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Clinical Studies

1. Locally Advanced or Metastatic Breast Cancer

1.1)
12)
1.3)
1.4)
1.5)

Second line HER2-Positive: CEREBEL
Second line HER2-Positive: BORELO-3
First line ER/PR Positive: MINT

Second line ER/PR Positive: FERGI
Inflammatory HER2-Positive : BI 1200.89

2. Advanced Stage Lung Cancer

2.1)
2.2)
2.3)
2.4)
2.5)
2.6)
2.7)

First line, stage IIIb-IV squamous cell NSCLC: SQUIRE
First line, stage I1Ib-IV NSCLC: AFFIRM

First line, stage I1Ib-IV NSCLC: OSI-906-207

First line, stage IIIb-IV squamous cell NSCLC: IDEate
Maintenance vaccine, stage IIIA-IV NSCLC : RACO

First line, extensive stage Small Cell Lung Cancer : IDEate

Retrospective study: EGFR mutation in NSCLC

3. Prevention of Chemotherapy-Induced Nausea and Vomiting

3.1)
3.2)

Highly emetogenic chemotherapy: HEC

Moderately emetogenic chemotherapy: MEC

4. Third line Sarcoma: E7389-G000-309

5. Cancer-related symptomatic thromboembolism: CATCH

6. First line, Glioblastoma: ACT IV

7. Second line , Hepatocellular carcinoma: REACH

8. Melanoma: TEAM
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1. Locally Advanced or Metastatic Breast Cancer

1.1) Second line HER2-Positive: CEREBEL
%’ﬂ‘[ﬂﬂmi(Eng): A Randomized, Multicenter, Open-Label, Phase Il Study of Lapatinib plus Capecitabine versus
Trastuzumab plus Capecitabine in Patients with Antracycline- or Taxane-Exposed ErbB2-Positive Metastatic Breast

Cancer

%@Tﬂiams('lml): NNIANEIASENARTNILEET 3 wuudnisgunisineuaslidlndanisinunsesanawi ity
(Lapatinib) el dauiuanalgnniu (Capecitabine) WFaUlgUAUN19F NI U981MINAYTUNL (Trastuzumab)
ileldsuiusaLEaniu (Capecitabine) Iupiiﬂfml,ﬂumlﬁ’\ﬁLﬁ’]’mm:mqﬂmmﬁmﬁﬁL’Ei“uﬁmm (ErbB2) Wluuanuaziag
IaFunefnesasanguiaunsfanau (Anthracycline) WSNgNUNALIL (Taxane) NIMBY

Status: [Asan1sitiasugilasneuniviuan luaeudguigy 2555 (Early Termination)

Target Total screened Randomized subject Screening failure
(%) (%)
10 3 2(66.67) 1(33.33)

#91l Recruitment rate 152411l 2555 Tasams CEREBEL

CEREBEL

12

—f=target

== actual (cumulative)

Ne.of randomized subject
o

2 ? = L L i
1]

Dec-11 Jan-12 Feb-12 Mar-12 Apr-12 May-12 Jun-12

Recruitment time
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1.2) Second line HER2-Positive: BORELO-3
%ﬂiﬂiﬂmi(Eng): A Randomized Phase 3, doubled blind, placebo-controlled multicenter trial of daily everolimus in
combination with trastuzumab and vinorelbine, in pretreated women with HER2/neu overexpression locally advanced

or metastatic breast cancer
Falasams(lng): n19AnE3dea1eesleaa svash 3 ananniiy wuugn UnTavieaedsiu ATLANALENUAEN
Tnalindusanduaamsaygudusazanlalusadulududenidulsanzdafiuuadaninisuaniaanaesdunzid

w@asy (HER2/neu) Wnniiulil szazqnanuiensiiviassazunsnszans ameliiunisinmuinen

Status: Tasugilosdsanlasenisudaluaeuiumey 2555

Target Total screened Randomized subject Screening failure
(%) (%)
3 1 0 1(100)

@31 Recruitment rate 152411l 2555 TAsams BOLERO-3

BOLERO-3

3.5
E 3 *» G - - o
S 25
-
2 2
g
S 1.5 —t—target
g 1 —m—actual (cumulativa)
2 05

0 = - - i i

Dec-11 Jan-12 Feb-12 Mar-12 Apr-12
Recruitment time




1.3)

