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Pre-clinical research in developing a molecul
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(PET 92%% SPECT 76. 8%?‘3?( SPECT;LE{&? H B & o=t F-18 Flurpiridaz
fY Lantheus Medical Imaging Ine!l 7 5 &+ 6 F] [ F[?S‘gﬁ SRV phase 3
i A R R o R SR e S s PV R TSPV EY 100 KR STV 1,350

RUHE 7 PETC Pl g jY o 272 SPECTS Il 1 55 J F i e R ol H 22 %
P RO [0 351 (efficacy) o e B E- (U9 PET S g Y %

PO | J\HJF&E"V%& FUF SPECT-w 4 J 3= 55 B il 7 [0 E'JElfJ%fEBELﬁ‘[J » B 5

A A R BRI T B PR ST R o R S E A T SV ] e

(2) Neuroscience
+ = ﬁ’ﬁ?ﬁé‘@%@/%?ﬁﬂ@iﬁﬁé’iiﬁiﬂm@ Bk 5 5L B-Amyloid imaging
48 By > fE A F Y 26 & H,ﬁlﬂgg"ﬁj{mﬁ?}ﬂ » Brain tumor imagingf| 33 iy (&
# 15#%%) - Dopamine transporter/vesicular monoamine transpofbPAT/
VMAT) imaging [ ] 13 &7 (Z & 25%F) - Small animal imagingf| 28 iy
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(DLB) ~ 1 74 "% Frontotemporal dementia (FTD) 1 & 5% Vascular
dementia (VaD) =757 {55 5%~ 10%~ 5%% 5% ([ 45 PiB+py < F ¥
[WIEp 32 6k & ny AD > P[] E 71%- FECPR S 3 > aibl3& 5 & 1000 ~ &y
HE AN B B-Amyloid 5“’§Ji[l 32 {* (Cognition decline)s’f{‘%‘g[ff@?%*
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C-11-PiB ; quﬁ At N # [ H(PiB+) 5 E YA R =5 A (hlppocampal atrophyy
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ik s;fﬂ;iﬁ F feopu e [t R R py S e 3 B! Alzheimers Disease
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TS TR S B P A ST 18 SRS T 213 (] - AL
¥l gy Phase 2affi % @R ads 0 =V H & -pipvd = 0 E Wlf&glﬂ% LTl
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Phase 2avafi {0 1V 9 » RIf| % 7 ’F}”EI?JEIEFJ HF FUH ~ SUVRs(Standard uptake
value ratios)» PET 5% APOE: pfjﬁl%«g'[‘;& A N B B A F e A
73 ﬁﬁ liﬁ B &2 - FE} F-18-Florbetabers Zf{% iV phase 3"} F¢ &
=17 2009 % 9 F[ UV AT~ [ B RIS 40007 T 2014 F F A5
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Wl @ T A 0 - i o e Bayer PRl My @ At
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v B-Amyloid yRAE - [ 42 (7] l1FY 29 {§](69%)5" 34 fL % Ak (hippocampal
atrophy)> ¥ 1 & AVsifix 13 ﬁjﬁﬁ%}%ﬁ FUAR ¥ > 9 [51(20%)-{I] AD > 3
7] £% frontotemporal dementia(FTD} 1 ] dementia with Lewy
bodies(DLB)- * [1%] 33%F1 | B-Amyloid 714 (AB-positivefy it & » 1 7]
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AB-positivefiy F;t?ﬁﬁj@’?? AD py = EL AB-negativefiy 7 [th‘ ) S IR A
FApy MCIL EVE sy AD pu P e 1.3 ff', o ¥f¥> F-18-Florbetaben
BRI EUR % SUVRs & o5 A7y 7 ) 20 BT i E By AR Y (sensitivity)k f—f
- 1% (specificity)si Hll &L 94% vs. 100% 74% vs. 74% fj:&ﬁ: % (accuracy))
Wil £ 84%%~ 87%: |1 1% ] {fi (Positive Predictive Value,PP\®) [ 4 5 ]
il (Negative Predictive Value, NPV} [l £% 73% vs. 74%> 94% vs. 100%
S [ Alzheimers Disease Neuroimaging In|t|at|ve(ADN§[[al“” RIS
B Py 2 SR B R [l LR 1 2004 5 85 T RS S S s f R A 38R
m# %”Fjiﬁé?%ﬁﬁii'\ﬁ(l\/lm) Y (PET) TR AT A
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Pt #2: PET/CT Fusion Images
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of Large Liver Lesion, Portacaval LNs, and
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EORAT Y 53 RBRTTEEGR DRV EE T PV RS Sl sk o NIRERS
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(4) General nuclear medicine
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é&iﬂmﬂf HF) 215 Ry 0 W E Py A R ?ﬁ, [*] 57 1% (endocrinology):
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F A TRl B e Dr. Laura Drubachs * #33# 500 it F-18-NaFFi
F2 o O 450 [ RL PR A 1 —fﬂ jﬁ By N TR B i w7 (stress
fracture) - P} 50 {IEL 2 pI & > F-18-NaF i’ 5 2529 [T 2] 774 i 447
(Spondylolysis): jiij &« i [I & N9 s ﬁ’?iﬁ’?}ﬁfj_ﬁr@}ﬁ AN FEFQ’: X K
i ‘,S’*“ EFI(skeIetaI survey) i EpaE U S Al XL ‘E*“ EFﬁF rig
4 > F-18-NaF PET & v i [l & i fY [V 5 & (sensitivity) s ETJI —-
(specificity)=® X & I:ﬂ ‘ﬁ’;‘ EFI(skeIetaI survey Fifik > ik T o

