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[CH: The International Council for Harmonisation of Technical Requirements for

Pharmaceuticals for Human Use
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Feas151|1ty of Usmg Real-World Data to Eephcate Clinical Trial Evidence
VB Bartlett, SS Dhruva, ND Shah, et al. JAMA Network Open, 2019; 2(10): e1912869
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DPCT—4 X=X 2007FE~2011FD51344 8. | * o
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Se{EHEL 16.3 % (96 A _/590.A)

P=0.696
Z D, 2015675~ R TORCT (PMXBEELII9A, XE@R113 = | *5F% oo
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20206 A IZE R FEM S THRE2HEDCOVID-19 BEICET HAMERRXAFEIEINDS

[The Lancetif X D #i[H] )

Retraction - Mandeep R Mehra, Frank Ruschitzka, Amit N Patel. Hydroxychloroquine or chloroquine with or without a
macrolide for treatment of COVID-19: a multinational registry analysis, LANCET Vol. 395, Issue 10240, P1820, June 13, 2020
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Retraction - Mandeep R. Mehra, Sapan S. Desai, SreyRam Kuy, Timothy D. Henry, Amit N. Patel. Cardiovascular Disease,
Drug Therapy, and Mortality in Covid-19. The New England Journal of Medicine, June 25, 2020 doi: 10.1056/NEJMo0a2007621
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7 — 2 D& Rk (Data Quality Assurance) .-

XY 7 47— a V(verification) & 2NV 7 — ¥ 3 (validation)
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(relevant time windows) 72 EX T OED HILTWAH Z &

pers Relevance Assessment

Reha]?gty As]i‘egs)sggl/t\b@z)“‘%me LI 2 B 7 — & [Xfit-for-purpose ThH D0y, ZFa, 7 U M A,
10— a— H A NEEICARELD =AE R - — . 7 s
BEW DT kAR CX U D 7 WEEIZET AT — DX 7 F v TWNHDD

TEARXAL NEET

ZEMERHEIZ RS L CEHRORWD Z W DI H T2 o TORIEL R T v T DT A Z 2 ZFEAT
Best Practices for Conducting and Reporting Pharmacoepidemiologic Safety Studies Using Electronic Healthcare Data
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Determining Real-World Data’s Fitness for Use and the Role of Reliability, H

Duke Margolis Center for Health Policy, September 26, 2019

Figure 2. Examples of Quality Check Principles
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Figure 3. How Verification Checks for Completeness,
Conformance, and Plausibility Contribute to
Assessing Reliability to Support Fit-for-Use RWD"
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Duke Sentinel

PCORNet

FDA

Conformance, Completeness, Plausibility

NOTE: FDA has identified issuing guidance on assessments of the reliability and relevance of RWD in generating
RWE on drug product effectiveness as a program item in its 2018 RWE Framework. This paper does not reflect the

views, guidance, or recommendations of FDA.
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Kahn%:(EBiomedical Informatics(Z¥51F57 — X W& Conformance GE &)

AR OB E DX — /u Y — A E S T—ZBUTNICEAET 2 EAE

(unify), FIFISNIZDQAY —/uy —Z B H - FR 58 @O & 55 LDERERINTZANE 72 135 7 formatting fill £~
Kahn M, Callahan T, Barnard J, et al. A Harmonized DL (Value Conformance)

Data Quality Assessment Terminology and Framework @ FEER T Hg ~ DA

for the Secondary Use of Electronic Health Record 3) BELE DA IC FEo\ N C 2 L I X 7l o TE TR

Data. EGEMS (Wash DC). 2016;4(1):1244. do1: (Calculation Conformance)

10.13063/2327-9214.1244. eCollection 2016
oreeHe Completeness (5¢214)
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3ODAH7TAY N » 2 HEE DK (Temporal Completeness)
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The quality of being reasonable and likely to be true :
EULBICRAEENRRD L 5 I Hfi(assess) 3L b Z &
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BT F ISR S 7z 7 — 2T~ T 37 72 D BIE 22—54F 3 Z & (Atemporal Plausibility)
@ Wi JE - Er, HIEEDIRAEER (Temporal Plausibility)
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Data InteroperabilityZ a7 &9 5T — 2 EEDR Y A .-

HL7 FHIR(Fast Healthcare Interoperability Resource) D ] PCORnet (&FE B F LR A v T —7)

- BRIREABR. BIHIHEHI C X CDISCIC 351F 2 HL7 FHIR® HUAH

o KEEZEMNEBNFEDA). MMEZEST (EMA) 2530
L COEZEGLD 5 W IEERKRITFEOFHIRY ¥ — A product
and substance identification® 7z & DO FHIR implementation
guide D Fel &

