X
7\|,§|/< Universitat

X\ Basel

Publication

Hip/femur fractures associated with the use of benzodiazepines (anxiolyt-
ics, hypnotics and related drugs): a methodological approach to assess
consistencies across databases from the PROTECT-EU project

JournalArticle (Originalarbeit in einer wissenschaftlichen Zeitschrift)

ID 3421195

Author(s) Requena, Gema; Huerta, Consuelo; Gardarsdottir, Helga; Logie, John; Gonzéalez-Gonzélez,
Rocio; Abbing-Karahagopian, Victoria; Miret, Montserrat; Schneider, Cornelia; Souverein, Patrick C.;
Webb, Dave; Afonso, Ana; Boudiaf, Nada; Martin, Elisa; Oliva, Belén; Alvarez, Arturo; De Groot, Mark
C. H.; Bate, Andrew; Johansson, Saga; Schlienger, Raymond; Reynolds, Robert; Klungel, Olaf H.; de
Abajo, Francisco J.

Author(s) at UniBasel Meier, Christoph R. ; Schneider, Cornelia ;

Year 2016

Title Hip/femur fractures associated with the use of benzodiazepines (anxiolytics, hypnotics and related
drugs): a methodological approach to assess consistencies across databases from the PROTECT-EU
project

Journal Pharmacoepidemiology and drug safety

Volume 25 Suppl 1

Number 1

Pages / Article-Number 66-78

Mesh terms Adolescent; Adult; Aged; Aged, 80 and over; Anti-Anxiety Agents, adverse effects; Ben-
zodiazepines, adverse effects; Case-Control Studies; Cohort Studies; Databases, Factual, standards;
European Union; Female; Hip Fractures, etiology; Humans; Hypnotics and Sedatives, adverse effects;
Male; Middle Aged

Results from observational studies may be inconsistent because of variations in methodological and
clinical factors that may be intrinsically related to the database (DB) where the study is performed.; The
objectives of this paper were to evaluate the impact of applying a common study protocol to study ben-
zodiazepines (BZDs) (anxiolytics, hypnotics, and related drugs) and the risk of hip/femur fracture (HFF)
across three European primary care DBs and to investigate any resulting discrepancies.; To measure
the risk of HFF among adult users of BZDs during 2001-2009, three cohort and nested case control
(NCC) studies were performed in Base de datos para la Investigacion Farmacoepidemiolégica en Aten-
cién Primaria (BIFAP) (Spain), Clinical Practice Research Datalink (CPRD) (UK), and Mondriaan (The
Netherlands). Four different models (A-D) with increasing levels of adjustment were analyzed. The risk
according to duration and type of BZD was also explored. Adjusted hazard ratios (cohort), odds ratios
(NCC), and their 95% confidence intervals were estimated.; Adjusted hazard ratios (Model C) were 1.34
(1.23-1.47) in BIFAP, 1.66 (1.54-1.78) in CPRD, and 2.22 (1.55-3.29) in Mondriaan in cohort studies.
Adjusted odds ratios (Model C) were 1.28 (1.16-1.42) in BIFAP, 1.60 (1.49-1.72) in CPRD, and 1.48
(0.89-2.48) in Mondriaan in NCC studies. A short-term effect was suggested in Mondriaan, but not in
CPRD or BIFAP. All DBs showed an increased risk with the concomitant use of anxiolytic and hypnotic
drugs.; Applying similar study methods to different populations and DBs showed an increased risk of
HFF in BZDs users but differed in the magnitude of the risk, which may be because of inherent differ-
ences between DBs.
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