#*Z ~ F-18-NaFt 3’*@53@&%@%%{35@{@{@3%— {E5

F-18-NaF skeletal survey
sensitivity specificity sensitivity specificity
All fractures 85% 97% 72% 98%
Throax 92% 96% 68% 98%
Post ribs 93% 93% 73% 99%
S p ] #5528 Dr. Andrew QuonE™ & '] 21 b S RY F Jﬁrﬁ%é{‘“[ﬂﬁ e

(spinal arthrodesis) fi# /] P Ff & {1 > @& CT % MRIAG £ 23 5 i
A9 RLH % = F-18-NaF PETIFLJE » A N E [ [ SE ] i (Positive Predictive

Value , PPV) [& % 5] i (Negative Predictive Value, NPVJ)i ] £ 93%*
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PIER SRR B BRI STRUNE R PR T F-18-NaF
PET St Fte = i o e [ 3oy i i R Mg > 8 2D iR = R [
Cfy PRSI S g o P+ F-18-NaF PET/CTEIY HIEE 11 45 # SNM[iu the

Image of the Year Award['[ + -

"8F-NaF PET/CT Evaluation of Cervical Spine Fixation Hardware

L‘rD M] P PED'ET
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q%ﬁ' - ~ SNM pv the Image of the Year Award
F-18-NaF & [ &g i sy )] £ B H F“ rﬁ“ FY 5 (MIP: Maximum

Intensity Projection)

4t B Royal Marsden Hospitaly L.I. Sonoda™ * i #7 [t F-18-FDG
PET ¥ In-111 labeled leucocyte scintigraphy(In-111-LS,-161-WBC)¥[ 4+
T PRUN 32 BE(fever of unknown origin, FUOYMf< ] ﬁaﬁm\gﬁﬁ,\l 21
RUH ] 3 (14%)8 ] DY In-111-LS PRI 8 i (38%)5 ) T i
ﬁj fv F-18-FDG~ % » |’ 1 F-18-FDG:! ® Hr{ﬁ Y A7 (sensitivity) Ak 5
afi I BTA In-111-LS % F-18-FDGpYaF & % (sensitivity)si [l 55 30%% 60%>
i} - 1 (specificity)l] 15 1009 82%-

[l 4 Dr. Kazuo KubotaX™ * i 6 fﬁﬁ%?ﬁ%i{@?v pu 81 fF RLHE S
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—~ 1% (specificity)~ FDG score’ clinical impact= [ # =

T g R R )