« FHIRY ¥V — X TIZEFKRMIFE D 7z ® DResearchStudy,
ResearchSubject’x & D Fil ¥

ety b7 =2t aev T —XET L
o KT ~DORWDIEHO—BRE L TaE VYT —XET L
(Common Data Model: CDM)
« BRABMEAY VT —F T, ENEFNDIEYT—XET
NV DRE
1) PCORNet(national patient-centered clinical research
network) 2 € VT — X ET )L
2) 12b2 (Informatics for Integration Biology and Bedside)
AFE VT —RET I
3) OMOP(Observational Medical Outcomes Partnership)
AFE VT —RET I
4) Sentinel model

o 20144, BETLT v b S LWSEAT (Patient Centered Outcomes

Research Institute: PCORDN232{E5F 7 F VLA E##%E L CHI¥E

EICELIREFEEOE W N—= F— 2 N T =T D75
iR 7 — ZWF3E 4 v b 7 — 2 (Clinical Data Research
Networks: CDRNs) & B & 23+ 2 %A vy F 7 —72
(Patient Powered Research Network: PPRN)

o ERIRIZE 2R E TR A 2 & BRI~ e o7 P X8 TnK

o BE FTRME. ZothRT =7 N E =BT T4 v, E

i, OGRS RICE S T CTHET 5 & 2R

Informatics for Integration Biology and Bedside (i2b2)

e 20044, NIH® 7 7 v Fic X 4 Biomedical Computing® 7z %
DFaFrty R—ITHKT

o N —N— FEEEGE, o~ — N — FARE AR, N — N —
FEXRERE, »~—23—F/MIT ~VAH A TV A&T 7/ 10
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Sentinel

«  FDA Sentinel Initiative 2007 D FDA Amendments Act of 2007
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illustrates Sentinel’s distributed data approach.

U.S. Food and Drug Administration (FDA)

Data Partners (DPs) hold data
in Common Data Model Format

F
Enroliment ( Study Design ) (ﬂhggregated Results_)
v
Demographic
Sentinel Operations Center (SOC)
Encounter A

Dispensing

; % EEEE
Diagnosis mraneem
= EmE
L L L] v
—— Query Results Reviewed and
Procedure — Queries Distributed to each Returned to SOC after all
applicable Data Partner (DP) Direct Identifiers are Removed
Laboratory Tests i
Vital Signs
v
Prescribing DP 1 DP 2 DP 3 DP 4 DP 5 DP “N"
mmEm LN [ mma | [ | | e | [ mmm. |
L L L1}J L L L1} L L L] L Ll ] LL1L} LLL ]}
L L1 1] L L 1]} EEEE . L L1 1] LL L]}
L L1} L L L]} L L L] L] L1 L} P LL L L]
= Secure Data Transfer — o — — i -
EEEE L L]} EEEE N EEEE L1 L]}



Common Data Models Harmonization (CDMH) I
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FDA., EZEZXEM(NLM), EZB8AMER(NCD., EZkit 7 v AL —33 a FARERr v & —
(NCATS). KEEREEITIHEE = (Office of the National Coordinator for Health Information
Technology: ONC) 23 &l
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Common Data Models Harmonization (CDMH)

Common Data Models Harmonization (CDMH) FHIR IG

HL7 BR&R (Biomedical Research and Regulation) Work GroupiZ X 9 fi¥&. ¥fEversion 0.1.0

RO Ay P — 20O EINBAMET —ZiZ. TNFNELEEZT—XETNICKLET — X
E g AN I S

PCORNet CDM, i2b2 CMD, OMOP CDM, SENTINEL modelic £ 5

BEPRLOT T ALY —F(PCOR)D O INS-BE T —4, 72V —DoBOLNHED
FHIRZ #+ —~ v F~D~ vy v v 7 LB

UT~ofE&EE LY ICkEoTr— 23 %&om 2 HigT

 Learning Health System (LHS) % PCOR Trust FundiZ X %2 DAF (Data Access Framework) -
Research IG

- W&l 7T — & ¥ v 7 F % (Structured Data Capture: SDC) IG,
« BEWE TV A LFHIRIG
« Women’s Health Technologies Coordinated Registry Network (CRN) FHIR IG
k7o) —V —27 7 v —20HIMULARE & 7 5 BRE CDAF-Research IG% [a] | X482 Z & 23 HA%E
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IDMP Project
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Maturity Level : 0~5D 27— /L CRINDHEVY —AD EFE (K2 T 035 AEE D3 =)

Profiles for ICSR Transfusion and
Vaccination Adverse Event Detection and
Reporting

FDA CBER Biologics Effectiveness and Safety (BEST) 1 => ¥ T 4 7D 7 7 >~ F(Z & 5 (FDA CBER BEST
IBM 7O 27 bF—L)IZ& D, AEREERENDZD>DESH

FHIR 7 — &% THF&E)J 5 Clinical Quality Language (CQL) 77 /L3 Y X A %ﬁﬁ W7-AEf&H &, FHIRR— XD
AESREER EICHICSRERD Ty v I Dfizsdbn 7 a7 74 L

FDA Quality/ Chemistry, Manufacturing,
and Controls Data Standardization

FDA CDERDE®D 531K, MROLRHTEBREEZBNE 2707 b
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Quality Specification CFHIRIC & 2 7 — X XD 7 X b #RHE

FHIR SPL Implementation Guide
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EU ePI (electronic Product Information)
Common Standard

ePI |£EU ePI Common Standard = A L\ 7-EUE . L E F R RIEH
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Vulcan Accelerator Project
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HL7 Vulcan Accelerator Project
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Vulcan Use Case Assessment Prioritization

L% K X ¥ ¥ 3 3 3 &R N _J} |
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Impact
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inEHR .. Device
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— [ 06 ][ 712 [ 1 H i ii Device Identification, sIRB (Single IRB), Phenopackets in EHR

Low At . ; ol e :
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Protocol Design/Feasibility

)
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-l ]
-

VULCAN Low Difficulty Medium Difficulty High Difficulty
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