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BACKGROUND AND OBJECTIVES
Background

Medical devices (MDs) recall has become a hot topic over more recent years. From 2009-2018,
the number of MDs recalled has increased by 703% (Ciani et al., 2019). Prothesis and
implantable devices are the most affected categories. Consequences of MDs recalls
significantly impact healthcare providers resources consumption, in particular when the
defective devices need to be replaced.

The new European Regulation of MDs (MDR) has strengthened the provisions regulating
vigilance of MDs, increasing the number of actors appointed at issuing field safety corrective
actions (FSCA) and the number of actions that can be taken for patient safety.

Despite these efforts, there is still a lack of evidence around the administrative and clinical costs
borne by healthcare providers and healthcare systems in case of MD recalls.

Aims of the work

1. To understand how field safety notices (FSN) are managed in Italy at regional and
hospital levels.

2. To identify methods currently used to estimate administrative and clinical costs related to
MDs recalls.



METHODS

A 1. Review of international scientific and grey
literature

NS 2. Search of court sentences on European
N Case Law Identified portal
-
-_n./- 3. Semi-structured interviews with Italian MDs
Eé vigilance managers at regional and hospital
level to explore

*FSN management
*FSN communication
*Recall-related costs and reimbursement

« FSN management: how FSN are managed and collected by public providers.

« FSN communication: how the various actors (i.e., competent authority, regions,
healthcare providers, manufacturers) communicate and share information.

« Recall-related costs and reimbursement: whether and according to which
methodologies expenses incurred by providers as a consequence of MDs recalls are
estimated and refunded.



RESULTS

%
The literature highlights an increase of FSN over time owing to lack of clarity and severity of the
extant regulations.

« Several studies pointed out a significant under-reporting of the adverse events (AE)
involving MDs.

« The overall burden associated with FSCA for a single product estimated at around 600
million USD, excluding legal expenditures (Fuhr et al., 2011).

« All studies and reports take the manufacturers perspective. Consequences of MD recalls
from the perspectives of healthcare providers and healthcare system never been
explored (Thirumalai et al., 2011; Ball et al., 2018)

« In few cases, the manufacturer disseminated a protocol for the reimbursement of costs
deriving from the recall.

« A clear gap of methodologies for estimating the costs incurred by healthcare providers in
case of MD recalls emerged.

A

« In 2015, the European Court of Justice (ECJ), in the light of product liability, obliged the
manufacturer of a defective product to bear all the liabilities for damages caused by the
product use.

« According to the ECJ, products belonging to the same of group or series of a product
resulted defected are considered defective without any need of a case-by-case
assessment.

« Anyhow, the methodology to estimate the reimbursement is not made explicit.

Interviews with 5 regions and 3 hospitals.
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DISCUSSION AND CONCLUSIONS

Discussion

« Communication is a critical issue, especially between the hospitals and the Ministry of
Health, due to an excess of bureaucracy and the absence of feedback on adverse events
(AE) reporting.

« Collaboration between MDs vigilance managers at regional and hospital level is
fundamental for improving AE reporting and FSN collection.

« High perception of AE under-reporting both at regional and hospital level due to:
1. lack of culture on MDs vigilance and surveillance by hospital practitioners;

2. overwork of physicians;
3. weak digitalization of AE reporting procedure.
« Two regions (Veneto and Tuscany) regulate recall-related incurred clinical costs (e.g.,
visits, tests, hospitalizations) within public tenders for the purchase of MDs.
« No experience of recall-related cost analysis performed.

Conclusions

« The adoption of a structured, time-driven activity-based costing (TDABC) methodology
for the estimation of recall-related costs is recommended:
o To identify the processes and the relevant activities.

o To estimate the resource consumption for each activity.
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ABSTRACT

OBJECTIVES: Field safety corrective actions (FSCA), communicated through field safety notices (FSN), are actions taken
by manufacturers to reduce risk of death or serious deterioration in the state of health associated with use of medical devices
(MD) that are already placed on the market. These may include return of the MD to manufacturer or its representative. As the
European Medical Device Regulation has tightened up requirements to effectively guarantee safety after marketing, there is a
need to identify a methodology to estimate administrative and clinical costs borne by healthcare providers and healthcare
systems in case of MDs recalls. The goal of this work was to identify standard methods to use for this purpose.

METHODS: We conducted a review of scientific literature and court sentences. We interviewed Italian regional and hospital
MDs vigilance managers asking (i) how FSCA are managed and FSN are collected by public providers; (ii) how the various
actors (competent authority, regions, healthcare providers, and manufacturers) communicate and share information; (iii)
whether, and according to which methodologies, expenses incurred by providers, as a consequence of MDs recalls, are
estimated and refunded. RESULTS: MDs post-marketing surveillance appeared as fragmented across the country, with
Northern regions characterized by higher maturity and capacity of implementing best practices to manage FSN. All
respondents, instead, underlined a weak attitude to report adverse events by physicians due to scarce culture of FSN. No
standardized methods to deal with FSCA legal and economic implications have been identified in the literature or in the
jurisprudence. Italian regions and hospitals have never quantified the amount of administrative costs related to MDs recalls
nor developed a structured methodology to estimate them. CONCLUSIONS: A theoretical framework, based on time-driven
activity-based costing, to estimate costs related to MDs recalls is under development. Empirical analyses, collaboration
among stakeholders and training of healthcare professionals are warranted.