First line ER/PR Positive: MINT

sovuds:aU 2555
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%’a‘fﬂiami(Eng): A Phase Il, Randomised, Double-blind, Placebo-controlled, Multi-Centre Study to Assess the Efficacy

and Safety of AZD8931 in Combination with Anastrozole, Compared to Anastrozole alone, in Post-menopausal Women

With Hormone Receptor-positive, Endocrine Therapy-naive, Locally-advanced or Metastatic Breast Cancer

Falasams(lne): n1s@nuszazi 2 Lmuzg'uﬂﬁéa”ﬂimLLW'V]ﬂ’LL@x;ﬁﬂqa”l,sim’mmﬁmmmﬁﬁﬂ IneAauANAatvaan

o = oA R a a o = ) 9 = o
NINITANINREILL NN LW@ﬂﬂiﬁ’qﬂﬁ‘zmmﬁmﬂLL@zﬂQ’]Nﬂ@ﬂﬂﬂﬁlﬁlﬂ\?ﬂq LALLTEAA 8931 iqﬂﬂﬂﬂuqﬂimﬁtsﬁ@ LLG‘FJUL‘V]EUﬂU

| = o o A 2 o o a - o Yo o o
ﬂu’mimﬂbﬁ@ﬂﬂ’]\umﬂq IumeﬂMNmﬂiszm’au eﬁﬁmqﬁ‘uﬁﬂﬁﬂuuumqlﬁﬂ@@Lﬂu‘]_l']ﬂ LL@:&NVI,N Lﬂﬂiﬂiuﬁﬂﬂﬂuuquﬂ

lufilaanzidusinuuninisgnaisiansivizaunsnszane

Status: lasugilasndrsanlasanisuaaluanungeniau 2555

Target Total screened Randomized subject Screening failure
(%) (%)
6 8 5(62.5) 3(37.5)
@31 Recruitment rate 1szan1l 2555 TAsams MINT
i
@ 6 * 4 * = + CJ
)
. ./. .
-]
5 4=
5
s 3
= 5 —t—target
qg 1 == actual (cumulative)
=
0
Dec-11 Feb-12 Apr-12
Recruitment time
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1.4) Second line ER/PR Positive: FERGI
%'ﬂiﬂ‘mms(Eng): A phase I, double-blind, placebo-controlled, randomized study of GDC-0941 or GDC-0980 with
Fulvestrant versus Fulvestrant in advanced or metastatic breast cancer in patients resistant to Aromatase inhibitor

therapy.

dalasams(lne): nnsfneideanungy Tmﬂﬂnﬂm%@g@mﬁ”ﬂm%mmﬂm wagldamaenidunguacunu szesd 2
denfonifieulsraniuaaeaniefnefansn GDC-0941 vidas GDC-0980 $axfuien Fulvestrant funnainmdassn
Fulvestrant iigesiaifanlugtatuziasussazgnanaiaunsnizanaiinasesndudaiaulofazlaniag (Aromatase
Inhibitor)

Status: riauinsugilaednsanianig

Target Total screened Randomized subject Screening failure
(%) (%)
10 3 2(66.67) 1(33.33)

@51l Recruitment rate 15411l 2555 Tasams FERGI

FERGI

12

——target

No. of randomized subject
o

== actual (cumulative]

AL AL AL AL Al
e o e ot %

Recruitment time
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1.5) Inflammatory HER2-Positive : Bl 1200.89
%’ﬂiﬂﬁ‘amﬁ(Eng): An open-label, phase Il trial of afatinib with or without vinorelbine for the treatment of HER2-

overexpressing Inflammatory Breast Cancer.

Falasams(lne): n1sAnw13daszasd 2 wuudawaaaing1ress1a NIRRY (afatinib) Taalisanusalusandusn
Auuafisatiy (vinorelbine) Tun135nenlsAN s 3 F N UNSNIALNNN1TLaAIBBNIR9EW HER2 H1NN31UnRA

Status: maudasugilaendnsanlaznis madiasnluaeusuaian 2556

Target Total screened Randomized subject Screening failure
(%) (%)
4 2 2 (100) 0 (0)

@51l Recruitment rate 1l5z411l 2555 TAsams BI 1200.89

B1 1200.89
4.5
L i e
3.5
3
2.5

No. of randomized subject

1 / i i i i / —¢—target
0.5 == actual (cumulative)
g ——- T T T T 1

Al Al Al Al
3\}:\ 5239 = ‘.\O‘l

Recruitment time
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2. Advanced Stage Lung Cancer