5 M A I e B AR

% (sensitivity)» ﬂi
R AL

tumor/granuloma [ ix {&~3- 1% infection~ arthritis/vasculitis/collagen disease

k> others/unknownr clinical impact® 21 #5pY FDG score“iﬂﬁ'[ﬁjﬁfi%%ﬁ ’

iy BT Y AR T EEﬁ [ 5153 B 55 81%~ 75% > P F-18-FDG PETj: %

HHIEN IR E E«Lﬁ [y clinical impact » 34 T PFRCPN 38 S5 Fig
3 RS
# =~ ~ F-18-FDG PET“TQ?EITFJ}%[*'QE pJ il
Arthrltls/
Disease . Tumor/ Vasculitis/ Others/
. Infection
categories Granuloma Collagen Unknown
disease
No. patients 29 8 21 23
FDG score 2.5 2.6 1.7 1.3
Sensitivity 89% 100% 65% 0%
(24127) (717) (11/17) (0/1)
Specificity 0% 100% 50% 84%
(0/2) (1/1) (1/2) (16/19)
Additional 76% 75% 43% 23%
information (22/29) (6/8) (9/21) (5/122)
Clinical impact 2.1 2.3 1.4 1.2
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= = £ MRI Y fgﬂﬁﬂﬁm’ﬁ P PET T IR PET/CT i {7214 lymph node(LN)
S SRS B 2 S MR (100% vs. 73%, 100% vs. 87%)f = )
MRI 5 5 b 0 B o o S Fl i PET/CT #;(99% vs. 92%, 96% vs.
82%) & 1 ¥ - Ga-68 DOTATOC PET/CTY 2 £ MRI [ #Erfi (T & 3
Il EL 91%K 92%- I'| i ip i (ileal carcinoid 72 5= B[y i g [ = 1% 1 >
MRI & F » (&4} PET/CT>PET>CT -

A F] S.Orsola-MaIpighiJ\%‘%Bﬁ%%ﬁ% Valentina Ambrosini=™ * ']

204 © i 79 51 4GS [ 53 156 9% 1K 3% 7 Ga-68 DOTATOC PET/CT i
A B E J’;ta Y 38 (sensitivity) s ;JJ I (specificity) i [l £ 87%%

95% > HILRL [i' Yl (9T 0 G e R A O T R P A ] o3 i R | f‘,
A AR g 1 R (PPV)M I R (NPV)IA P -
#. 4 - Ga-68 DOTATOC PET/CT# ﬁ B F“’ PR AR ﬂl— 1%~ [#

TS0 il (PP V)R [ 14 55 i (NP V)

Overall | Primary | Liver | Lymphnodes| Lung Bone
Sensitivity (%) 87 82 87 74 75 90
specificity (%) 95 88 100 100 100 99
PPV (%) 96 96 100 100 100 81
NPV (%) 84 62 77 87 99 99

Ga-68 DOTA somatostatin analogues PET/QW & & 4 ] ﬁt £Y

60194% » = RIfl=s somatostatirr&’ﬁ%ﬁlfiifﬁﬁjFﬁ% B SRS B A ] 5T

PR LT R R AL SRS O R Q@\ R 7 ) 9
BUH 5T 109+ IR i RO (1 0 «Ji?fﬂpéﬁé
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FRASE 7] 73 % B R 1 RUR O L o gt A SR RO O R o1 IR (45%) % T R
(41%) - S5 35 K7 RLH po %ﬁ@ip@’t?ﬂ—lﬁ DU R R R HUPV AL [T
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BEEs N.F. Schreiters * I'] 22 fb 32 80 #55 [°] 55 V4 D (B 5] 1 s
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# 2 « PET/CT- MRI % Fused PET-MRRY ¥ i i i1 0 5 -1 =i

Fused PET-MRI| Ga-68 DOTATOC Gd-EOB-DTPA
PET/CT MRI
Sensitivity (%) 91 74 88
specificity (%) 96 88 87
PPV (%) 97 93 93
NPV (%) 87 69 83
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Visual Clarity

Normal Scan Abnormal Scan
“Comma"-shaped "Period"-shaped
Possible essential tremor Possible parkinsonian syndromes

Scans do not represent actual Please see Risk and Safety !
orientation within the patient’s head. Information about DaTscan in the

Brief Summary on inside back cover.
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See the Difference




A Breakthrough in Diagnostic Imaging

Be Ready to Reveal the Difference With
DaTscan™ (loflupane | 123 Injection)

The first and only FDA-approved visual adjunct imaging agent
to aid in the differentiation between essential tremor and
parkinsonian syndromes

Go to www.datscan.com to learn how to set up your lab
as a DaTscan Center of Excellence

Important Risk and Safety Information About DaTscan

INDICATIONS AND USAGE: DaTscan is a radiopharmaceutical indicated for striatal
dopamine transporter visualization using single photon emission computed tomography
[SPECT) brain imaging to assist in the evaluation of adult patients with suspected
parkinsonian syndromes (PS). DaTscan may be used to help differentiate essential tremor
from tremor due to PS (idiopathic Parkinson’s disease, multiple system atrophy, and
progressive supranuclear palsy). DaTscan is an adjunct to other diagnostic evaluations.
CONTRAINDICATIONS: DaTscan is contraindicated in patients with known hypersensitivity
to the active substance, any of the excipients, or iodine. DRUG ABUSE AND DEPENDENCE:
loflupane 1-123 injection is a DEA Schedule Il controlled substance. A DEA license is required
for handling or administering this controlled substance.

