBHERTELGMN >z, INIE. TIERAEEHAR
FEMTDILDHBLIZRBLTLVS, KYEVLWRREFICETEILRT S LT,
COPD EEEICLZBBENRDFY—MNDIETURERT ZEMNTERLA, EfHOHS
PWIZLBLDTE AN 1=,

5-5. &#r

5-5-1. XA T AD Y R ~D*t
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5-5-1-1. XXAFDORETE &ER

BENLGRBETFIE. BHELSHY . ARMWTERMEOH S TOERIZEINT, BIFD
HICRESNANETHD. ETHAWFEELARXMEFEMARDERTHD. FREXKEF
DHEAEERIRNETHD . ChODTBEFIE. 7V b HLEFRDOBELANILICHE
L. LEIOBRBLANILDZEZZTHREENH S, ChoDRBEAF(E. BRENALH
VERBEZEZETIVET H5E0. FRITHUY ICHAT HI58ICKICEET 5,

RREEIX. tA. £ZEE, ELOHE7 7 b HLRORRBERICOVTORE Z#EHT N

=EThD., BEMIZIZ., i directed acyclic graphs(DAG)_(Shrier and Platt
2008) &L THONHAARBREZAVTITHONETHS S,

HESOFEULAEEERFTINETHD, CniF. BELTYV M HLOBEORRZR L
DEH BEOHE) . 2354 49— (Afim) . FzlEinstruments TEEI 5 &I
ERT SAEEENH D, BEFMIZENEILT HAIREMED H 5 RKEF(E. FERKEFIC
USRS DIEHAEZRAVNDIEEERE. BIEAURICRERINETH S,

HEZEDRRT, FIZTHEERMORAFEREICEZNEE, +HLBHREELY FERET
51012, HFELREOTELHET TO—FZHAVSIENTES (Alietal ) C
NoDHEDFERITAEICELELSh, AREROREL DEGUNMRESNEINETH
B, MEIHBARMICE DI HEEDRREIEBTEINETH S,

5-5-1-2. XBITHWT ZHETRERT S

ARG R RBERDREICE D CRBE N LLEA, naive & (FIFHABEIHTLVELY)
HELYBEFELL, ZBITHUL, T LEZAEMUT 5-DICHEANT TO—F & A
WERETHS ETHFIEREI L3 5HR) ,

Balle. = vFoy. 2EEREF. ERR7E, FEIAoOBAELELGLE, R
EINF-RBEFEREST H-OIHALBT IO—FERNSIENTES, CNEHDAE
FRBIEDKBRFMNGENC LEZRHRE LTS, BRlE. FIR. T2TYFUILED
BEMAREEE, RBNECEBIN, (RBESNTVIRBEFNDVDHRTHLIHER
BIEY)THS S,

BEMNIBEFNZNEEE. FEERIFCPERRADTY (FEEIEREVRVRI7) &ERQ
EQFYBERGAENEFELL, EMRITIE, BRINEHEEICEDVTNHALTZIT
PHEHEE5Z 5, ERARATERAWVWSAEICE. vvFoy. Bille. E&M1+. EIF

(FEFINoDEAEDLYE) BEWKIDNHE, ChHEDELGELSZT7ITO—FORFERE
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FTICEE9 5 —MREVRERRIL. Ali et al. FEDBIRFIEHLSNENETHY ., BLDHD
ERMRICH LD THITNELRS AL,

THEINA T AR NS B - DEIFE EMERR O 7 EZDMAB G EREICEAT T E S
TFH5THS (Sturmeretal.) LML, ERRATEZRAINSZ E(X. AREHRDOEHMNE
EVWSETHENHZMNE LA :

e BERRIATRETIMHLT—2EZSRIDERLIERESNE=O., BRALGHES
NFRTOEREMAEDENE, BROBIRMBED )RV EHLTENT
=5

e HAHAEDBERMAIATETIE, BESN-HESOHE RN SNTAHOELMEZRERS
CENTRETHY . LEFTREMNER SN-BEICET SN ERIT 5. 0.1 K
DR ELCEF—BIBFLENT VRERT EZZ 0N, TOEHAHE
RIGAVEEZRIFTEEE. BAENDNS K TLEELGBELH D,

EFECIERR T EE, FABRREEENTALNILEOANRDELUEESEDH H1=HI,
—HDOSMEZRNT S E1HD. COELIBAHEZAVSES. ANRAME, &H

N, —RIEFEED FL—FF T ZZBRIRETHDH. LBEHROHARTIE, —RRHMICA
MEAMEBEI S THD,

FEMICESHT IRBAFIX. BFE. LREOTETIHRARINESTEEGL, BRMICEL
TOARBEFLLUAMDNALANILDOEZEZZTEWMGEEE, BERPIFTTLHEESNLS
BEHEN. ChFENTHD, EARTEHSISRABEETILEEL GEMNEFLL

