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Product Name

AManufacturenr
/distributor

Bicengi

neering

Cell Type
Used in
Culture

Aminnal
Prorein in
Culrure

DMethod of Viral
Inactivation o
Depletion

Srabilizes in
Final Vial

Doses for Routine
Prophylaxis

Per Manufacturer’s
Prescribing Informaromn

Advate SHIRE INone Chinese Third/ 1. Dmsounoaffinity: 1 1) 25 40T kg 34 timesiok
(B azcalea, Hamster None chromatography or every three daws to
Baccter) Ovary 2 Solvent/detergent 2 maintain trough level = 1%
CCEHO) 23 Adjust dose based on
clinical response
ADYINOWVATE SEHIRE PEGuwla | Chinese Third/ None | 1. Immmunoaffinity 1. Manmirol 1) Adults. adolescents =12 yo
Approved 2015 (Baxalta. tion Hamster chromatography 2. Trehalose 40-50 IU kg 2 times a
Baocter) Orvary Solvent/deter gent wreels
(CHO) (Tris'polysorbate 2) Children =12 wo
S0y 55-70 I/ke 2 timnes a
weeks
3) Adjust dose based on
clinical respomnse.
AFSTYLA CSI Behring Single Chinese Third/ None | 1. Solventvdetergent | Sucrose. 1) Adults. adoles =12yo:
Approved 2016 chain Hamster 2. Wanofiltration. Gmg T 20-50 TU/ kg 2-3 times wic.
TEF I Orvary ZOmum 23 Children —12yo: 30-50
CCHO) T kg 2-3 timesiwik.

3) More frequent or higher
doses maw be reguired o
account for the higher
clearance in voung
children

Produouct Name

MEanufacturesr
sdiseributor

Cell Type
Tsed in
Culrure

CGemnera—
sion
Human o
A i al
Prortein in
Culture

Afethod of Viral
Inactivation o
Depletion

Seabilizer in
Final Vial

Doses for Routine
Prophyiaxis

Per Manufacturer’ s
Prescribing Informarion

ELOCTATE BIOWERATIWV B Fiurxaars T sl 1. Detergent Sucrose 1) SO IU'kg every 4 days.
Approved 201, (Biogen Idec) Do Embryonic None (Polvsorbate 200 Adiust to 25-65 TU/Ke
revised 2016 Deleted | Kidney 2. ™Nanofiltration. 15 every 3-5 days based on
- I=G-1 CHERD nm clinical response.
Feo 2) Children—=6 vo: 50 IUlkg
domain 23 Awic. Adjast dose to 25—
Fusion 65 Ii'ke every 3-5 daws
Protein 3) Children may Toequire up to
S0 ILi/kg given more
frequently.
Kogcnate ES Bayer None Baby Second 1. DmsmunoafFinity Sucrose. 1) Adults: 25 IU kg
Helixate FS (Fielixate FS™ Hamster Human chromatosraphy o_9-1 3%/ vial 33¢ per week.
* distributed Fidney Plasma 2. Solvent/deter gent 23 Children: 25 IU/kE every
by CSL. CBEIE FProtein other daxw
Behring) Solution
Fowvaltry Bavyer INone Baby Third/ 1. Detergent Sucrose. 1%% 1 A e e i
Approved 2016 Hamster INone 2. MNanofiltration T ke 2-3 3wk
Fidnery SOnm 2) Children =12 Years: 35-50
C(BEIE) s 23 X'“’l{ o OO
33 Adjust dose based on
clinical response
NovoEight Nowvo INordisk B- Chinese ThirdT™Noie 1. Innmmunoaffinity Sucrose. 1) Adults. adolescents: 20-50
(Bagsvaerd. domain | Hamster chromarosraphy 3 me'mlL. I ke 330 wik or 20—40
Drenmark) truncate ra 2. Solvent/derer gent IUke QOD
a CCEHOY 3. ™Manofilter. 2O0nm 2) Children <12 yx

S0 IU/ke QOD

4) Harrison's Principles of Internal Medicine. 19e. 2015.
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6) MASAC RECOMMENDATIONS CONCERNING PRODUCTS LICENSED FOR THE TREATMENT OF HEMOPHILIA AND OTHER
BLEEDING DISORDERS. National Hemophilia Flundation for all bleeding disorders, MASAC Document#253. Revised April 23, 2018
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7) Consultative Hemostasis and Thrombosis. 4e. 2019. chapter 3. Hemophilia A and Hemophilia B
8) Conn's current therapy. 2020. HEMOPHILIA AND RELATED CONDITIONS

9) Rodak’s Hematology. 6e. 2020. Hemophilia A Therapy

10) Guidelines for the management of hemophilia_ WFH 2™ edition.. 2012
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11) MASAC(The Medical and Scientific Advisory Council) Recommendations concerning Products Licensed for the Treatment of

Hemophilia and Other Bleeding Disorders. 2018.
12) Guidelines for the management of haemophilia in Australia. 2016.
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O [AFFINITY, 124 oAt sEXIE]14) 12M] o|ate] == &4 Al5)slX}