Please see additional Risk and Safety Information about DaTscan in the
Brief Summary on the page preceding this advertisement.

Customer Service 800 292 8514 (option 4)
Reimbursement Hotline 800 767 6664
Medical Affairs 800 654 0118 (option 2)

www.gehealthcare.com
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HIGHLIGHTS OF PRESCRIBING INFORMATION

These highlights do not include all the information needed
to use DaTscan safely and effectively. See full prescribing
information for DaTscan.

DaTscan (loflupane | 123 Injection) for Intravenous Use, Cil
Initial U.S. Approval: 2011

INDICATIONS AND USAGE

DaTscan (loflupane | 123 Injection] is a radiopharmaceutical
indicated for striatal dopamine transporter visualization using
single photon emission computed tomography (SPECT) brain
imaging to assist in the evaluation of adult patients with
suspected Parkinsonian syndromes (PS). In these patients,
DaTscan may be used to help differentiate essential tremor
from tremor due to PS (idiopathic Parkinson's disease, multiple
system atrophy and progressive supranuclear palsyl. DaTscan
is an adjunct to other diagnostic evaluations. (1)

DOSAGE AND ADMINISTRATION

* DaTscan emits gamma radiation and must be handled with
safety measures. (2.1)

« Measure patient dose by a suitable radioactivity calibration
system immediately prior to administration. (2.1)

« Administer a thyroid-blocking ogent at least one hour before
the dose of DaTscan. (2.2)

» The recommended DaTscan dose is 111 to 185 MBq (3 to 5
mCil. (2.4

* Begin SPECT imaging between 3 and 6 hours post-
injection. (2.6}

DOSAGE FORMS AND STRENGTHS
2.5 mL of sterile solution for intravenous injection in a single-
use vial (74 MBq (2 mCil/mL at calibration time). (3]

CONTRAINDICATIONS
Known hypersensitivity to the active substance or to any of the
excipients, or to iodine. (4)

WARNINGS AND PRECAUTIONS

* Hypersensitivity reactions have been reported following
DaTscan administration. Have anaphylactic and
hypersensitivity treatment measures available prior to
DaTscan administration, (5.1)

« Administer a thyroid blocking agent before DaTscan
administration. (5.2)

ADVERSE REACTIONS

Hypersensitivity and injection site reactions have been reported
following DaTscan administration. (6.2) In clinical trials, the
most common adverse reactions, headache, nausea, vertigo,
dry mouth or dizziness occurred in < 1% of subjects. (6.1)

To report SUSPECTED ADVERSE REACTIONS, contact GE
Healthcare at 1-800-654-0118 or FDA at 1-800-FDA-1088 or
www.fda.gov/medwatch.

DRUG INTERACTIONS

Amoxapine, amphetamine, benztropine, bupropion, buspirone,
cocaine, mazindol, methamphetamine, methylphenidate,
norephedrine, phentermine, phenylpropanolamine, selegiline,

uj

sertroline, citalopram and paroxetine may interfere with

DaTscan imaging. (7) The effects of dopamine agonists and

antagonists on DaTscan imaging have not been established.

USE IN SPECIFIC POPULATIONS

* Pregnancy: No human or animal data. Any
radiopharmaceutical, including DaTscan, may cause fetal
harm. Use only if clearly needed. (8.1)

* Nursing Mothers: A decision should be made whether to
interrupt nursing ofter DaTscan administration or not to
administer DaTscan, taking into consideration the
importance of the drug to the mother. (8.3)

* Pediatric: Safety and effectiveness have not been
established. (8.4)

See 17 for PATIENT COUNSELING INFORMATION.

Revised: 1/2011
See package insert for full prescribing information.
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Manufactured and Distributed by
GE Healthcare, Medi-Physics, Inc.
Arlington Heights, IL 60004 U.S.A.
DaTscan is a trademark of GE Healthcare.
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