OSPITAL

Olivier Lavoix T PharmD.

Head of Pharmacy Department
FV HOSPITAL

HCMC - Vietham



FV Hospital settings

A Hy Vong Center: FV cancer care center

+ 2 consultation rooms, 1 radiotherapy center, 1 room for
chemotherapy administration (Day care), 1 hospitalization
unit

+ 4 oncologists, 3 secretaries, 4 nurses, 1 physicist and 6
technicians

A FV Pharmacy

+  Central Pharmacy equipped with an aseptic preparation
area

+ 14 pharmacists, 1 clinical pharmacist, 10 assistants (Duoc
Trung), 4 pharmacy porters, 1 secretary



Activity for chemotherapy at FVH

Chemotherapies 2008 2009 2010 2011 2012
Total chemobags/

year 3068 2448 1992 1948 1761
Average per month 256 204 166 162 147

Days of treatment 1601 1262 1084 1125 1126




Overall objectives

1. Implement a secure method for prescription

2. Involve Pharmacists to validate new protocols with
physicians and develop clinical pharmacy

3. Set up safe aseptic compounding practices
+ For patientodos safety
+ To ensure security of pharmacy staff (chemotherapy =
hazardous substances = cytotoxic drugs)
4. Quality management: maintain a high quality level
of practice: repeatability & traceabillity of
preparations, training & evaluation of staffs

w4

World

HOSPITAL
Class Healthcare in Vietnam



Standards to apply

A Viethamese standard

Circular No. 22 /2011/TT-BYT T Regulations on the organization
and operation of Pharmacy Dept in hospital

N

A French standard
Bonnes pratiques de preparation hospitalieres, AFSSAPS 2007

A American standard

USP chapter <797> from American Society of Health-system
Pharmacists (ASHP)



How do we organize the workflow for IV
chemotherapies?

A Every step of the medication workflow is governed by QA

Policies and Procedures
A Selection & Procurement
Storage (chemotherapy drugs = high-alert medications)
Electronic prescription & review
Issuing compounding batch sheet
Aseptic IV Compounding in a Safety Cabinet
Dispensation to patient
Administration

> I>» > > I>» >

w4
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1 .Prescription : protocol selection

A  Step 1: the team of Oncologists establish a list of chemotherapy
protocols for each type of cancer

A Sources of information: international publications and
consensus (ASCO)
A National Comprehensive Cancer Network (NCCN) i USA
A Centre National Hospitalier doéln
(CNHIM) 7 France
A ASHP guidelines (American Society of Hospital Pharmacists)
A Obijectives:
L select a restricted list of up-to-date international standard chemo
protocol

L limit the choice to the best standard treatment for patients
L Reduce prescribing errors

+ Reduce compounding errors and administration errors:
pharmacists and nurses are familiar with the protocols