2.1) First line, stage llib-IV squamous cell NSCLC: SQUIRE
%‘Biﬂ‘a‘ﬂﬂ’]i(Eng): A Randomized, Multicenter, Open-Label, Phase 3 Study of Gemcitabine-Cisplatin Chemotherapy
Plus IMC-11F8 versus Gemcitabine-Cisplatin Chemotherapy Alone in First-Line Treatment of Patients with Squamous
Stage Illb or IV Non-Small Cell Lung Cancer (NSCLC)

pe] = a o ~ e = o a v ao oA = o -

Fdalasams(lna): nsAne3descasi 3 uuugdn Wawedesn aAnfiunisluanniiuideuanaus adnsnislieail

o o A o N a a o s = = o o No o & Y

tniadelsznausasananlaniu-Tanasiu saunuenlednd-1 11evs niauimauiunislieaiiniadlsynausos
= a a 1 = d‘ ¥ o ?/ d’j L @ a o all 1 1 =3

ananlamdu-danarauetranes e ldidunisfinunduingwludleelsanziilentinandanlaldmadian

= = = A oa A
(BueaTuant) luscash 30 vivalusran 4

Status: fasugilaendsaulasenisuan ludeunun1iug 2555

Target Total screened Randomized subject Screening failure
(%) (%)
10 7 4 (57) 343)

@31 Recruitment rate 1szantl 2555 Tasams SQUIRE

SQUIRE

12

10 & $ ¢+

) ——=target

No. of randomized subject
)

—#—actual (cumulative)

AY AL ;
o 3’0“‘\’ ¢&°

Recruitment time
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(2.2) First line, stage Illb-IV NSCLC: AFFIRM
%ﬂiﬂiﬂﬂ’]‘i(Eng): A Randomized Phase 3 Study Comparing First-Line Pemetrexed plus Cisplatin (Followed by
Gefitinib as Maintenance) with Gefitinib Monotherapy in East Asian (Never Smoker or Light Ex-smoker) Patients

with Locally Advanced or Metastatic Nonsquamous Non-Small Cell Lung Cancer)

Fdalasams(lna): nsAnyAdeuuugusrasi 3 WenBauiaunisineaifusnaasNmsnasaN AU Tanasiu
Y Ao aa o oA o o Y Aajaa A \ = o = o Ay
(audsenanfitliduntsinwsaiiias) Aunisinesaenaiiduinesadenosludileae Ganciueen (Mldne
dl A del dl 1 < v 1 a ¥ dl < dl 1 1 & < a all 1 1 o &
quuiTvsafnaguyiTiineuiandeausianuda) aaiulsanzideleadsldldmaduuinian alanlaldawnodaciag
SLHTANANIANITI WTBTZRZTILNINIZANE

Status: Dasugilaendrsanlarnisuaa luaewumie 2555

Target Total screened Randomized subject Screening failure
(%) (%)
12%* 11 10 (91) 109

* finadindnuaugthedihnneann 8 9ne 1y 12 918 lwheunaiax 2554

#51l Recruitment rate 1l5z411l 2555 TAsamMs AFFIRM

AFFIRM

14
12 4 & + + o
2
2 10 ./._./—-—I
?
= B
5
- 6
c
1
= 4
o —t—target
o 2
= =—@—actual (cumulative)

0 T T T T 1

s AL AL AL AL
o o €< wet pe*

Recruitment time
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2.3) First line, stage llIb-IV NSCLC: OSI-906-207
%ﬂiﬂ‘iﬂﬂ’]‘a‘(Eng): A Randomized, Double-Blind, Placebo-controlled Phase 2 Study of erlotinib (Tarceva®) in
combination with OSI 906 or placebo in Chemonaive Patients with Advanced NSCLC with Activating Mutations

in the Tyrosine Kinase Domain of the Epidermal Growth Factor Receptor (EGFR) Gene

Falasams(lng): nsAnw3Ideszesh 2 wuugn Unilavivaadsinu mauANAdEEIuaeNeElaasla Nty (NF191®)
d‘ Yo o A v < a dl [ 1 & < dld v
ldsanduelataale-906 vissmaan ludilaalsanzidaulenalianlildmadauindn ssazqnann ARNINsEFY

o a = N aa - s A o = \ [ No o ]
ﬂ’]?ﬂ@ﬁﬂwuﬁﬂuUiL'}vaVlIibﬁuiﬂLumIﬂLNuﬂu’aWmeais\lfa@(l:ﬂa‘w LL‘V\lﬂme (@@L@V\Iﬂ'ﬁ‘) "TNVLNLﬂﬂiﬂ?uﬂqLﬂNUqUﬂNqﬂﬂu

