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Figure 1: Real World Data and Real World Evidence
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Original Investigation | Diabetes and Endocrinology

Association of Hemoglobin A, Levels With Use of S
Dipeptidyl Peptidase 4 Inhibitors, and Thiazolidine

With Type 2 Diabetes Treated With Metformin

Analysis From the Observational Health Data Science

and Informatics Initiative

OHDSI’s global research community
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IMPORTANCE Consensus around an efficient second-line treatment option for type 2 diabetes
(T2D) remains ambiguous. The availability of electronic medical records and insurance claims data,
which capture routine medical practice, accessed via the Observational Health Data Sciences and
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
24§ 55§ §§ ;5 Eatients from multigle 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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Phase |V trials driving growth in RWE studies

Drug trials incorporating RWD as a percentage of all trials initiated that year, sorted by Phase I, Phase lll, and Phase
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Getting real: who is leading the real-world data charge with clinical trials? (e %\ EH I ME BIR A
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interstitial pneumonitis in polymyositis/ SATROE A ERBERBEE ORI
dermatomyositis: a single-arm clinical trial
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Abstract B
Obijective. Interstitial pneumonia is common and has high short-term montality in patients with PM and DM despite
glucocorticoid (GC) treatment. Retrospective studies suggested that the early use of immunosuppressive drugs with GCs
might improve its short-term mortality. [BE % 4] IS5 7H SN 05me, WHTENL 1 me
Methods. A multicentre, single-arm, 52-week-long clinical trial was performed to test whether the initial combination - .
treatment with tacrolimus (0.075 mgrkg/day, adjusted for the target whole-blood trough levels between 5 and 10 ng/mi) [— #& 4] 2 Z ) KA
and GCs (0.6-1.0 mg/kg/day of prednisolone followed by a slow taper) improves short-term mortality of PM/DM-inter-
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initially treated with GCs alone. A | DA i
Results. The 52-week survival rate with the combination treatment (N =26) was 88.0% (35% Cl, 67.3, 96.0). Safety [HiHeEA A] ¥ 2440 28 H
profiles of the combination treatment were consistent with those known for tacrolimus and hiah-dose GCs individually. Lﬁll’}/ é /..a 1 f]7_l{ IL/CP(: l/ 7 =t ‘) A X/}{FD% 0 ;1 1110 ( y 7 = I} AR 2_ L V'C 05 ﬂlg) )(
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Pooled Candidate external Single arm stratified
placebo data 3 3 control data trial data
Top x% of Eligibility filter * *
patients with a using basghpe Combined analysis using individual patient data
good prognosis characteristics

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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[1TYoshino T, Shi Q, Misumi T, Bando H, Wakabayashi M, Raeisi M, Andre T, de GramontA. A

synthetic control arm for refractory metastatic colorectal cancer: the no placebo initiative. Nature “'" %\ EH IME ﬁ;ﬁﬁa‘g'w
Medicine. 2023 Oct;29(10):2389-90.
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