(Pazzagli et al .) BEXBAFOREICIT, BHAMEEKICHE2BEOEVNT—21D
ETHD

BREBRBICKDNATRERBLIZY ., TOEEDAREMZIRL-OIC. A GRERN
ONATRBHEANWSZENTES (HEOHEREEOFTFMOELSER) . Chik. X#K
RAFELEROBERICET 29N T—2. FLEBRT—IR—ROT—EANEELGY TH
DINDT—EABNIE. TOT AW oBEREFHZENTES (Alietal.) RAT«
Jarvbra—L (ThbE. TAICEELLGZWEFEINSGTVRAL) L ERATHS
(Lipsitch et al.2010) ,

HBRT— 2 OB ELDBEYE) TILT—IL ET—2 DBEWRMENEREFET S EREME
H55E. AREFET—2RITOVTEMNICHRZHET 5. T—2RET—ILY
BLLETRENESHINERFAIRETHD. T2 RO T—ILIE, FREEOT—4
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DEIZELTT— 2 BEOEEHAR SN TV BEAICORMTIRETHS, HT—4 Y
—ZOHEOEREEEEECRRESNIRETH S,

SNERTERIE, T LIERRERICE (THNE (F-(EEE) XREFET H-HICAWL
52LHTED, NEBIRENBABEZHAETHEDICIENL DADEELHY . ST
— 2 NEAMNEN S_(NICE Decision Support Unit report on sources and synthesis
of evidence) ,

BRI SN ORRISHNT =0, instrument IZED K Ak (FHIXHERREE) #*
AW Z ENTES_(Matthay et al.) BROEZBLANILOT—2FRANT, BEIhi:-
HEPHEINTOVEIMFEICE AR T/ VORBITHNT 5AEICET LSS 645
BT A A #F R (E, NICEDERREXIELI= Y FORMIXEXE 17 [SRENTL
%,

5-5-2. [HROE Y ~DOx it

RE\ET—%. BEIS—, ROFZECT—2DEDORRE, "M TRAEREDEKXZESI
ERITAREEMENH D, & TRHER/NAA TRITHLT 50D HHT TAO—FIZDLN
TikiRD, T2 EEMZERT H-OICBERERE. BRI TADEEMRITONT

DARZRY®T S (T2 EESUQFH MDY L3 V2SR .
5-5-2-1. {F#iEE

AR TIE, 79 P ALDREZICHESINDFIC I+ O0—T7 v TR TTEHLITHY]
YMNEZ D, ChiF, T—2IREHEOKRT (BELEDITHUY) | BEFEE. AEUY
BZ. FEF, RTHBEDARY FOREICKH>TREIVYEFED, 7Y T« TIELHEREA
TR T, BEICEELIZN\ATRZETE-HDI 00— T D& ST HTEBRIC &
2THFERINDZ L4 HSH_(Herndn and Robins 2016)

UMY NERGHEE (DFY., BROEBEIVMFICEELTWAIGE) ITE NA47
AMNELCDAREMEDH S, FlZIEL. on-treatment HHFTlE., RRMOFFRZFERAL TS
AD, BHEENGENERFESINIZ-OITEETO L OLEETFT HAEEENENEE. &
BEITHY Y ICOLENDFATREMA H D, AERPHR OB ERBREZETIVIET 5156,

BEUVBRAICKDITHEUYTERTHAAREELNE L. BREGITBUY ITHLT 54
T, EAMTFTERVEREABEETILOZOMD G-FELE. BERRBICHT EAHELER
¥TH5_(Pazzagliet al.) RIET—RIIHUTHHELFERATED (RIET—2DEY
LavES®R) .
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5-5-2-2. RET—4

RET—E2DEEEF. RIET—2NDE. RET—20HIEH. REET—DAH=X LA
[2t&ET 5, BREE. EEEAHNIE, BEFEOCREFNLERAD/NNE—2EHEKRL.
RADERCENLSHR DT I bALICEHELTVEINESINEZERBITRNETHD, 77
FALICET BT —2DREE. To7— b~DERELH LYY G L, HRAGERATAE
CAHMaEMENH S

RET—EDENDEL, BLIZS VALIZRIELTWSAREENEWNEEE. 205
PMTHATHD. RET—FEWMOIBELGAEICE, 1 VEaT—Y a3y, HHEEEH
T+, REHERZENH D, CAODFEDFEAELX, FIATGEET—2FATRIE
T—3DANZXLNBEYICETIVETES (DFY., FUFLICRIET D) ZELZHIR
ELTWS, £33 THRVWEEIE. BRESWMELFINSATRAOMNALEELLDE L/l