Status: Dasugilaendrsanlarenisuaa luaeuriuengu 2555

Target Total screened Randomized subject Screening failure
(%) (%)
10 21 3(14.29) 18 (85.71)

#71l Recruitment rate 1szan1l 2555 Tasams 0SI-906-207

OSI1-906-207

12

10 — & \ ¢ ¢ ¢ ¢ 5 \ *—

No. of randomized subject
[=)]

2 = = = = = { =—f=—rfarget

—@—actual ([cumulative)

0 T T T T 1

¢ ¢’ g 1
ge.‘-"x ?e\o,'& po e w{\,ﬁ, Pp%:&

Recruitment time
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2.4) First line, stage lllb-IV squamous cell NSCLC: IDEate
%'ﬂ‘l:ﬂﬁ\im'a‘(Eng): Randomized, Multicenter, Double-Blind, Phase 3 Trial Comparing the Efficacy of Ipilimumab
in Addition to Paclitaxel and Carboplatin versus Placebo in Addition to Paclitaxel and Carboplatin in Subjects
with Stage IV/Recurrent Non-Small Cell Lung Cancer (NSCLC)

dalasems(lng): n193fuszasil 3 fulunsideluvaianiiiy IREIL:HY ﬂﬂﬂm"ﬁﬂgjﬂmﬁﬂm%\ﬁ 2 dhenfleFanifiay
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2.5) Maintenance vaccine, stage llIA-IV NSCLC : RACO
%’a‘[ﬂeﬂmi(Eng): A prospective, randomized, multicenter, open-label, Phase Il Study of active specific immunotherapy
with racotumomab plus best supportive treatment versus best supportive treatment in patients with advanced

non-small cell lung cancer
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Status: Mauaivugiaendrsaninginis

Target Total screened Randomized subject Screening failure
(%) (%)
10 1 1 (100) 0 (0)
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2.6) First line, extensive stage Small Cell Lung Cancer : IDEate
%’a‘[ﬂiﬂmﬁ‘(Eng): Randomized, Multicenter, Double-Blind, Phase Il Trial Comparing the Efficacy of Ipilimumab Plus
Etoposide/Platinum versus Etoposide/Platinum in Subjects with Newly Diagnosed Extensive-Stage Disease Small Cell
Lung Cancer (ED-SCLC)
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2.7) Retrospective study: EGFR mutation in NSCLC

%’a‘[ﬂiami(Eng): Pattern of EGFR mutations and Association to Treatment in Lung Adenocarcinoma

dalasams(lna): nsAnmuunununsnataiugiaznisaeuauessanisinu lunzifaloasiinezaluanfiuun
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3. Prevention of Chemotherapy-Induced Nausea and Vomiting

3.1) Highly emetogenic chemotherapy: HEC
%'ﬂiﬂiami(Eng): A Phase Ill, Multicenter, Randomized, Double-Blind, Active-Controlled Study of the Safety and
Efficacy of Rolapitant for the Prevention of Chemotherapy-Induced Nausea and Vomiting (CINV) in Subjects Receiving

Highly Emetogenic Chemotherapy (HEC)

d' = ~ o a o o ' ' o o ~ <
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Status: mauilasugilaendrsanlaznis madiaziialudeudunan 2556

Target Total screened Randomized subject Screening failure
(%) (%)
10 12 10 (83.33) 2 (16.67)
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3.2) Moderately emetogenic chemotherapy: MEC
%'ﬂiﬂiami(Eng): A Phase I, Multicenter, Randomized, Double-Blind, Active-Controlled Study of the Safety and
Efficacy of Rolapitant for the Prevention of Chemotherapy-Induced Nausea and Vomiting (CINV) in Subjects Receiving

Moderately Emetogenic Chemotherapy (MEC)
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4. Third line Sarcoma: E7389-G000-309
%’ﬂtﬂ‘Nﬂ’]ﬁ‘(Eng): A Randomized, Open-label, Multicenter, Phase Il Study to Compare the Efficacy and Safety of

