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Haufige Schwachen bei Auswertungen von Beobachtungsdaten

ORIGINAL ARTICLE

No inexplicable disagreements between real-world data—based
nonrandomized controlled studies and randomized controlled trials were
found

Kontrast (z. B. Intention-to-treat) haufig unklar

erden trotz fehlender Confounder durchgefihrt
ding Bias)

= Unklare Beobachtungszeitraume (time-related Biases)

= Bias aufgrund von fehlenden Werten (Bias due to missing data)
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Das Target-Trial-Konzept “

2-Schritte:
1. Formulierung der kausalen Fragestellung in Form des Protokolls einer hypothetischen (in der Praxis
u.U. weder durchfiihrbar noch ethisch vertretbar) randomisierten Studie (RCT).
2. Explizite Nachbildung der Komponenten dieses Protokolls anhand der Beobachtungsdaten.

Target Trial Emulation = Vermeidung von selbst
Eligibility criteria gemachtem Bias
Treatment strategies — Objektivierte und transparente
Treatment assignment Einschatzung des Bias bzw.
Follow-up period Notwendigkeit von
Outcomes Sensitivitatsanalysen fur Residual
Causal contrast of interest Confou nding

Analysis plan
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Confounding Bias
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Ausrichtung des Designs am Startzeitpunkt

Startzeitpunkt — Time Zero

Uberpriifen der Einschlusskriterien
(vor dem Startzeitpunkt)

Erfassen der Baseline Kovariablen
(vor dem Startzeitpunkt)

Erfassen der Exposition
(zum Startzeitpunkt)

Erfassen der Zielvariable (Follow-Up)

(beginnt mit Startzeitpunkt)

Zeit
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Ist Target-Trial-Emulation die Losung?
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Comparing the effectiveness of different vaccines in individuals with and without
autoimmune diseases: a study protocol for a target trial emulation.

Denz R, van de Sand H, Basten J, Meiszl K, Tokic M, Oganowski T, Griiter T, Stock S, Simic D, Shukri A,
Kiltz U, Zacharopoulou M, Vollmar HC, Otte IC, Giehl C, Lauer R, Suslow A, Stallmach A, Franz A, Marschall
U, Saam J, Schumacher C, Blaschke K, Meyer |, Hellwig K, Timmesfeld N; VAC-MAC Consortium.

Front Public Health. 2025 May 26;13:1583434. doi: 10.3389/fpubh.2025.1583434. eCollection 2025.

PMID: 40492009 Free PMC article.

It is therefore unclear whether these vaccines are also effective for these patients. DESIGN: A target trial

emulation based on observational claims data of a statutory health insurance company is proposed. ...
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Protokoll und Registrierung

Big little lies: a compendium

and simulation of p—hacklng With regard to the different p-hacking strategies, we found that even with a single strategy,

Strategies false-positive rates can typically be raised to at least 30% from the typical 5% threshold with
‘reasonable effort’, that is, without assuming that researchers automate data mining procedures
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Protokoll und Registrierung
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Analysis of indications for selectively missing
results in comparative registry-based studies
in medicine: a meta-research study

Nur 4 von 150 Studien publizierts Protokoll
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»,Staging and Clean Room“ Konzept

24.06.2025

Stage 1a: Study Development

Feasibility assessment
Protocol development
Develop andalysis plan
Establish roles/responsibilities
Register protocol

Il

Stage 1b: Build cohort

Set up clean room(s)

Apply inclusion/exclusion criteric
Assess sample size/precision

111

. Check Point 1: Assess sample size, number of
* events, precision of estimates

Stage 2: Assess Covariate balance
Assess patient characteristics

Propensity score/
treatment weighting
. Check Point 2: Assess comparability of treatment

arms based on propensity scores

Il

Stage 3: Assess residual confounding
Negative control
outcome analyses
. Check Point 3: Assess comparability of treatment

- arms based on analysis of residual bias

[

Stage 4: Conduct comparative analysest
1

IQWiG

— Transparenz und
Replizierbarkeit der Analyse

= Vermeidung von p-Hacking und
Reporting Bias

= Vermeidung von ,unndétigen®
d. h. sehr verzerrten Analysen
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