RETROSPECTIVE MONOCENTRIC STUDY EVALUATING THE PROPER USE AND EFFECTIVENESS OF
TYRX® ABSORBABLE ANTIBACTERIAL ENVELOPE IN A RHYTHMOLOGY DEPARTMENT
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CONTEXT
= Active Implantable Medical Device (Class IIl) French Health Authority (HAS) Guidelines!: Reimbursed since 2021 for:
= Absorbable knitted filament mesh (fully absorbed in 9 weeks). Gﬂ)fection prevention during cardiac implantable electronic device (C/ED)\
= Elutes Rifampicin and Minocycline into the generator pocket procedures:
for 7 days. * Replacement, revision, or upgrade of Pacemakers (PM) or Implantable
Objective : To assess adherence to national HAS guidelines and clinical Card/ove{'ter-Def/b{'///ator (ICD) smgle/dual/tr/ple chamber.
efficacy in a real-world setting > De novo implantation of CRT-D (Triple chamber ICD) W
MATERIALS AND METHODS
Assessing the proper use Efficacy assessment
i Q AIA " Extraction of rehospitalization data (ORBIS)
o " Ny » Assessment of the one-year post-implantation infection rate
Extraction of implantation Individual verification of Assessment of the » Compared with infection rates reported in the WRAP-IT? trial
data and associated medical g concordance between =) compliance rate between =—1 =
procedures nomenclatures traceability data (CCAM actual usage indications and Cc?hort A. : 2021 cohort o—| |o— Cohort B= 2022 +2023 cohort
(CCAM) codes from the procedures) and Electronic HAS guidelines Patients eligible for TYRX ©_ | n-®ﬂ- Patients eligible for TYRX ®
traceability software (DIM) Medical Records (ORBIS). Non-implanted ® Implanted
RESULTS
4 Indications for the implantation of TYRX® antibacterial envelopes h
% Distribution of CCAM procedures compliant
Q, i \\ with the HAS guidelines (n=531)
) June 2021 and April 2024 300
249
250
2 failed implantations
13 TYRX ® reported twice 200
150 138
Baseline characteristics | Values 100 74
Age (y), mean + SD 69 + 16,5 SUCCESSfU”y implantEd 50 >0
Sex: Male, % (n/N 64 (377/578 = >87 patients - -
ex: Male, % (n/N) (377/578) @ (19 received 2 TYRX ©) 0 QO & Q Q
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CCAM procedures J ¢, 1
coded by medical 531 87'|6 (ﬁ’ ; 12,4 % Q
staff CCA'I\TP an j 'ons 75 implantations
AN proceaures Off-label CCAM procedures
consistent with gl.“dellnes Estimated extra-cost
- 82 224 € (incl.tax)
Verified CCAM K n=>517 n=14 n =58 96.8 % compliance
\_\proizdirej_/ CCAM pr.ocedures n =12 actually All compliant with n=17 with HAS guidelines
. O matching the compliant . True off-label use _
=) . . HAS guidelines (n=1587)
> intervention 2 off-label
| CCAM procedures discordant with the intervention (n=72) |
® Rehospitalization data
Main off-label uses of TYRX® (n=17) Baseline characteristics Group 1 (N,=273) Group 2 (N, =295)
. . . . A , + SD 72,71 15, ,4 £16,2
" Primary triple chamber pacemaker (PM) implantation ge (y), mean £35 21 63 b
(n=11) Sex: Male, % (n/N) 63,7 (174/273) 62,3 (184/295)
" Primary dual chamber pacemaker implantation (n=6) Infection requiring rehospitalization, % [0,37 (1/273) 0,34 (1/295)
(n/N)
Type of infection Candida albicans Exophiala
\ dermatitidis /

DISCUSSION AND CONCLUSION

= TYRX ® antibacterial-eluting envelop are increasingly used in our hospital, mostly in compliance with the HAS guidelines (96.8 %).

" The rythmology department's traceability rate remains high. However, we estimate a 11.8% rate of discrepancies with coded medical procedures
(non-reimbursed interventions) and inaccuracies (missing tracking or double entries) - Targeted training for medical staff is necessary.

" Observed infection rates are lower than those reported in the WRAP-IT study: 0.37% and 0.34% versus 1.2% (Antibiotics alone) and 0.7% (TYRX © +
Antibiotics), respectively.

" Effectiveness data are exploratory and require prospective evaluation in a study with a higher level of evidence.
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