w4
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TV Hospial - ”
I:" Oncology Department DRUGC NAME '{)(i’]l‘i‘\.L sc.gmm
Version: DOSE
HOSPITAL (e T ropee
Workd (it Meatheare in Vietrar Chemothe rotocol — Breast Cancer 0 mL MNaCl Infuse IV over 10 munning IV
LY P ' 5-FU GFUN) Supersads 3 :ﬂg}%mw mg | DL, IR 0.9% min viasyringe | Flid. Phash with
Vinorelhine S0 mL GE% pump 100 mL IV Fhaid
O afiervinomlhine
Wﬁf“m
A o d t
o Trayén T tromg ﬁ A l;feuu
Cancer Type Breast Cancer Enmetic Risk Low 10 phit qua mdy | <3 .‘i"‘m“’n“g iy djy:h
. . _ bom tigm dign | T -®
Protocal Yinorelhine + 5-FU (FUN) Hote: truyén san
vinorelbine
Schedule Every 21 days NaCl0.0% o g—
Total Ho. Of Cyle FLUOROURACIL quaniity 120hous &
Wt mgmriday | ™6 | DLDE | e o 250 dagmhvia -
mL Fasypump
) B <o Trayén TM tromg
DR e pansems TSRS |
250wl 12 hé thing bom
Easypunmg
IV Fluid - NaCl . fhsh IV line
L g £00ml | DL, I8 | Keepveinopen |, o = 3 afer - Reference:
each medication 1 Hoshster HS, Vogel CL, Burman, 5L, et al. Activity and zafety of ing combined with dossorubicin or
Diing 10 ml. x3 : fluorouracil as first-line therapy in advancad breast cancer: a stratified phaze || study, Oreolooist
B trupdn 2001:6@):260-277
Gift drtmg lm},@u lnl.i-: &:ﬂl}h _ 2 E;;gélgpni%u.%cfoney hAbd, Dana Wid, et al. Dy Selmeation Hemdbook B Creology, Sth Ed. Hudsoen, OH:
‘“"‘]"'3“]““ g Trissel LA, Mandbook on fyjectadle Drugs. 15th Ed, Bethesda, MD: Amedean Society of Health-System,
T : Fhamacists; 2011,
Marne-Caraling HUSSON, Doasier du CVAIW - Arbicamcemux: Uilssbor pefgwe; 112008, X301, 56
1p | IV Fluid- Gleose | zpp .7 | 1] D8 | Keepvein fheh IV Hine - L pam
5% : PR | hebre and afier
each me dicafion COMMUNICATION
Dhing 10 ml. xa
Gil rime truyén | e & san Kl i This [document] will be coramunicated to the appropriate FVH persormel via the following channels:
tiémmbi load
mﬂ; 1. Dacuraents Manage raent Officer
20 mL Macl T Adniniser 30 - 2. Rekva.nt Dj.mctors,lHea.ds ofI\fI_ed.i.cal Departrents a.r}dI\-'Ia.nagersl
22 | Dexameihasone IV Tmg Dl 0.9% Infise IV over &0 min befbe 3. This [docutment] willbe placed inthe ... section of FWH intranet.
20 mL GE% o chemotherapy 4. Review gygle: 3 years
Trayen TH trong | Dimg 30 - 0 gt
S phiit tode Woa
DEVELOPER APPROVAL
Dt Olrver LAVOIX Dr Bertrand FARNAULT
Head of phatmacy Dept Head of Oncology Dept
Signature: Signature:




Prescription 1 validate and register the ]
chemo protocols

A Pharmacists must validate the doses,
dilution and administration scheme

A Once approved, the list is signed by both
head of depts and officially communicated

A Protocols are transcribed in chemotherapy
Online Prescription (eChemo application)

A Systematic review of the list every year



LIST OF APPROVED PROTOCOLS -FWVH 2014

BILIARY CANCER

Gemcitabine + Cxaliplatin (done)
Gemcitabing

LIST OF APPROVED PROTOCOLS -FVH 2014

BLADDER CANCER

Gemcitabing + Cisplatin
RWAC

BRAIN TUMOR

Iinotecan

linotecan + Bevacizum s
Temozolomide
Temomlomide + RT

BREAST CANCER

0000 0 e G0 h = 0 b = po = e =

AC

Capecitabine

Cigpldin + Gem citabine

DH—FEC

Docetaxel + capeditabine

Docetaxel + gemcitabine

Docetaxel every 3 wedks

Docetaxel weekly

Faz

FEC

Gemcitabing

Paditaxel + Gemcitabine

Paditax=el every 3 weeks

Paditaxel weekly

Trastuzumak every 3weeks

Trastuzumak every 3weeks + Capedtabing
Trastuzumak weekly

Trastuzumak weekly + Capecitabine
Trastuzumak weekly + docetaxel + carboplatin
Tragtuzumak weekly + P aclitaxel
“inorelbineg

Docetaxel weekly + Traguzumah giw arweekly
“inorelbine + fluorouraci| (FUR)

HEAD AND NECK
CANCER

Cispldin + RT
Cetuximak +i- RT
TPF

Carhoplatin + RT
5F U + Carboplatin

S5FU + Cisplatin civ
Cisgplain + Cetuxdm ab
Carhoplatin + Cetuximak
SFU + Cisplatin

HODGKIN

AEND

NH LYMPHOMA

CHOP
R-CHOP
R-CECQP
Crealiplatin
Ritusdm sk
CWP
R-CWP

CERVICAL CANCER.

