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[ Abstract] Objective: To conduct a comprehensive clinical evaluation of albutrepenonacog alfa (rIX-FP)
for the treatment of hemophilia B. Methods: Based on guidelines, literature, and publicly available data, and
following the PICOS principle, rIX-FP was compared with plasma-derived FIX, standard half-life recombinant FIX
(SHL rFIX) , and extended half-life recombinant FIX (EHL rFIX) across five dimensions: efficacy, safety, suitability,
innovation, and economy. Results: The evaluation results indicate that rIX-FP has potential advantages over other
FIX preparations in terms of reducing the annualized bleeding rate, increasing the proportion of patients with zero
bleeding events, and improving joint health, with consistent trends observed in the pediatric subgroup. The safety

profile of rIX-FP is comparable to that of other recombinant FIX preparations, with no unmanageable safety risks
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observed. Regarding suitability, rIX-FP is available in five dosage specifications, offers flexible dosing options,

and requires no special storage conditions. In terms of innovation, it utilizes albumin fusion technology to extend

the half-life, thereby reducing dosing frequency and increasing trough levels. As for economy, although not yet

marketed in China, international data suggest that long-term treatment ( =3 years) with rIX-FP has a cost advantage

compared to SHL rFIX and rFIXFc. Conclusion: Based on available evidence, rIX-FP demonstrates certain clinical

advantages in the treatment of hemophilia B. However, head-to-head comparative studies and local pharmacoeconomic

evaluations are still warranted.
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Il ; eftrenonacog alpha & Hy IfiL , & 15 ALl B 45 ; nona-

cog alfa g IfiL . 3¢ 55 FH L . 5% 79 #1473 ; nonacog gamma

R4 FAERS Bili FEA RV AS 5 FEARRE

it ST BRL A BRI 5 nonacog beta pegol Sy 3k
S L ZLBE X T H 42 5 FE A BE 125 (proportional
reporting ratio, PRR) #i23{E (4 > 1 000) , 7] g 5 ik &
BB INEE 5 OR N A O AUE R E S Rl =
%, ANBE A [R) Tl PR XU f4 246 X A5

25 PT % PRR 95% CI ROR 95% CI EBGM 95% CI
albutrepenonacog-alfa 45 AR Ifi 487 1 106. 98 1106.90 ~1 107.07 1380.25 1246.30 ~1528.60 1 030.67 930.64 ~1 141.45
H 1 292 73.26 73.16 ~73.37 83.01 73.44 ~93.82 72.91 64.51 ~82.41
T B 99 12.00 11.81 ~12.20 12.47 10.19 ~15.24 12.00 9.81 ~14.67
A5 i 65 773.59 773.35 ~773.84 794.58 617.26 ~1022.84  735.55 571.40 ~946.85
151 62 4.81 4.56 ~5.05 4.91 3.81 ~6.31 4.81 3.73~6.18
B 52 14.00 13.73 ~14.27 14.28 10.85 ~18.80 13.99 10.63 ~18. 41
%45 Hi 44 2.58 2.28 ~2.87 2.60 1.93 ~3.51 2.58 1.91 ~3.47
UL P ot 43 311.17 310.87 ~311.47 316.70 233.53 ~429.47 304.84  224.79 ~413.4
46 5[] 42 9.47 9.17 ~9.77 9.62 7.09 ~13.06 9.47 6.98 ~12.85
7 il ) £ 16] R 38 129.41 129.09 ~129.72 131.42 95.26 ~181.31 128.3 93 ~177.01
eftrenonacog alpha i 1 869 117.63 117.57 ~117. 69 146. 43 135.90 ~157.77 116.22 107.86 ~125.22
BRI 196 249.13 248.99 ~249.27 260.73 225.54 ~301.41 242.88 210.1 ~280.78
8] 133 5.65 5.48 ~5.82 5.80 4.88 ~6.89 5.65 4.75~6.71
e 96 13.82 13.62 ~14.01 14.10 11.52 ~17.27 13.80 11.27 ~16.89
5 93 3.0l 2.81~3.21 3.06 2.49 ~3.75 3.01 2.45~3.70
S i 92 657. 10 656.89 ~657.31 671.15 542.23 ~830.72 615.24 497.06 ~761.52
JHe A 452 5 70 33.49 33.26 ~33.72 34.02 26.85 ~43.10 33.38 26.35 ~42.29
£ 69 12.54 12.30 ~12.77 12.72 10.03 ~16. 14 12.52 9.87 ~15.89
ER-Z i 69 885.91 885.66 ~886. 15 900. 05 702.11 ~1 153.78 811.45 633 ~ 1 040.21
oA 58 26.74 26.48 ~26.99 27.08 20.89 ~35.1 26.67 20.57 ~34.56
nonacog alfa H 1 761 102. 47 102.4 ~102.53 124.12 114.75 ~134.26 101. 64 93.97 ~109.95
A B 189 287.02 286.88 ~287.16 300. 08 258.96 ~347.73 280. 62 242.16 ~325.17
KRG 107 69.68 69.49 ~69.86 71.42 58.92 ~86.57 69.30 57.17 ~84.00
2 f51 91 3.79 3.59 ~4.00 3.85 3.13 ~4.74 3.79 3.08 ~4.67
UL A 84 1.42 1.20 ~1.63 1.42 1.15~1.77 1.42 1.14 ~1.76
Pa I R AE 77 235.29 235.07 ~235.51 239.54 190. 81 ~300.71 230.97 183.99 ~289.96
B 76 14.35 14.13 ~14.58 14.59 11.63 ~18.31 14.34 11.43 ~17.99
IX P 40 57 11343.56  11343.20~11343.92  11494.97  8023.4 ~16 468.62 5955.84 4 157.13 ~8 532.82
PaE 57 1.93 1.67 ~2.19 1.94 1.5~2.52 1.93 1.49 ~2.51
45 55 7.96 7.69 ~8.22 8.05 6.17 ~10.50 7.95 6.09 ~10.38
nonacog gamma H 1. 26 93.3 92.95 ~93.65 110.94 72.93 ~168.78 93.27 61.31 ~141.89
XA 7 243.24 242.51 ~243.96 254.18 119.15 ~542.24 243.02 113.92 ~518.44
i R 3 5.94 4.82 ~7.06 6.04 1.93 ~18.91 5.94 1.90 ~18.62
B 3 19.77 18.65 ~20. 89 20.13 6.42 ~63.08 19.77 6.31 ~61.96
A B 3 5.66 4.54 ~6.78 5.75 1.83 ~18.02 5.66 1.81 ~17.74
nonacogbeta pegol %5 3 8.8 7.7~9.89 9.34 2.90 ~30.11 8.80 2.73 ~28.36
i 3 41.02 39.92 ~42.11 43.81 13.59 ~141.21 41.01 12.72 ~132.2
g 3 17.88 16.79 ~18.98 19.06 5.91 ~61.44 17.88 5.55 ~57.64

PRR : Lt B % 45 L A8 L 325 , proportional reporting ratio; ROR : 4 /5 HU A L ¥: |, reporting odds ratio ; EBGM ; 28 86 U1 11 3; JL{A] °F- ¥ {f , empirical bayesian geometric mean;
PT: i BEAR I, preferred term ; 5328 B 2278 o 71 HORNE 43 Lo, 3% S 00 15 1 vl (37 80 DY 36 6] B 47
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