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Request for patient FVIII pharmacokinetics (PK) based

on population model approach (WAPPS)

Patient ID: LN

(Patient ID is provided for tracking purposes) OCtaphal’ma D\BE"I;ELJT:%% ID

Patient information

Date of birth

Body weight

&/

(TTRETRBRVBSE D) 6 E

(mostcurrentas possible) | e

Residual activity FVIII:C %

Height | cm E

(AAAMDD) ’

FVIIEFEE

Main intention* for the PK analysis

This information is required for the PK analysis.

% aw 3% [Ohigherat . %FVilC

O Prolongation of injection interval

1. Please indicate the minimum FVIII trough level which you are aiming to achieve.

2. Please indicate the primary reason for requesting a FVIII PK analysis:

1. BENSTME

[J Reduction of dose

Other:

2. EYEEEhZ
KitE 9 BIEH

*Whether the individualisation is possible depends on the PK profile of the patient.

Homecare nurse support

[ 1 confirm the patient would like to receive homecare nurse support to collect blood samples.

[ #5HEROLER
L RSEDRHE

Please, turn to the next page.

octapharmar

For the safe and optimal use of human proteins

AEICERLER—1YID

::’:ttil::lt Ill?:s provided for tracking purposes) ;Q%‘ E
RERIE. R THRE

Administration of Nuwiq® for the PK analysis j:n,%g
Recording date and time is essential X ==}
Date (DD/MM/YY):

Start Time: (hh/mm) o Stop Time: (hh/mm)
Total dose*: I.U. *any usual dose is valid for PK analysis using WAPPS
bz | b=l =0
FVIII:C determination ;Rumﬁlftmtﬂpﬂﬁ
Please specify which assay for FVIII:C determination will be used: ‘:‘ ;;EIEI_EQ;%\ ﬁ%%&\ ﬁt%%
D Dr\e-stage assay: Spec\fy equ\pment, reagent, etc.:

and LOQ (level of quantification): . lu/mL *ﬁﬂjlzﬁg?
> Spegi Ay
[ chromogenic asa: spcty equipment, reagen, et U] SHEEE. thes. BEF
and LOQ (level of quantification): . lu/mL *ﬁﬂjl‘ﬂﬁ

Recording date and time is essential Please complete

Time in relation Time of blood withdrawal
to inje

h/mm)

6 hours (30 min) post

24 hours (£2h) post ﬁm E . ﬁmﬂ%rﬁ “ % VI " ?iﬁ'&

48 hours (+2h) post

**72 hours (+2h) post

*24 h sample is specially recommended to be included in the analysis. At least one of the two samples 6 or 48 hours samples are considered to be important for a more
accurate Population PK based analysis

**72h sample can be useful when a patient half-life is expected to be particularly long,
Contact details of person who completed this form ‘

Name: Institution:
Telephone: E-Mail:

S Z JEA 2
Contact details of treating physician if different from above (lﬁ%t;f&éiﬁn) ;EéE
Name: Institution:
Telephone: E-Mail:

| request an analysis of FVIII PK based on population model approach (WAPPS) for this patient. | confirm the patient has
expressed informed consent to enter the PK data in the WAPPS system.

Signature of treating physician: LN Date:

Please send completed form to WAPPS-Hemo service
by email: wappshemo@mcmasterhkr.com

octapharmar

For the safe and optimal use of human proteins

NBIFHETICRIEEERBTREM N DT T
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7232 UIITARNIT#+—L
AEICERLER—(yI D

ﬁﬁ P EE Patient ID: - ;Q% E
& Nuprequ, (Patient ID is provided for tracking purposes) ;ﬁ%ﬁyﬁﬂ%%ﬁ\ }Q%ﬁg?ﬂ%ﬁaﬁ

Administration of Nuwiq® for the PK analysis j:n,%g
Request for an individualised anaIyS|s Recording date and time is essential RTE

of FVIII pharmacokinetics (PK) Date (DD/MM/YY)
Start Time: (hh/mm) o Stop Time: (hh/mm)

