24Ra standardization:
radiopharmaceutical perspective
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e Current status: clinical phase 2b trials
- mid-2024

* Produced and analysed in Oslo,
Norway

* Delivered ready-for-use to several
sites in Norway, Sweden, Belgium,
Spain, and expanding.
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1) The dose calibrators on clinical sites can
be of different models and vendors
(Atomlab from Biodex, IBC-Lite/VDS from
Comicer, VIK from Veenstra, etc.). They
are diverse, but very typical.

2) Dial settings in clinics are set under
Oncoinvent supervision. According to
our standard, “All affirmative
measurements should be found within
5% of the decay corrected activity”

3) In practice, the results are within 2,5%.




Quality

i Calibration standard ONCO

Invent

m ——= @ l ‘ Clinics

—

invent

Y

Invent
Dose calibrator dial setting for Radspherins

W e 11
THF location: 05,9182

Toble & Dy Comcon Tatl .
[ Time from referenc [Oscay Gorrsction| | Time fram refarence | Bscay Carrection
time (days: hours) ‘Factor time (days: hours) Factor s i i
|n| 1 day: 41 hours wn ===
o L. 020
e « j— P~
invent (e
! o000 .. ot Ctts O St o Al 105 7 Vo o 2 o 22
Certificate Calibration Standard invent
For radiosctive soluton or suspension: i s gy A = Dose calibrator dial setting for ine
” = = ¥ lecasion: 111
TP et a1 62
Samgle contaner type: 10 mL Type | vial o 4 KT . = fabier
Nomed samcl cuany (i 11  BackgroundiCatcutution _ —
Ratoonce incre B o
Nuckde Radhum 224,36 Days hatito
- ot s sty , o g et
(M) i rfornce v acien
Technical data - wiin R
Rtereoce i e 0
Bah ruter e rsmspgo )
[TT—— 07 Oste and e ot dose
Caean 30 st
0y ent Messursd sctty n 28 Sap 2 (@ [
0 days; +18 h Decay. acthty of 1 |
0 days; $20 e reference (MBq) r
[
0 day 421 b Oute and e f Al
. iossrarant |
oo (oo §7 || ‘
s anpas sz Contaminston et peR—————— 7| et )
G coracae scovy of
1 days; 0 hes retaverca (MBI
Dt st of Al
Vismsanaed 3
Addisons! information - o - ~ 7 (MBg) /
Docay comcted sty of 7
—— “ St bg —
RAD-18-001 JrrT—y ol
OncimentAS erin® 1 ‘ hhmen Amates 7
Radsph s e e = = Vean et 3 (4B3)
injeksjonr'# i ]
Dore Catoratos mamdocare
Do Catestor mocel ATONLA
Moo 447 4587220 Doz Cobrator saratrrmber
Towe clbeaton peeneaty p
pp—
Oncoimemnt AS « TI: [+47) 22 18 33 06 - Gulihaugveion 7. 0434 Oslo, Norwery * www.oncoirr Emal L
cncomeaoncoinvent.com - Or. . 95704488 S =

P 2ot




Quality

i alibration standard OoNCoO

onco

invent

ot v 2022

Certificato C:

Hbration Standard

For roscactue souon o mapensn:

Nuckde Rachom 24,36 Days hatite

Tochnical data

Radioactey ot rference date and ime: 107 MBQst

L T L Ly T er—————r—————

OnceinvntAS

Nosya varuh

S vty Contrs Scionts

ot premee

ot A8 < TH (47} 22 18308 -
ancommrigoncomnt om0 o | Rezan BADRINN | e s ek

[ T T p—"
ay 1 Target st I
ke e | 4coamss | Wiy
o i
i
priaey
) (O s
A et
o
[T T Fer e A torial
o228 e s Radioaktivt m?
e ouceamns | aars o RAD-18-001
Tt z et
i = Radspherin®
L epann inj.klio“""”k.'

Fartcl sire ot | 4346600005

domL Ve 58
1a8 kBt T g |
ns‘l;‘,” 1200 M

azo

oA
TR

FE 0G93

EOP0ME v U1

i
Tl it poomednalzed TS T0T
Cammemsanianens

[

0 S gy
e L —




Quality

oo ANalytical method:
Instrument

. NuDat 3.0

Laboratoire National

LNHB

Henrl Becquerel

Radioaktiv maters®
RAD-1B-OOr1'3
Radspheri
injeksjonr/2ske: )
om CHhe g AR
Timaperton@d 2
148 keamt TE gD f
ansedato/ o o
l): J




owa  Analytical method: org?
parameters Inv

INTERNATIONAL CONF;
REQUIREMENTS FOR REG,
Use

'CE ON HARMONISATION of TECHNICAL
TRATION OF PHARMA CEUTICALS FOR HUMAN

1CH Harsonisen 7, RIPARTITE GUuDELINg:

Varma TION OF Axg LYTICAL PRO('EDI,'RI.'N:

* Sample preparation

— g ° G e O m et ry * s 3

* Sample size (volume)

6 Nove, e
{2eoPorated in Novoraber o9y © November 1996

Pu; e 27 October 1994
" Guideline on .Hmhoda!np;v dated

ideling fos been d,, 5
has boen Sudject t, cOnsuly Sy 2 o i

Muciide:  RA

: viate ICH Ecpers by,
Do 41 515, 5755 hotm by 1 et eloy Dartie i ceont A Cronp ang
rSlatory bog,,, - g <5 the final drafy o OnCE with the I02y
¥ e Baropean Uniom, . fapan and frgy "% for adopriys o the
Energy 240,387 keVl
Tl
e

- * Distance from detector
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* Sample size (activity -> dead time)
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UNITED STATES DEPARTMENT OF COMMERCE
National Institute of Standards and Technology
Gathershurg, Manyland 20893

% NPLE

Mationsl Physical Laboratory

Denis E, Bergeron
Research Chemist
National Institute of Standards

and Techsology
C O 100 Bureau Dr., Stop 8462

‘Gaithersburg, MD 20899-8462

NPL REPORT CMES (RES) 058 denis.hergeronnist gov

Gro Elisabeth Hjellum
Head of Quality Cantrol
Oncoinvent, AS
Gullhaugveinen 7

0484 Oslo

Norwa;

hiellum@ Oncoinvent.com

Re: ONCOOI Report of Test

STANDARDISATION OF *Ra

Dear Dr. Hjellum:
Enclosed here, please find the report of test describing the NIST primary standardization

of *Ra activity. This report marks the conclusion of “Task 1, as deseribed in agreement
ONCOO1. Please contact me if you have any questions regarding its content.

JOHN KEIGHTLEY

NPLML - COMMERCIAL

NsT
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Questions?
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