Eribulin with Dacarbazine in Subject with Soft Tissue Sarcoma

o = ao a R = o A -8 ao A
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Target Total screened Randomized subject Screening failure
(%) (%)
3 1 1 (100) 0 (0)
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5. Cancer-related symptomatic thromboembolism: CATCH
%ﬂtﬂ‘a\iﬂ’]‘a‘(Eng): Efficacy and Safety of Long-Term (6 Months) Innohep® Treatment versus Anticoagulation with

a Vitamin K Antagonist (Warfarin) for the Treatment of Acute venous Thromboembolism in Cancer Patients
dalasams(lne): Usr@niuanazanudaendoreanisinensesnduluEen® ssavenn (6 hew) Wiaubeuiunissiy
nsudssinreaiaenfaaansnudadue (@1915W150) Amduinelsndniaeangaganasnaann@aunauludiloalse
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6. First line, Glioblastoma: ACT IV
%'ﬂiﬂiams(Eng): An International, Randomized, Double-Blind, Controlled Study of Rindopepimut/GM-CSF with

Adjuvant Temozolomide in Patients with Newly Diagnosed, Surgically Resected, EGFRvIlI-positive Glioblastoma
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7. Second line , Hepatocellular Carcinoma: REACH
%‘aiﬂiam‘a‘(Eng): A Multicenter, Randomized, Double-Blind, Phase Il Study of Ramucirumab (IMC-1121B)
Drug Product and Best Supportive Care (BSC) Versus Placebo and BSC as Second-Line treatment in

Patients With Hepatocellular Carcinoma Following First-Line Therapy With Sorafenib

Falasams(lng): n13An13dasaNsznI9gnu svesh 3 wuugN UnTaviaaeds1u 189nanAnsiensyE-gudu
@ N alg v o o o Ao = o Ao o o o
(lardud-11211) AlWsaununisguasneuuulseAulszaasiangs niauiauiu ervaaniilisaniunisguainm

o allaldl £ o o o dl vy < & o o dl Yo o o o
wuulszAuilszaasninnga taeliiilunisinmarsunass lufiloalsanzSaaadsin wasanfildsunisineaisuusn
paeienlas Wiy

Status: rautaiugilaendsonlazanis

Target Total screened Randomized subject Screening failure
(%) (%)
5 1 0 (0) 1 (100)

#91 Recruitment rate 1szanil 2555 TAsams REACH

REACH

—+—target

== actual (cumulative}

No.of randomized subject
W

~ Ny Ry v N [N [N
Qé" ‘(é'Q ?_‘Q“ —-5\‘:-‘\ ?‘9 -;‘_1.6' .dr?;"

Recruitment time




s1ovuds:U 2555
AUgaVAsOUITOMSANUIA:UNTATSA:ISY

8. Melanoma: TEAM
%ﬂiﬂﬁ\im‘a‘(Eng): The TEAM trial (Tasigna efficacy in advanced melanoma): A randomized, phase Ill, open-label,
multi-center, two-arm study to compare the efficacy of Tasigna® versus dacarbazine (DTIC) in the treatment of

patients with metastatic and/or inoperable melanoma harboring a c-Kit mutation
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® Response to 5-Fluorouracil-Based Chemotherapy in a Patient with Metastatic Colonic-Type Adenocarcinoma
Arising in a Primary Mediastinal Teratoma.

Dechaphunkul A, Bigras G, and Sawyer M. Case Rep Oncol Med 2012. [Epub ahead of print]

® Prognostic Significance of Tissue Inhibitor of Metalloproteinase-1 in Breast Cancer.
Dechaphunkul A, Phukaoloun M, Kanjanapradit K, Graham K, Ghosh S, Santos C, et.al. Int J Breast
Cancer 2012 Sep 4. [Epub ahead of print]

® (Clinicopathologic Characteristics and Survival Outcomes of Patients with Advanced Esophageal, Gastro
esophageal Junction, and Gastric Adenocarcinoma: A single-institution Experience.
Dechaphunkul A, Mulder K, EI-Gehani F , Ghosh S, Deschenes J, and Spratlin J. Current Oncology 19(6)
2012. [Epub ahead of print]
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Improvement of medical

)

O
intensive counseling

Atittaya Yeela', Apinya Prisutkul’, Maliwan Sukuntapan’, Nannapat Pruphetkaew?,
Arunee Dechaphunkul', Patrapim Sunpaweravong’

