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Introduction

« Hemophilia A (HemA), congenital factor VIII (FVIII) deficiency, is a potentially life-threatening or seriously debilitating lifelong condition®.

« ltis an inherited, rare disease caused by mutations in the gene coding for FVIII that result in a FVIII deficiency and leading to progressive joint destruction.

* Prophylaxis in the form of regularly scheduled intravenous infusion of FVIII replacement concentrate is the standard of care to prevent bleeds and their long-term
consequences’.

« The disease occurs worldwide with an estimated incidence of 1 in 5.000 male births and affects males predominantly?.

 In Turkiye, the number of patients diagnosed with HemA were estimated 5.055 for 20183.

« The study aims to compare the lifetime utilization and cost of an extended-half life recombinant factor VIII (rFVIII), the damoctocog alfa pegol, with reimbursed standard half
life (SHL) factors (octocog alfa, moroctocog alfa, turoctocog alfa) for the treatment of HemA in patients with age = 12 years in Tirkiye, from the public payer perspective.

Methods

* In the Turkish setting, a cost-minimization model was developed using Microsoft Excel® 2013 to estimate the lifetime treatment utilization and cost associated with
damoctocog alfa pegol vs SHL rFVIII molecules for the treatment of HemA.

» The summary of product characteristics was used to retrieve dosing regimens for each molecule.

* While calculating annual utilization per kg, it is assumed damoctocog alfa pegol is used twice a week with maximum dosing of 40 IU/kg and SHLs are used with their average
dosing.

« Dosing under prophylaxis treatment for each rFVIIlI was obtained from literature*8. Annual bleeding rate was used as 3.7 for all rFVIlIs%1°,

+ National weight and mortality data were used. Drug prices were gathered from Turkish official sources as of May 2022 and discounted by 3% (pa.a).

Treatment Posolo Dosing Under Prophylaxis
9y Treatment (IU/kg) Age Average weight (kg)
Damoctocog alfa pegol Twice weekly 30-40 |U/kg 35.5
. 11-18 68.9 kg

Octocog Alfa 3 or 4 times /week 20-40 IU/kg 34.5

3 times/week 20 -40 U /kg or 19-44 79.6 kg
Turoctocog Alfa 3 times/week 20-50 1U/kg 456
Moroctocog Alfa 3 or 4 times /week 20-40 1U/kg 30.6 45 + 78 kg

The matching-adjusted indirect comparison demonstrated similar annualized bleeding rate with lower utilization for damoctocog alfa pegol versus SHL (octocog alfa),
supporting the assumption of equivalent efficacy between included treatment options.

«  Damoctocog alfa pegol had the lowest lifetime IU utilization of any available reimbursed rFVIIl, and reduced lifetime factor utilization between 16% and 32%.

«  When compared to SHLs and taking into consideration damoctocog alfa pegol 's premium price per IU over SHLs, damoctocog alfa pegol generated lifetime cost savings of
1.95 million TL to 4.65 million TL per patient, with overall saving ranging from 8% to 19%.

* As aresult, damoctocog alfa pegol was estimated to be the least expensive option.

Additional Drug Cost Over Additional Drug Cost Over
Additional Lifetime IU Utilization Over damoctocog alfa pegol Treatment damoctoc(_o}glg_)alfa pegol damoctoc(c;/g)alfa pegol
0
Octocog alfa (Kogenate®/Kovaltry®) I 16% Octocog Alfa 2.737.742 11%
(Advate®)
Moroctocog alfa (Refacto®) T 17% Iﬁ;?/gﬁ;ﬁ?@ﬁ)dfa 4.645.772 19%
Moroctocog Alfa
Turoctocog alfa (Novoeight®) I 32 % (Refacto®)g 2.562.828 11%
Octocog Alfa
Octocog alfa (Advate®) I 17% (Kogengte®/Kovaltry® 1.950.292 8%

Conclusion

« From the perspective of the public payer, damoctocog alfa pegol demonstrated good efficacy while being the lowest cost-generating option for the treatment of HemA
patients in Turkiye, when compared to existing reimbursed SHLs.

References

Snvastava A, Brewer AK, Mauser-Bunschoten EP, et al.; Treatment Guidelines Working Group on Behalf of the World Federation of Hemophilia. Guidelines for the management of hemophilia. Hemophilia. 2013;19(1):e1-

2. Natlonal Hemophilia Foundation. Hemophilia A. 2017. https://www.hemophilia.org/Bleeding-Disorders/Types-of-Bleeding-Disorders/Hemophilia-A. Accessed August 6, 2017.

3. Malhan S, Oksiiz E, Antmen B, Ar MC, Balkan C, Kavakli K. Cost of hemophilia A in Turkey: an economic disease burden analysis. J Med Econ. 2021 Jan-Dec;24(1):1052-1059.

4. Reding MT, Ng HJ, Poulsen LH, Eyster ME, Pabinger I, Shin HJ, et al. Safety and efficacy of BAY 94-9027, a prolonged-half-life factor VIIl. Journal of thrombosis and haemostasis : JTH. 2017;15(3):411-9.

5. Tarantino MD, Collins PW, Hay CR, Shapiro AD, Gruppo RA, Berntorp E, et al. Clinical evaluation of an advanced category antihaemophilic factor prepared using a plasma/albumin-free method: pharmacokinetics, efficacy,
and safety in previously treated patients with haemophilia A. Haemophilia. 2004;10(5):428-37.

6. Lentz SR, Misgav M, Ozelo M, Salek SZ, Veljkovic D, Recht M, et al. Results from a large multinational clinical trial (guardian1) using prophylactic treatment with turoctocog alfa in adolescent and adult patients with severe

haemophilia A: safety and efficacy. Haemophilia. 2013;19(5):691-7.

7. Recht M, Nemes L, Matysiak M, Manco-Johnson M, Lusher J, Smith M, et al. Clinical evaluation of moroctocog alfa (AF-CC), a new generation of B-domain deleted recombinant factor VIII (BDDrFVIIl) for treatment of
haemophilia A: demonstration of safety, efficacy, and pharmacokinetic equivalence to full-length recombinant factor VIll. Haemophilia. 2009;15(4):869-80.

8. Manco-Johnson MJ, Kempton CL, Reding MT, Lissitchkov T, Goranov S, Gercheva L, et al. Randomized, controlled, parallel-group trial of routine prophylaxis vs. on-demand treatment with sucrose-formulated recombinant
factor VIII in adults with severe hemophilia A (SPINART). Journal of thrombosis and haemostasis : JTH. 2013;11(6):1119-27.

9. Batt K, Gao W, Ayyagari R, Deschaseaux C, Vashi PB, Yao Z, et al. Matching-adjusted indirect comparisons of annualized bleeding rate and utilization of BAY 94-9027 versus three recombinant factor VIII agents for
prophylaxis in patients with severe hemophilia A. J Blood Med. 2019;10:147-59.

10. Fischer et al 2013 Intermediate-dose versus high-dose prophylaxis for severe haemophilia: comparing outcome and costs since the 1970s. Blood 2013 122(7):1129-136).

B
A Buket Saribal

BAYER Bayer Turk Kimya San. Ltd. Sti. @bit.Iy/ISPOREU20228aribaI ]
R 34770 Istanbul, Turkiye k



https://bit.ly/ISPOREU2022Saribal

	Slide Number 1