Total dose*: I.U. *in the GCP-study GENA-21, 60 =5 1U/kg were given
Patient ID: LN .
(Patient ID is provided for tracking purposes) OCtapharma b‘BEﬁEbrc%g ID FVIII:C determination ;R“EE;E *ﬁtﬂl‘ﬂﬁ
Patient information If local lab is used, please specify which assay for FVIII:C determination will be use ‘:‘ ;ﬁ@_gﬁiﬁ\ 1‘%%&\ ﬁ%%

n D one-stage assay: specify equipment, reagent, etc.:
L o (ATHETSBRY EE D) I E on6 100 Gt contcaton: ot TRHIFRST
- =t

Residual activity Fvu:c -~ [ % [] chromogenic assay: specify equipment, reagent, etc.: l:‘ g’ﬁgg;ﬁ\ *%E%gs EK"%%

% VI " E?iﬁ'ﬁ and LOQ (level of quantification): . lu/mL *ﬁﬂj BE%

Main intention* for the PK analysis Recording date and time is essential Please complete only if local lab is used"
1. Please indicate the minimum FVIII trough level which you are aiming to achieve. Time in relation Time of blood withdrawal FVIIEC (IU/ml
L . . . to injection (hh/mm) :C (IU/ml)
This information is required for the PK analysis.

1% 2w [O3% [Ohigherat  %FViIlC 1. BES 7{E Before Nuwig® infusion

P N N N 30 min (£5 min) post
2. Please indicate the primary reason for requesting a FVIII PK analysis:
*1 hour (£5 min) post

g :ej::j::oo: Z:;jemon o 2- E%gﬁgﬁ*ﬁ E *3 hours (15 min) post
¥5ﬁ§'5i§ﬂi 6 hours (30 min) post gm]E\ ﬁﬂﬂﬂ%ﬁa‘i\ %Vl" ?iﬁ.&

Other:

“Whether the individualisation s possible depends on the PK profile of the patient. l:‘ ;ﬁ% Fﬁ BE (D i-[_EE *9 hours (1h) post
NE=} 24 hours (+2h) post
[ w580REE

Requirements for the PK analysis *30 hours (+2h) post

] 1 confirm that the patient currently has no bleeds. 48 hours (£2h) post

. . 72 hours (+2h) post
7 1 confirm that the patient has had a wash out period of at least 72 hours**
“For the most accurate analysis all 10 samples must be taken. If all 10 blood samples cannot be taken, those with * may be omitted.

**For the most accurate analysis the patient should have a 96 hour wash out period. *#1f the LabCorp central lab is used, please complete the sampling kit request form

Contact details of person who completed this form
Homecare nurse support Name: Institution:

[] 1 confirm the patient would like to receive homecare nurse support to collect blood samples. Telephone: E£-Mail

Contact details of treating physician if different from above

Name: Institution: (lﬁ%tﬁféi%i%ﬁ‘) ;EgEa)iEﬁﬁ

Telephone: E-Mail:

EVEBREERORY

Please, turn to the next page.

[ B CES(CHMARL
[ DM &B7 285 DIAZERIBN H 2

| request an individualised analysis of FVIIl pharmacokinetics for this patient.

Signature of treating physician: .\ Date:....

HIEDES
octapharmaor by ema PRNuPrevia@accovion com | octapharmar

For the safe and optimal use of human proteins For the safe and optimal use of human proteins
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Request for patient ID/Form [NuPreviq Option1/Option2]

X=X

Hello,

We need a request form for NuPreviq PK service(Option1/Option2)

with patient ID number for Doctor “EEf&" in“"E&EtEEE", 44", Japan.

Thanks for your support.

(A7vav1)
RYIRAI—REANUI I AN I #— LZRHT BEFDA— LDV TGEY
s

Request for analysis of PK [NuPreviq Option1]

X=X

Hello, we would like to request a population-based analysis of FVIII
pharmacokinetics(PK)[NuPreviq Option1].

Please kindy find the attached request form with necessary information.

Best regards,

(F7°v3>2)

CliniPace N\UI I AR T #—L%&iRHT DX —ILXDURE!
&

Request for analysis of PK [NuPreviq Option2]

X=X

Hello, we would like to request an individualised analysis of FVIII
pharmacokinetics(PK)[NuPreviq Option2].

Please kindly find the attached request form with necessary information.

Best regards,
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