<‘~ ’ knowledge and a tendency of longer survival, |
in‘oncologicpatients receiving medication reconciliationiwith =

"Holistic Center for Cancer Study and Care (HOCC-PSU), Division of Medical Oncology, Department of Medicine,
2Division of Epidemiology, Faculty of Medicine, Prince of Songkla University, Songkhla, Thailand

Introduction: Patients with cancer may have chemotherapy and other medications
to palliate symptoms or co-morbidities. Medication reconciliation, comparing
pre-existing medication to the current one, is a notable step to improve quality of
care. Moreover, adding intensive counseling may increase efficiency of anticancer and
co-morbidities therapy. This research aimed primarily to compare medical knowledge
pre- and post- medication reconciliation with or without intensive counseling. Other
objectives were to determine incidence and severity of medication error, response,
and survival of patients.

Materials and methods: This study was a randomized-controlled study enrolling
cancer patients treating at HOCC-PSU between March-August 2011. Oncologic
patients at the medical oncology clinic were randomized to receiving medication
reconciliation with a conservative counseling (control) or an intensive one
(intervention). All patients had pre-test for medication knowledge done on visit 1 and
post-test on visits 1-2 using a verified questionnaire. Records of medication errors,
response to anticancer and co-morbidity therapy, and survival were followed.
Sample size analysis using power analysis (0= 95%) and medication knowledge
scores comparison using Wilcoxon signed rank were applied.

Results: One hundred and twenty-two patients gave their consent and completed
the study process. Sixty-two patients were assigned to the intervention group and
sixty patients to the control. In the control, no differences of pre- and post- test
medication knowledge scores were observed. In the intervention, mean medication
knowledge scores of the post-test were significantly higher than the pre-test (Table 1).
Medication error events regarding dose omission and improper dose, however, were
equal to 50% in the control group whereas 33.33% and 66.67%, respectively, in
the intervention group. Differential blood pressure in same patients between visit 1
and visit 2 (control versus intervention group) were shown in Table 2. A tendency
of overall survival improvement was observed in patients receiving medication
reconciliation (Figure1). Effect of response on anticancer treatment to overall
survival was shown in figure 2.

Table 1: Medication knowledge scores in control and intervention group in visit 1 and visit 2

Control group  Intervention group

Mean (+S.D.) (n=60) (n=62) P-value
e ooty 573124 587 (+1.19) 04482
e e Rty 5706124 7.28 (+ 0.70) <0001*
e g 6716125) 6.4 (+ 1.35) <0.001"

Table 2: Differential blood pressure in control and intervention group in visit 1 and visit 2

Control group Intervention group

Blood pressure (n=36) (n=31) P-value
Median (max, min)  Median (max, min)
- Systolic BP (Visit 1 - Visit 2) -8.5(-57, 36) -10(-50, 15) 0.955
- Diastolic BP (Visit 1 - Visit 2) -4 (-22, 40) -3(-27,15) 0.981

Figure 1: A tendency of overall survival | | Figure 2: Effect of response on anticancer
improvement in patients receiving | | treatment to overall survival
medication reconciliation at 3-6 months
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Conclusions: Medication reconciliation with intensive counseling to outpatient
oncologic patients significantly improved their medication knowledge and revealed
a promising tendency of overall survival improvement. This intervention should be
considered to be implemented into a standard oncology care to improve the
treatment outcome and encourage patient safety environment.

Keywords: Medication Reconciliation, Counseling, Medication knowledge,
Survival
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’ QUALITY AND ACCESSIBILITY IMPROVEMENT OF
’ HER2 FLUORESCENCE /n situ HYBRIDIZATION

"= 7 (FISH) DIAGNOSIS BY AN IN-HOUSE DUAL-COLORED
- PROBE SET

Phatchara orn Thon watchara1 Hatairat Hongphruk!, Sukanya Meesa*, Pleumjit Boonyaphiphat2, Arunee Dechaphunkull, S|r||tdhorn
Rujirabanjerd?, S K avong?, Puttisak Puttawibul®, Verayuth Praphanphoj4, Patrapim Sunpaweravong®. »

1Holistic Center for Cancer Study and Care (HOCC-PSU), Division of Medical Oncology, 2Department of Pathology, 3Department of]
Surgery, Faculty of Medicine, Prince of Songkla University, Songkhla. 4Rajanukul Institute, Ministry of Public Health, Bangkok. Thailand

