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TREATMENT: Drug Dose BCCA Administration
Guideline
Doxorubicin (Adriamycin) 50 mg/m2 IV push
Cyclophosphamide 500 mg/m? IV in 100-250 mL NS or D5W
over 20-60 minutes
Docetaxel(Taxoter) 75 mg/m2 IV in 250 ml NS over 60 min
(use non-PVC equipment)

Filgrastim(G-CSF) 5mcg/kg/day(1 SC

syringe)

Day:2-7

)\Jizjtfpuu?cd,plég&augﬁij\;@c)m“tﬁzu@,;mj\% Syl y3 Sy e 0 I

33

L&




ATXe

O s LT

Sy - Gl S

1Swiley — ¥ oyl Jous

Visit No 1 2 3 4 5 6 7 8
Day 1 9+1 221 3141 | 43 521 641 731
Activity /15':;:::1‘25': visit | Treatment | visit | treatment | visit | Treatment visit
Consent X
History X
Pathology X(a)
Pathological and X
Clinical Staging (b)
Drug dispensing X X X X
Blood sample (©) X X X X X X X X
Whole body bone X
scan
CT scan of Thorax X
and abdomen
Concomitant X
Medication A X A % A A i
Adverse Events X X X X X X X X

a) One pathological result is enough - the historic data will be used.

b) Size of tumor according to greatest diameter, Extension and Number of lesions (T stage),
their location, presence of distant metastases, and regional lymphadenopathy.

) Blood samples of screening day, days 1,9,22,31,43,52,64and 73 are used for safety (CBC)
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Adverse kEvents

Adverse Event 0 Grade 1 Grade 2 Grade 3 Grade 4
Absolut NLO
Neg;lrj%ghnl 1500<ANC ANC 10001500 | ANC500-10000 ANC 2005000 ANC<200 O
WBC/mm? NLO3000¢< 2000-30000 1500-20000) 1000-1500 O <1000 O
Platelet NLQ150000¢| 1500000< 75000 | 7500005 50000 | 50000 Q< 10000 <10000 O
Haemoglobin NLO 12Hb>12 O 10 2Hb>1Q 9 2Hb>100 9<Hb O
Thrombocyto NoneO Mildnoneedto  |Moderate noneed | Severneed to Llfee%e'eariiglzﬁgeed
penia & bleeding transfusionQ to transfusion O transfusionQ transfussionQ
Fever & S SO T>40° Cless than | T>40° C more than
Neutropenia NoneQ 38°-39°CO 39"140°C O 24hQO 24hQO
Fever without 0 20 o, 400 T>40° C less than T>40°C more than
Neutropenia None© 38°-39°CO 39480 24hO 24hQ
¢ ) No oral feeding
Nausea None O chmng_l orgl) Oral feeding No ora'l feec}mg need emergency
ading decreased O needinfusionQ | infusion emergencyQO
: ; 6 and More Hemodynamic claps
Vomiting NoneQ 1 episode in24h O 2?}:2?;‘:;?&?5 episode need need emergency
infusion therapy O |  infusion therapy(Q
; ; 7 times more Hemodynamic claps
Diarrhea NoneQ | Lessthan4times | 4-6timesstools |stools inaghneed | need emergency
stools in 24h O in24h O infusion therapy O | infusion therapyQ
controlled with
) ; s Do not controlled
Bone pain NoneQ | No need sedativeQ Constgglc_lﬁic\i, é"gh sedative but with sedative O
repeatable O
Sonfiniec e Do not controlled
Muscle pain NoneQ ; Controlled with sedative but : ;
No need sedativeO sedativeQ repeatable O with sedative O
side of injection Necrosis or
Erythema S
rRyedness/ NoneO 2.5-5ecmQ 51-10cm Q om< O exfoliative
Reaction dermatitis O
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