Cigplain + Gem citahine
Cizplain + Paditaxd
Cisplatin + RT

Cizgplain + Yinorelbing

NON SMALL CELL
LUNG CANCER

Carhoplatin + Docetaxel

Carboplatin + Gemcitabine

Carboplatin + Paditacxel

Carboplatin + Pemetrexced

Carboplatin + Vinorelbine

Cisplatin + Docstaxel

Cispldin + Gem citabine

Cigplatin + Paditaxs

Cizplain + Pemetrexed

Cispldin + “inorelhing

Cispldin + “inorelbine for elderly patients
Cispldin + Vinorelbine + Radigherspy
Cisplatin + Oral Vinorelhine + R adiotherapy
Docetaxe!
Eratinita
Pemetrexed

COLON CANCER

13

SFU + LY (Rozwell park regitmen)
Capecitabine

FOLFIRI

FOLFIRI + Cetusimab
FOLFIRI + Bevacizum akb
FOLFIRIMGE

FOLFIRINGY + Bevac 2umak
FOLFOX4

FOLFOXE + Bevacizum ab
FOLFOXE + Cetuximab
FOLFOXE

HELIRI

HELIRI + Cetuzdm ab

HELIRI + Bevacizumak
HELCH

HELOX + Bevacizumak

OVARIAN CANCER

Carboplatin + Gemcitabine
Carhoplatin + Paditacel
Carboplatin + Pacitsxel gw

PANCREATIC CANCER

Gemcitabine 13t cyde 7 weekzthen gdweeks
Gemcitahing adjuvant gqéweeks

GEMO X

Gemcitakine + Erlotinib

FOLFIRIM O

FOLFIRIMOK + BEYACIZUMAB

5FU+RT

PROSTATE CANCER

Docetaxel g3w+ Prednisone
Docetaxel g+ Prednizone

RECTAL CANCER

SFO+LV+RT
Capecitabine + RT

ENDOMETRIAL CANCER

Addiamycin + Cisplatin
Carboplatin + Paditaxel
Cizplain + Paditaxe

GASTRIC CANCER

Y- NN N R [T el

SFU + Cizplatin + Docetaxel

SFU + LY + Irinctecan

5FU + L% + RT iMacDonald)

Cisplatin + 5-FU

Cigpldin + 5-FU + traguzumab

Cispldin + Capecitabine

Cizpldin + Capectabine + trastuzumakb
Epirubicin + Cigplatin + Capeditakine (ECX)
Epirukicin + Cxaliplatin + Capedtshine (EO )

SMALL CELL LUNG
CANCER

Cispldin + Etoposide (gdw) + Radictherapy
Cizplain + Etoposide g3w(Turisi]
Cizpldin + Etoposide q3wi(Moda)]
Carboplatin + Etoposide

Cigplatine + Iinotecan

Cisplating weekly + lrinatecan veek Iy

LR R N L R i Ll L] e = R LR ST I (R R

BEP 3 days
TESTIS and GERMINAL BEP 5 dlays
CANCERS Carhoplatin (for stage | seminoma)
EP
CAF
THYMUS CANCER P Additacel + Carboplatin




Electronic Prescription

Why electronic prescription?

1.
2.

Eliminate illegible hand written orders

ElI'l minate prescription mi
confusion

Automatic calculation of parameters and doses

Electronic transmission to Pharmacy for review
and validation

Automatic generation of compounding batch sheet
and medication labels

Keep electronic record of
history, available at any time



Demographics, cancer type and
protocol selection

Chemotherapy Order Ver:1.0.0.4

soozo6191  [+]  Olivier LAVOIX (Dr.) 43 y (DOB 09 Oct 1970)

[ Refrash [t Refresh [k Refresh

ag umol/L - Height 186 umol{L ajdl
Weight 80

E Ed
Pationt visit COPDI60SSS2 - PATER - 12/4/2013 4:23:37 FM - E BSA 2 o x10fmm

. 3 3
" . ralirnin
Diagnosis  breast cancer o w1aym

Allergy penicillin

Search
Protocol name

(&) Cancer Type ]
ast Oz E = 30/03/2011 + H H
O Frotocol Search BASSSETE Cycle 1% D1 __.-f S Mext cycle Schedule