Abstracts

HER2 is notable for its roles as predictive and prognostic factors in various cancers. FISH is considered the standard assay for HER2
testing. This study aimed primarily to develop an in-house FISH probe to detect HER2 amplification. Dual-colored FISH probes were
prepared from bacterial artificial clone containing specific sequences of HER2 gene and centromeric region of chromosome 17 (CEP17).
HER2 and CEP17 were labeled with spectrums green and orange, respectively, using nick translation. The developed probes were firstly
applied to white blood cells (WBC) then to formalin-fixed paraffin embedded breast cancer tissue. A commercial probe, HER2/CEP17
(PathVysion™, Vysis) was used as a control. Pre-specified positive and negative controls for HER2 from breast cancer patients were used.
FISH assays were performed according to the established procedure. The developed in-house dual-colored HER2/CEP17 probes showed
good signals in WBC and breast cancer tissue successfully. Pair t-test was used for three comparison sets: i) no significantly different in
results between in-house probe and commercial probe; ii) significantly different between in-house probe and pre-specified FISH ; and iii)
significantly different between commercial probe and pre-specified FISH. The sensitivity and specificity of the in-house probe were 100%.
The in-house probe set costs 10 times less than the commercial probe. In summary, an in-house dual-colored HER2/CEP17 FISH probe set
has been successfully developed. Statistical analysis confirmed the comparable quality of the in-house probe to the commercial one in
diagnosis of HER2 gene amplification. Implementation of this budget-but-quality in-house probe set to increase accessibility for HER2
testing among Thai breast cancer patients is worth going on.

able tatistical analysis of three comparison probe sets
1 — y ri on Table 2 f
Methods i - - - :
B, M significance Commercial probe Pre-specified FISH Pre-specified FISH
(PathVysion) (0AKO) (DAKD)
1. Cell Culture and Plasmid et 2 1l 02397 28173 28781
Extrachon ate 08123 0.0089 0.0077
Specicy, 95% Conterce el 100% , 83.4-100  100% , 82.8-100  100% , 82.8-100
— Senskivty 9% Confderce iaral  100% , 46.3-100  100% , 39.6-100  100% , 39.6-100
c . Poied - —_— T —— 100%,46.3-100  100%,39.6-100  100% , 39.6-100
e o —aad - W NPV, 95% Confidence el 100%, 83.4-100  100%, 82.8-100  100% , 82.8-100
- *Significance at p < 0.05
——— © - 1
B Figures of FISH in breast cancer tissue
Plasmid .
Extraction ———— BAFE
CARSE WS Plarid M K e~
2. NICK Translation e
=t . Ny abtemdiivababe) e ’\""*‘f"“" ke -
) - (= FISH Foslive
3. Probe Precipitation and Results
Determination
Table1 Costs of the in-house probe comparing with
PathVysion® Probe kit
Procedures Costs of in-house  Costs of commercial
probe/Assay probel/Assay
(PathVyslon®)
1. Culture of BAC 0.825
2. Plasmid 2.970 = -
4. Fluorescence in situ 3. NICK Transtation and 6.605 - e e T L Lol ittt
P, N Probe precipitation
Hyb"dlzatlon (FISH) 4.10% miscellaneous of 1.040 -
total production costs
Total 11.44USD 126 USD

Figures of FISH in white blood cells (WBC)

Ot ot e of 450 (1) B HERD Do Cormmemcad Pt of ez 51y @ HERD
Camer /15 gyt 17 Conei 15 Foste e

Discussion

The developed in-house dual-colored HER2 (Green) and
CEP17 (Orange) probe successfully showed good signals in
breast cancer tissue. Costs of the In-house pmbe was 10
times less than the one.

conflrmed that the in-house and commercial probes had no
significant difference in quality diagnosing HER2 gene
of the In-h probe set into

of

will
HER2 status diagnosis among Thai breast cancer patients.
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L,

Atittaya Yeela', Apinya Prisutkul’, Maliwan Sukuntapan’, Nannapat Pruphetkaew? Patrapim Sunpaweravong’
"Holistic Center for Cancer Study and Care (HOCC-PSU), Division of Medical Oncology,
?Division of Epidemiology, Faculty of Medicine, Prince of Songkla University, Songkhla, Thailand;

Patients with cancer may have chemotherapy and other medications to palliate
symptoms or co-morbidities. Medication reconciliation, comparing pre-existing medication to the
current one, is a notable step to improve quality of care. Moreover, adding intensive counseling may
increase efficiency of anticancer and co-morbidities therapy.