(BEMEQFHED Y > a3 VESR) . RAT—2OIRYKULIZEET S84 .
Carpenter and Smuk 2021 [SEE&EEhTLVS,

5-5-2-3. AIERELRSE

BIERER. ABZHOAEBAEENS ENRETN TSN ERT ., hTT)—ZEH
DFE. CNIFTRVBELTHON TS, AEREDEENL, REOKSSEAM., R
E0HDATEH. BEVPNATIL—THTRLGEINEINIEKET 5, BIEBRER. N
A7RZE5IZRILEY, HEBOREZETSELYT S,

BEOT VA LBIERER. BAENROETEEZEVARAICFELEHIERALH L (=12
L. BIZROE ST TIHAL) _(van Smeden et al.) &7 D A ALIZEITES U4
LAEREF, HEBEDBELZETIELIHN. LENROHEEEICIE/NNA T AL SA
LYo URIHOESLEDBA. BREMNMEC TEHEEN 100%THNIE, hTT)—H7
D FALDOFEFNMRALEICE > THENROFRHEEEMNEOND, TDH, BLVF
REZERTAEOICTIVMILEREERT D ENLIELIEHERE S S,

— %I, BE. HEE. FLET I MHLICEFHATREDEL, LEBENROHEHEIC
RUZELSEED, TORYDARAZFRET L LIERHETH S, ATFREDEELK
FEIICETET—EALHNIE BIAIX. REBELIEHNBORIARIZE->T) . CDFER
EX v IL—2ar0e0tnsELRFEERAVTONICHEAAL Z ENTE S _(van
Smeden et al.)

5-6. AR DA D

61

260


https://www.nice.org.uk/corporate/ecd9/chapter/methods-for-real-world-studies-of-comparative-effects#assessing-robustness-of-studies
https://pubmed.ncbi.nlm.nih.gov/33624862/
https://pubmed.ncbi.nlm.nih.gov/31821469/
https://pubmed.ncbi.nlm.nih.gov/31821469/
https://pubmed.ncbi.nlm.nih.gov/31821469/

JT7ILT—IL ROT—R2E#RAWEHESNREORRIIERTH S0, BHREBIEXT—2 DI
EOBITOBRICEZ K DTFHERGREPLREZTHETNIEESEL, TO&L S HRED,
BERIZ. HHENIRALE LT, EBRNEOHEEICKELFZELZSZ LTEENH D, it
2T, INSDREDEBICHT EROBEREZEIMT 5 ENFARTHD, £3 T
F. W OWDBEEHICH=5FELRESNICOVTHBAT S, EORENFICERZE
MK, T—2DEMETENR. BEUNM TR, ARDRE. THEEEOEZENRILKE
WRHICE-T, FHUK>TEALD, ThoD7TO0—FiE, BERSIERDAEICEEE
R34 TELHL., ERMMRAMIIRBREESLZLEELTES,

NATADEERIVRY BIZEFE, RAEDOXK., RET—42. TEZHDOAEREDT-
BHIZELDED) 2OV TIE, BEEWNATAGHNERTHD. EEMNA T AN E
[T, UATFDESB—EDFETHS :

o MRZXEARY. ERREDREICEEES5AYTIHLHIC, EOBREDN(T
ANFELBITNEGSRVAERET S,
o MRAEICEAET HINATADAR, RES, THERMEEHET S,
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Detection bias

Measurement error
and misclassification

Missing data

NATFTRFZEDE S IR F-ITFEE S =H

e adjusted for urine albumin-creatinine ratio
and plasma potassium in the subset of
patients with measurements and observed no
impact on results

e replicated the results of the IDEAL trial over
the eGFR separation observed in the trial.

Outcomes included 5-year all-cause mortality and
major adverse cardiovascular events (composite of
cardiovascular death, non-fatal myocardial
infarction, or non-fatal stroke). These are likely to be
accurately observed regardless of small differences
in level of surveillance, for example, resulting from
earlier dialysis treatment.

Timeliness and accuracy of variables extracted from
the Swedish Renal Registry have previously been
demonstrated. In particular, cardiovascular
comorbidities have a very high positive predictive
value, generally between 85% to 95%.

eGFR was calculated with the Chronic Kidney
Disease Epidemiology equation from routine plasma
creatinine measurements. This has been shown to
be accurate to within 30% of measured glomerular
filtration rate 85% of the time.

Data on initiation of dialysis and key outcomes are
thought to be complete. Data on mandatory items
such as eGFR is also very high.

For non-mandatory data items in the registry,
missingness was greater. For example, body mass
index was missing in 26% of patients, urinary
albumin to creatinine ratio in 44%, and potassium in
29%. This was assumed to be missing completely at
random and determined by the preferences of the
attending physician. Sensitivity analysis in the
subset of people with data available showed had no
impact on results.
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Reverse causation Reverse causation is not expected to be a problem in
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