LIQAl HES @ (n=27))E& a2 C|7|zaH

aM oMM,

(n=173, X 28 (nh=146) vs Z
open—label, H|F2r2[ H{A 1/34F 1A
of Z&E(AsBR)16)2

33 23,
Il_l_ ===

oFESt "I Y
- (&M HIIXIE) 1At "ot Xzl ERE 47t
7 ¥ F33 F04Z(n=79) SULL 0.03/(AHEHL?| Q1: 0.0, Q3: 3.6),
7A QY F23| F0iZ(n=47) SLEL 0.08/(AFEH?] Q1: 0.0, Q3: 1.1),
LAl & % ZAZL 11.733(Q1: 2.8, Q3: 36.5)2 LIENL
=4 1.933[(Q1: 0.0,

oyl 733 =0iZ 3

(ABR)172 7Xl 2
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= dEEHA #R

= ZIEEE
Q3: 4.9), 74Xl 2 —7|S2§| F0i7 ULk
QAl 25 QYT UL 19.645/(Q1: 6.2, Q3: 46.5)F =
Study 1001(12~65A))
FX| 28 (N=146) ZIQAl & 28 (N=27)
ABR
Median (Q1.G3) 1.14 (0-4.2) 19.64 (6.2-46.5)
AsBR
Madian (Q1.Q3) 0 (0.0-2.4) 11.73 (2.8-36.5)
RS UIER 63 (43.2%) 1 (3.7%)
AMAHoMe REM HIIZT
= & 835712] £E eventofl Cish MEES| EExE =1t excellent 603
21(72.2%), good 18071(21.6%), moderate 5271(6.2%), poor or no
response= SEEX| AUS. 2k 80.9%2 AR XHES 2ol AMHE
TS| F0{2 =H0| 7S5t 228 F04 12.6%, 32I Ol’é,L £0{ 6.5%)
UAMAIE AFT|ZE St £ X2 UUS.
o oF F2!31|(|nh|b|tor in—

- (e M "IIX|E) FVviel
14) Mahlangu J, et al. Efficacy and safety of rVIII-SingleChain: results of a phase 1/3 multicenter clinical trial in severe
hemophilia A. Blood. 2016;128(5):630-637
15) FVII activity < 1% g}
oF Mg Zl7] Zo zpukz) %g;}gzﬁ
& AdEFolgta & 55 dAv T e x4
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17) Annual bleeding rate, 1'\d%<¢F A EE



cidence 0%(95% CI, 0.0-2.1)) 174™H2| &XI & 113H(64.9%)0| &
292712| X2 SSMEHZS dHE. o[MEEe F8L= 77%7t 4350|
Reni JtE =t o[MEE 2 H|elFRY, AEE, F30[s. =4
HEHE O|MEIS R 7.5%7F e
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= 12
ance 3.05mL/kg per hour& H&l K &HAHS PK(=12 to <18M)= A
2 (=18AMl)2} CIE2X| LUS

LS AA 3 -
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(@]
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» E5|, BHE FoiZ2 =HE AP 85.9%(298WH), 23 Foiz =HEl &
Xt7t 9.8%(34W), 35| o|M FoiZ2 =HE 2HAI} 4.3%(15H) 2 LIEH,
= FAIEFAMS| median ABRE 3.69(Q1, Q3: 0.00, 7.20)0|A1,
median AsBR2 0.00(Q1, Q3 : 0.00, 2.20) O|AUS.

-—

Study 3002 (12A o|gh
7AI 28 (N=80) LAl 25 2% (N=3)
ABR
, 3.69 (0.0-7.2) 78.56 (35.1-86.6)
Median (Q1,Q3)
AsBR
_ 0 (0.0-2.2) 31.76 (0.0-42.7)
Median (Q1,Q3)
Zero bleeding o
episodes EHAt= 21 (26.3%) 0

AMAEHA M| EAM HIIE D]
— [ "HIIX[E] FVIIL| &= d=EX 2%20d(inhibitor incidence
0%(95% CI, 0.0-5.6)), 64H2e| =Xl & 18374 SEX|= O|AHEIZO]
LIEFGD CHEE(137724)2 Zdol(mild), 4242 &SSX(moderate), 442

18) Stasyshyn O, et al. Safety, efficacy and pharmacokinetics of rVIII-SingleChain in children with severe hemophilia A: results
of a multicenter clinical trial. Journal of Thrombosis and Haemostasis, 15: 636-644

19) A 84S excellent?} goodol af|detc}t H715E 2
- Excellent: £ T oF 8AJ7F ojyjel] &8 7(]64 gl gk E%
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=SS (severe) 22 LIEHA,
- [2Est G| E] U718 AMEE Z3f, 6M| o|gtlMEs B310.4h, 6

-

M~12AM| o|gt aXIZoM= HF 10.2hE LIEH

O [Of=HIO|Ex CHH| k=St WIHX[E dH{W][20) ool 82Xt =g HAH =
XAN2E H2(=E= 1502 ol4), 18M~65A4 HH S5 E9H A X
2 H&(h=27)22 =L (O =HOIE Foix) tHH| MM ZF2| PK, HHH
S2 gelst Anf

- (F=st "X E) 7= MEET 14.5h, =T 13.3h& F2leh &t
O|& E¥1(p=0.0013), F0{ = 48A[ZI0A AIHE Fo{7 FVII 4
of ZE EHAZOIA >1%=2 LERSL tixd 2HAFoM=E 257

(2/27) 1% oO|2to 2 L}E}L

20) Klamroth. R, et al. Comparative pharmacokinetics of rVIII-SingleChain and octocog alfa (Advate) in patients with severe
haemophilia A. Haemophilia (2016), 22, 730-738
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