Cervical Cancer
Colon Cancer

Brotocols Endorl;netriélll Cancer
Esophageal 8 Gastric

= Bree:é: can Heall::.l a_r?d Neck Cancer

Hodgkin
CapecityH | ymphoma b
Cisplati _&_G_eyrﬁ:%ﬁim—
OH == FEC (Cycle 1)
DH == FEC (Cycle 2 & 3)
DH == FEC (Cycle 4 to 6)
Docetaxel + Capecitabine
Docetaxel + gemcitabine
Docetaxel evey 3 weeks
Docetaxel g2weeks - trastuzumab
Docetaxel weekly
Docetaxel weekly - Trastuzurnab
FaC (Fluorouracil, doxorubicin, cyclophosg
FEC =»> T (for C1 to C3)
FEC == T (for C4 to CA)
FEC 100
Gerncitabine monotherapy
Paclitaxel & gerncitabine
Paclitanel every 3 weeks
Paclitazel weekly
TCH i{doxetaxel, carboolatin, trastuzurnst"

CZmMIZanmamananCZmIT
dadggdaaagdddddddaadds

£

Additional Note

Price Estimation Preview Order Save as Draft Verify & Print Return to Profile




Medication and dose selection

Chemotherapy Order Ver:1.0.0.4

800156000 (-]  OPD Pharmacy NA 5y 11 m (DOB 01 Jan 2008)

(5 Refresh [ Refresh [ Refresh

Scr o0 umol/L - Height 160 urnaliL gfdl
Weight 65

3z

Patient wist OFD1604633 - OFD-Patients Externes Fharmacie - 03 Dec 2013 05:01 - [~] BsA 17 b #10frrn

. z 3

Diagnosis  metastatic breast cancer el o x10fmm
Allergy Cephalosporins, Flavor inhances,Penicillin

Search
@ Cancer Type Breast Cancer

O Protocol Search

Frotocol narme @ FEC 100
Cycle 1% D1= 03/12/2013 Mext cycle 24/12/2013 Schedule : Every 21 days

Pratocols |

= Breast Cancer

AC 20 miL NaCl 0.9% 03/12/2013

Capecitabine monotherapy ONDANSETRON Tv a nf - (0312 1
rng Infuse I¥ over 5 min

Cisplatin & Gerncitabine
DH == FEC {Cycle 1) Administer 30 - 60 min before chemotherapy

DH == FEC (Cycle 2 & 3) 20 mL_NaCI 0.9%., TruyEn TM trong 5 phidt, Dang 30 - 60 phat trode
DH = > FEC (Cyrle 4 to 6) Fioa trl.

Docetaxel + Capecitabine
Docetaxel + gerncitabine
Docetaxel evey 3 wesks
Docetaxel gaweeks - trastuzurmab
Docetaxel weekly Administer 30 - 60 min before chemotherapy -
Docetaxel weekly - Trastuzumab 20 mL MaZl 0.9% . TruyEn TM krong S phot, Dong 30 - 60 phot krrdc
FAC (Fluorouracil, doxorubicin, cyclophosg hda tri.

FEC == T (for €1 to C3)

FEC == T (for C4 to C6)
FEC 100 FLUOROURACIL I¥ 500 mg/m2 50 mL NacCl 0.9% (03/12/2013)

Gerncitabine rmonotherapy 850 mg Infuse I¥ over 15 min via syringe pump
Paclitaxel & gemcitabine
Paclitaxel every 3 wesks FLUCROURACILE DBEL S0 L MaCl 0.9%, Truy&n T trong 15 phit qua may bom tigm dign,
Paclitaxel weekly

TiCH (doxetaxel. carboolatin. trastuzurngt v

METHYLPREDNISOLONE I¥ 20 mL NaCl 0.9% bt (03/12/2013)
40 g InfuseTI¥ over 5 min -

]
E
]
u
>
>
>
>
>
>
>
>
>
>
Ll
E
M
u

FEEEE 1 eee b eee

<

EPIRUBICIN I¥ 100 mgym2 No dilution (03/12/2013)
Additional Note 170 mg |Infuse I¥ over 15 min via syringe pump

¥-site with running I¥ Fluid
[ FaRMORUBISIN Khéng pha lodng. TruyEn TM trong 15 phadt gua méy born tiém dign,

MEi 3 chia wai dich truwEn,

CYCLOPHOSPHAMIDE I¥ 500 mg/m2 250 mlL NaCl 0.9% (03/12/2013)
850

mg Infuse IV over 60 min

[0 EMDoxan 250 mL NaCl 0,9%: . TruyEn TM trang 60 phat,
Note

[_Price Estimation | [__Preview Order [ saveaspraft | [ verify &Print | [Return to Profile |