(RS el g lslelel) This research aimed primarily to compare medical knowledge pre- and
post- medication reconciliation with or without intensive counseling. Other objectives were to determine
incidence and severity of medication error, response, and survival of patients.

m One hundred and twenty-two patients gave their consent and completed the study process.
Sixty-two patients were assigned to the intervention group and sixty patients to the control. In the control,
no differences of pre- and post- test medication knowledge scores were observed. In the intervention,
mean medication knowledge scores of the post-test were significantly higher than the pre-test (shown
in table 1). Medication error events regarding dose omission and improper dose, however, were equal
to 50% in the control group whereas 33.33% and 66.67%, respectively, in the intervention group.
Differential blood pressure in same patients between visit 1 and visit 2 (control vs intervention group)
were shown in Table 2. A tendency of overall survival improvement were shown in figure 1. Effects on
response of anticancer were shown in figure 2.

Medication reconciliation with intensive counseling to outpatient oncologic patients
improved their medication knowledge significantly and revealed a promising tendency of overall
survival improvement. This intervention should be considered to be implemented into a standard
oncology care to improve the treatment outcome and encourage patient safety environment.

Table 1 : Medication knowledge scores in control and intervention group in visit 1 and visit 2

Mean (+S.D.) Con(tr:gle?);oup Interw?:iigg)group PaEhm
- gég-rteessz(v r;r;ietd1i<):ation knowledge 5.73 (+ 1.24) 5.87 (+ 1.19) 0.4482
) Egsrté;?\s/fs???icaﬁon knowledge 5.70 (+ 1.24) 7.28 (+ 0.70) <0.001"
- ggjrté st?\s/}s?g?icaﬁon knowledge 5.71 (+ 1.25) 6.44 (+ 1.35) < 0.001*

Table 2 : Differential blood pressure in control and intervention group in visit 1 and visit 2

Control group (n=36) Intervention group (n=31)
Blood pressure Median (max, min) Median (max, min) p-value
- Systolic BP (Visit 1 — Visit 2) -8.5 (-57, 36) -10 (-50, 15) 0.955
- Diastolic BP (Visit 1 — Visit 2) -4 (-22, 40) -3 (-27, 15) 0.981
. [ m“mmmﬂdc&cmﬁ _ K m“mmmﬂempﬂuﬁ
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s1ovuUs:U 2555
AUgaVAsOUIOMSANUIA:UNTATSA:ISY

9ATIMSADUAUDIVRIV AL
TudihauziSadhunszazn 4 1 2555

Best response Docetaxel / Paclitaxel
%
CR 0
PR 33.33
SD 33.33
PD 33.33
Total 100

AC (adriamycin+cyclophosphamide)
Best response
/ EC (epirubicin+cyclophosphamide)

%

CR .
PR 78
sD 22
PD .
Total 100
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sr1ovuUs:U 2555
AUZVAsOUIlOMSANUIA:UNTATSAU:IEY

9ATININBVAUDIVANYUAALGAT

Tugihouzieal&lvguazaldase syozh 4 1 2555

Best response 9-FU+LV or Capecitabine
%
CR 0
PR 59
sD 59
FPD 4o
Total 100

Best response

FOLFIRI / FOLFOX / XELOX

+ Bevacizumab

%

CR 0
PR 40
sD 50
PD 0
Total 100




s1ovuUs:U 2555
AUgaVAsOUIOMSANUIA:UNTATSA:ISY

9ATININBVAUDIVANYUAALGAT

Tudihouzisaleaszozi 4 siia Non-small cell I 2555

Best response Paclitaxel+Carboplatin
%
CR 0
PR 20
SD 20
PD 60
Total 100

Best response Gefitinib / Erlotinib
%
CR 0
PR 57
sSD 29
PD 14
Total 100
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sr1ovuUs:U 2555
AUZVAsOUIlOMSANUIA:UNTATSAU:IEY

9N INTADUAUIIVII AN GAT
TugihauziSanasaenisilismnuaeuds i 2555

Carboplatin/Cisplatin
Best response
+5-FU
%
CR 0
PR 81
SD 6
PD 13
Total 100
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