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The Development of TRODAT-1 in Taiwan
TRODAT-14£ & B R RN

Dr. Chia-Chieh Chen (R E %)
Director of Radiog;’armaoeutical

Production and Marketing Center

Bc'. Atomic Enersv Council, Exacutive Yuan
o Institute of Nuclear Energy Research

F15H



%%_:IQ The C
~

omparison of the Radiopharmaceuticals
for Imaging Dopamine Neurons

F-13-FDOEA, DaTRCAN Te-50m-TRODAT-1
Fadiopharmacesheals | F-18-FRIT Dopascan®
charactenstics Altropan=®
Imaging modality FET SPECT SPECT
Wery expensive not Widely available Widely available
widely availabla
Radinizotops F-18 I-123 Te-50m
Produced by cvelotron | Prodoced by Elutad by Bo-00)
cvclotron Tc-5%m generator
Half-lif= 10% min 13 2hr &hr
Price Yery expensive Yerv expenzive Affordable + theprice
about 1/6~1/10 comparad
te F-13-FOD A or
DaT3CAN
Availabalits Fessarch only Cannot be delivered | All-in-onelit can be
to long distance prepared for on-site
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’%g)- The Improvements of TRODAT-1 Kit

Improvementofthe Stabality
of TRODAT-1lizand

Using solubility promotar
to stabilize lat forrmulation

Manitol @

Extend the radioartivity
and voleme of Te-80%m

S0 mCi' 0.2 mlee 40 mCi1' 5 ml

FITH



% INER TRODAT-1 Kit
The First Commercialized Technetium-99m DAT Imaging Agent

(o]
¥ Aallin-one kit formulation for the preparationof ", (\¢

Tc-99m-TRODAT-1. LA
# The second radiopharmaceutical being —f
commercialized as imaging dopamine transporter 04.
in the world. The formulation is patented in
Tatwan, ROC.
i . . To93m TRCDAT-1
® Obtained the PIC/S certificate in 2014
cARRLESanTe 2 '.: . _’ vy
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{%—The Milestones of Developments TRODAT-1 Kit
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)

“~wa The Formulation of INER TRODAT-1 Kit

e’ el

® TRODAT-1 - 3HCI 0.126 mg

® Stannous chlonde dihydrate 0.032 mg

# Sedium glucoheptonate 032 mg

» N.EDTA - 2H,O 0.93 mg

®  Mannitol 20 mg

® Sodium phosphate dibasic, anhydrous 4.1 mg l]
® Sodium phosphate monobasic 0.46 mg

F20H
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The Puritv Tests of TRODAT-1
Tc-99m-TRODAT-1

Punity of TRODAT-1 precurser = 90%

Ligand &

ITE T e Nt S T e

NEEERERE

ECP of Te-99m-TRODAT-1>90%
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INER’s Patents for TRODAT-1

FHEZH

B OmE P L CENE RS YL RMA KRS E
(¢S RTR5)

FEENERST 2mE-Or- TRODAT- L& & 1 2t 2
ERAXE(FERTRS)

— & #TRODAT-1E # L £ F(F ERE 34))

— 8 4 #TRODAT-15 %= ¢ X %895 % (¢ SRE 34))

A novel tachnology for the purity 232y of TRODAT-1 2w
materizl

_’Ibdmology for the daterminztion of impuritizs in TRODAT-1

Z*I.:w B =

'..J renas

.._0’.

!:-'_“oxu}ﬁ.... . [~ \’i
. 'i\:“. z‘
7y S »’-1"' ¢
.-. P k']uo':u: Ak ‘

mngJ

12w materizl

A novel technology for the purity 2s=y of TRODAT-1 2w
materizl (R E RS T HE

Technology for the determination of impurities in TRODAT-1
wmsterizl (A D XS FTRE)

£-00n-TRODAT- IR # L2 R oW F 2 (FERT R4

Mathod for testing radiochemical purity of Ic-99m-TRODA-1 (
FEET

F22H

e N __ em——
- "o ‘Jo ’ e ;_:,I-... % T
.C‘ .:. & fote _l =
= W ~
n —1- K
f AR :i. e
:. : s".
- PURRUR | po—
3 . ) 3 .
- »
B-o - T
s X
T




Przparation of Te-95-TRODAT-1

.-1.'..’:_".2:51{1{'1'. oIimzgss

F28H

Administration of Tc-992-TRODAT-1

enlntion 4 Spp— )
solution inkavenously

Imzging 2 patient on 3 SPECT



The Clinical Utility of Tc-99m-TRODAT-1

S

Normal

Parkinson's disease

The differentiation between a normal and abnormal distribution is primarily

based on shape which reflects differences of uptake intensity.

F24H



% International Sales and Collaborative Studies

_ 2 Germagy (Collaborave stodies
...... = - with Lodwig Maximitiag

= - Uatversity of Munich
(2002~2004)

Tarkey (Collaborathe
stodies with Dolsz
Eyhl Unrversity in
2010-2012)

o X '~ afel - - X Taraal (Collaborative
3 = ~ . stodies with Edita

Wolfson Madizal

Cactar ia 2012.2014)

----------

(Signed Distribus
agreamant with BMT MMM w0ce

Condas 1 1999-2004) Indiz {32ies 3i0ce Fab 2011)

Eraxl] (Collaborative stodias
Czils with Universideds Fadaral
(Sates since Nov 2005) éa 330 Paulo 40 2003~2011)
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{—2?. The Publications Using INER TRODAT-1 Kit
B Taiwan (SCI papers)
® 88 publications (SCI papers)
® Period: 1999-~-2013
B Brazil: Unmiversidade Federal de Sdo Paulo
® 15 Publications (SCI papers)
® Period: 2003~-2011
P Germany: University Munich
# 4 Publications ({SCI papers)
® Period: 2002-~-2004

F26H
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The Sales of INER TRODAT-1 Kit

Year Quantity (vial) Notes

2005 341 |Sales starting from Nowv 2005

2006 1,987

2007 1,329

2008 2,238

2009 1.661

2010 1.936
Signed Distribution Service Agreement with

ou 3.697 Sal distributor since Aug E{%I 1

2012 4,008

2013 4,906

2014 6,468

2015 3.400 (Signed a hicensing out contract with GMS m
July

Total 37.561

F21H




Thank you for your attention!
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