,_‘.‘] - WFYMTS1\PR-1-PHR-1 T+ Y\Fwmts1|LP-1-PHR-1 a.lavoix on pc-1-phr-5. Fvhaospital. com
L

Clinic (P




MName: OFD

Preview YIEW
and prin T T

DOCETAXEL EVEY 3 WEEKS

D1 (3r2)

D1 (1312

D1 (1312




Doctor signs and sends electronically
the prescription to Pharmacy




[2. Prescription review

Advantages of electronic prescription:

N~

C

C

Immediate transmission to Pharmacy

Time saving while patient is waiting for his
Chemotherapy

Pharmacists review all parameters online
then print an original copy of the
prescription



Procedure for prescri

Bénh vien FV
Khoa Duge

Ma

PHA-POP-
127-2012

Phién ban

Vi

tion review

IV. CHINHSACH

Tat cd cac v 1énh st dung thudc pha ché déu phai diroe duoc si co giay phép hoac nhan vién co do
trinh dd chuyén mén ciia khoa Duoc k:tem tra.

Céc bude khac nhau ciia qua trinh pha ché phai ditge kiém tra nhim dim bio phat ding thude,
ding lidu, cho ding bénh nhin. tai ding thed didm.

HOSPITAL Tiéu dé
witisaaesian | Quan Iy thude pha ché vo tr tng va khong vo tring
-Tir khau kiém tra toa thuoc dén khiu giao thude -

Nedy phé
dryét

4/6/2012

Thay thé

N/A

V. QUY TRINH

Muc Ine

MUC DICH & PHAM VI AP DUNG

TRACH NHIEM

DINH NGHIA

CHINH SACH

QUY TRINH

VI, TAILIEU & CHINH SACH VA QUY TRINH LIEN QUAN

VII. TAILIEU THAM KHAO

Phy Iye

Ducng din den phién ban tieng Anl

T khoa: Cac san pham ph’l ché vo trimg (CSP), danh mue kiém tra toa thude, hoa tri, dinh dudng
toan phén ngoai dueng tiéu héa (TPN), Phiéu ghi chép qué trinh pha ché, thude pha ché

khéng vo trimg.

CAC TIEU CHUAN VA YEU TO PO LUONG JCI LIEN QUAN

Kiém tra toa
thuac

Bonm méi chi dinh / y 1énh pha ché thudc, duoc si dua vio danh sich nhiing
muc ca.n kiém tra trong qui trinh pha ché 8 kidm tra lai tit ca cac théng tin
véu cau trong danh mmc
- Ddi véi thude hoa tri, sit dung Danh mue kiém tra khi pha ché THUOC
HOA TRI (phu Tuc 1);
- Déi véi thudc pha ché vé tring va thude pha ché khéng vé tring khac,
sit dung Danh muc kiém tra khi pha ché thude khéng vo tring va thude
v tring KHONG phai 13 thube héa tri (Phu Iuc 2)

Yéu chu bé sung dbi véi thude héa i

0 Céc tai lidu c6 thé tham khio khi kiém tra toa thude hoa tri
¥ Phic db héa tri @3 duge phé chudn cia FV
v Ciac hudng din hoic cac tai ligu xudt ban khac
¥ Dit ligu vé hoa tr1 tai trang www.chemoregimen.com
¥ 5 tay Ung Budu cia Hiép Hoi APhA
v Sach hudng din ciia Trissel vé Thudc Tiém
¥ Khuyén cio ciia nha san xuit
Tit ca cac lifu cia thuée héa tri déu phai duoc kifm tra lai
+ Tinh lai liu dva trén dién tich bé mit co thé (BSA) hodc dién tich

dudi dwéng cong (AUC)

v Dung sai cho phép: = 5%

Ma Tieu chuan va veu to do lwong

MMU.5 Thuée duge pha ché va cap phat trong mo1 trrdmg an todn va sach s&.

MMU.5.1 Kiém tra tinh thich hop ctia don thude hode chi dinh thude.

1U5.2 -
MMUS.2 dong thét diém.

Sir dung mét hé thong cap phat thude dang liéu lugng cho ding bénh nhén vao

MUC PiCH & PHAM VI AP DUNG

Biéu chinh licu (theo khuyén cao cia nha sin xuat hodc 56 tay Ung Budu

cua Hiép Héi APhA). néu phi hop.

