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. INTRODUCTION

Internationally, caplacizumab has been included as
part of the initial treatment of acquired
thrombotic thrombocytopenic purpura (aTTP) [ N

along with olasma exchange and Figure 1: PRISMA flowchart for effectiveness and safety evaluation . RESU LTS
immunosuppression®®. In Colombia, caplacizumab
was approved in January 2022.

caplacizumab together with plasma exchange and immunosuppression was considered superior to plasma exchange and immunosuppression for
the treatment of patients with aTTP.

O POSTER HIGHLIGHT: This is the first Sanofi experience applying the new effectiveness and safety Colombian guideline for HTA. Treatment using

Records removed before screening:  Fourteen effectiveness and safety outcomes were submitted
Reco?diprlri:;artlfe;eacs?irgzI§2i=b6I2)(n=O) for the qualification process (Table 1).

Records removed for other reasons (n=0) ° Caplacizumab dlSplBVEd clinical significance for some

effectiveness outcomes, was not considered inferior in terms

Records excluded (n=63) of safety, and showed acceptability for its use.

* By consensus, the panel determined that the technology of
interest is superior to the pre-caplacizumab standard
treatment, in terms of treatment response and composite
outcome (aTTP-related death, aTTP recurrence, or at least one
major thromboembolic event), and is not different for other
effectiveness and safety outcomes.

* |n overall terms, the panel established that using caplacizumab

IS superior to the pre-caplacizumab standard treatment.
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OBJECTIVE

To determine the therapeutic qualification of
caplacizumab in conjunction with plasma
exchange and immunosuppression, compared

Records screened (n = 85)

Records sought for retrieval (n=0) Records not retrieved (n=0)

with the pre-caplacizumab standard regimen
(plasma exchange and immunosuppression),
using the methodology of the local HTA
agency (Colombian Institute of Technological
Evaluation in Health) 7-3.

Reports assessed for eligibility (n = 22)

Reports excluded: Abstract (n=16) & Letter (n=1)

Studies included in review (n=5)

. M ETH O DS Table 1: Outcomes included in the Qualification

° Qua“fication was perfOrmed fO”OWing the 1. Picod A et al. Should all patients with immune-mediated thrombotic thrombocytopenic purpura receive
o . _ . Response to treatment Serious adverse events caplacizumab? Journal of Thrombosis and Haemostasis. 2021 Jan 10;19(1):58-67.
modified Delphl tEChnlque with 3 pane' of Response time to treatment Bleeding adverse events 2. Volker LA et al. Real-world data confirm the effectiveness of caplacizumab in acquired thrombotic
expe rts Composed Of four haemato_oncolongtS’ | Recurrences (exacerbation and relapse) | Serious bleeding adverse events thrombocytopenic purpura. Blood Adv. 2020 Jul 7;4(13):3085.
h t | h . . d t . Composite outcome (aTTP-related death, aTTP recurrence, or at least one major Gingival bleeding 3. Dutt T et al. Real-world experience with caplacizumab in the management of acute TTP. Blood. 2021 Apr
d pharmaceutical chemist, and one patient. thromboembolic event during the treatment period of the clinical trial) 1,137(13):1731-40.
e For the qua“ficati()n' the results of Composite outcome (Death or refractoriness within 30 days of diagnosis) Epistaxis 4. Coppo P et al. A regimen with caplacizumab, immunosuppression, and plasma exchange prevents
. . Refractoriness unfavorable outcomes in immune-mediated TTP. Blood. 2021 Feb 11;137(6):733-42.
effectiveness and Safety obtained through a Exacerbation 5. Zheng XL et al. ISTH guidelines for treatment of thrombotic thrombocytopenic purpura. International

Society on Thrombosis and Haemostasis. 2020.

systematic review of the literature (statistical

Number of days of plasma exchange

. o . e 6. Mingot Castellano ME, Pascual Izquierdo C, et al. Recomendaciones para el abordaje clinico de pacientes
Slgnlflcance), theraPEUtIC threshold values Number of days of hospitalization con purpura trombocitopénica trombotica. Med Clin (Barc). 2022 Jun 24;158(12):630.e1-630.e14.
(Cllnlcal SlgnlflcanCE), and degree of 7. Estrada-Orozco K et al. Manual metodoldgico para la elaboracion de evaluaciones de efectividad clinica,
acceptability (Willingness to use the technology) seguridad y validez diagnc').stica de techc.)llogl'as en salud. Instituto de Evaluacic?n Tecnologica en S/alud. 2022.

. CONCLUSIONS 8. |ETS. Manual para la solicitud y emision de conceptos sobre las evaluaciones de tecnologias en salud
were considered. realizadas por terceros. Instituto de Evaluacidon Tecnoldgica en Salud. 2021
R L R TN lelle JeTaloReTel ol 1 JIIATANIIECN oG SIV\ Treatment using caplacizumab together with plasma exchange and immunosuppression was R | o N | |
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SN clo|Ngllo I R B Sl EMIEN el (oo SIS considered superior for the standard treatment of aTTP, since it showed clinically significant Study sponsored by Sanofi.
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same panel of experts. benefits in critical outcomes and has a safety profile which is not different from its comparator.
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