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Figure 1: Real World Data and Real World Evidence

mentioned in PubMed from 2000- 2019.

Real World Evidence is not simply a buzzword anymore in our fast-paced world of health technology
https://enlightenbio.com/news-and-features/2020/03/11/real-world-evidence-is-not-simply-a-buzzword-in-our-
fast-paced-world-of-health-technology-anymore/
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Phase IV trials driving growth in RWE studies

Drug trials incorporating RWD as a percentage of all trials initiated that year, sorted by Phase |l, Phase lll, and Phase

v
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Source: GlobalData

Getting real: who is leading the real-world data charge with clinical trials?
https://www.clinicaltrialsarena.com/features/real-world-data-charge/?cf-view
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Candidate external Single arm stratified
control data trial data

v v

Combined analysis using individual patient data

Propensity score-based analysis for baseline
adjustment: disease control rate, overall response
rate, overall survival, progression-free survival.

Fig. 1: Three-step analysis for no-placebo initiative.[1]
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[1]Yoshino T, Shi Q, Misumi T, Bando H, Wakabayashi M, Raeisi M, Andre T, de Gramont A. A
synthetic control arm for refractory metastatic colorectal cancer: the no placebo initiative. Nature
Medicine. 2023 Oct;29(10):2389-90.
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OHDSI Community

OHDSIE, £BT— AR EF - KRB LGERERT —INNE#HET 5. EFZERDFR
MAEMEIZ2=T4TY, FYRWEEFXRETHIIETUVRTZHRTEAETEETIEL, B
BRRICIVRBELRIDIIEHNLTIERNFEONSEHRAZBIELET . OHDSIIKET20155F
[CAA—FLEFRPIZSMEINVET, OHDSI Japan(d2019F MR 2—1,

| OHDSI Collaborators:

' * >140 researchers in academia, industry, government, health systems
* >20 countries

. * Multi-disciplinary expertise: epidemiology, statistics, medical

informatics, computer science, machine learning, clinical sciences

Databases converted to OMOP CDM within OHDSI Community:
* >50 databases
* >660 million patients
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Original Investigation | Diabetes and Endocrinology

Association of Hemoglobin A, Levels With Use of S+
Dipeptidyl Peptidase 4 Inhibitors, and Thiazolidined"
With Type 2 Diabetes Treated With Metformin

Analysis From the Observational Health Data Science %‘M

OHDSI’s global research community

v
'"'W §i o 90
o w

e

and Informatics Initiative

Rohit Vashisht, PhD; Kenneth Jung, PhD; Alejandro Schuler, MS; Juan M. Banda, PhD; Rae Woong Park, MD, PhD; Sanghyung J
Kipp W. Johnson, MD, PhD; Mark M. Shervey, PhD; Hua Xu, PhD; Yonghui Wu, PhD; Karthik Natrajan, PhD; George Hripcsak, M

Anthony Reckard, BS; Christian G. Reich, MD; James Weaver, MPH, MS; Martijn J. Schuemie, PhD; Patrick B. Ryan, PhD; Alison - st Tonw O -~ Vowbeme
Yo w Sagute o !- ’
. (reta p*
Abstract K = P t—— Fop e
IMPORTANCE Consensus around an efficient second-line treatment option for type 2 diabetes sQe (0 ' o " Mategprnts ’ i's
(T2D) remains ambiguous. The availability of electronic medical records and insurance claims data, di 1ol Athan i V- '
which capture routine medical practice, accessed via the Observational Health Data Sciences and 3 —

Informatics network presents an opportunity to generate evidence for the effectiveness of second-
line treatments.

OBJECTIVE To identify which drug classes among sulfonylureas, dipeptidyl peptidase 4 (DPP-4)
inhibitors, and thiazolidinediones are associated with reduced hemoglobin A, (HbA, ) levels and
lower risk of myocardial infarction, kidney disorders, and eye disorders in patients with T2D treated
with metformin as a first-line therapy.

DESIGN, SETTING, AND PARTICIPANTS Three retrospective, propensity-matched, new-user
cohort studies with replication across 8 sites were performed from 1975 to 2017. Medical data of
246 558 805 Batients from multiEIe countries from the Observational Health Data Sciences and
Informatics (OHDSI) initiative were included and medical data sets were transformed into a unified
common data model, with analysis done using open-source analytical tools. Participants included
patients with T2D receiving metformin with at least 1 prior HbA,_laboratory test who were then
prescribed either sulfonylureas, DPP-4 inhibitors, or thiazolidinediones. Data analysis was conducted
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m * Active participation from academia, government, industry, providers
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