¥" Suy than (sir dung phuong trinh Cockroft-Gault dé tinh Creatinine
huyét thanh)

¥ Suy gan

¥ Déc tinh (vi du, doc tinh trén hé tao mau)

Phai c6 chit ky va théng tin nhin dang ciia ngwéi ra chi dinh cho mdi ngay

hoa tri




3. Issuing the compounding batch sheet

BATCH SHEET FOR CHEMOTHERAPY

PATI ENTO6S | DENTI FI

Name: XXXXXX 0OB: 20411442 CYCLE AND REGIMEN
HN: 333363 Cycle x Day v C10 D1 E _I
PROTOCOL: FOLFOX 6 - CETUXIMAR (C2 & BEYOND)
DRUGS & DILUENTS COMPANY BATCH EXPIRY DATE DOSE VOLUME DILUTION / VOL CHARGE TOTAL
CALCIUM FOLINATE 100MGA0ML HOSPIRA, G800y G8ml in MaCl0.9% 7 Vol 288 il
MaCl 0.9% 250ML BERALMN 220ml 220ml Far Folinat 1
CETUXIMAB 100MG20ML MERGCK 400y 50ml no dilution 4 1 Byring S0ml

1 Syring 30mil
5-FLUDROURACIL S00MGAOML DBEL G800y 13.6ml no dilution 2 Syringe = 50 ml
MaCl 0.9% 100mML BERALN 36.4ml 36.4ml for Flugrouracil 0
A-FLUDROURACIL S00MIGAOML DBEL 4000mg S0ml in easypump 2days 5] Val= 93 mi gin
MNACL 0.5% 100 kL BERALURM 13ml 13ml for Flugrauracil 1 easy pump 46h)
Easypump 2days 1

DATE:  03/12/2013

REVIEWED BY: P.LINH

2ZND REVIEWED BY:

COMPOUNDED BY: VAN

MERIFIED BY:

DELIVERED BY:

RECEIVED BY:

IDENTIFICATION OF PHARMACY
STAFF AT EACH STEP OF PROCESS

“«_\\
MEDICATION DOSES, VOLUMES
AND DILUTION



Medication labels

Keep out of reach of children

CHEMOTHERAPY FOR

PATIENT XXXX
HN: 333363 — MEDICAL

FvHospital 6 Mguyen Luong Bang Tan Phu Quan 7 HCMC
Prepared on: 035122013

Keep out of reach of children
5 - FLUOROURACIL 680myg in NaCl 0.9 %
CYCLE 10 DAY 1
{1 SYRINGE. Vol = 50 ml)
STORE AT ROOM TEMPERATUORE

WLODY FELIX HMN: 333363 MEDICAL
FWHospital 6 Mguyen Luong Bang Tan Phu GQuan 7 HCMC
Prepared on: 0351 2/2013

Keep out of reach of children
CHEMOTHERAPY FOR
WLODY FELIX HMN: 333363 MEDICAL
Pharmacist:
Checked by : P.LINH
Freparved by: . VAN
FWHogpital 6 Nouyen Luong Bang Tan Phu Quan 7 HCMC
Prepared on: 0371 2/2013

Keep out of reach of children
CETUXIMAB 400 MG no dilution

(Total Vol = 80 ml)

Syring1 of 2 = 50 ml
CYCLE 10- DAY 1

KEEF REFRIGERATED

WLODY FELIX HN: 333363 MEDMCAL
FwHaospital 6 Nguyen Luong Bang Tan Phu Quan 7 HCMC
Prepared on: 02/12/2013

kean ait nf reach nf childran

Keep out of reach of children
CALCIUM FOLINAT 680 mg in NaCl 0.9 %
Total Vol = 288 ml
CYCLE 10 DAY 1
KEEF REFRIGERATED
WLODY FELIX HN: 333363 MEDICAL

FvwHospital 6 Mguyen Luong Bang Tan Phu Quan ¥ HCMC
Prepared on: 035122013

Keep out of reach of children
5 - FLUOROURACIL 4000mg in NaCl 0.9 %
CYCLE1D DAY 1 -2
Easypumps for 46h (Total Yol = 93mil)
STORE AT ROOM TEMPERATUORE

WLODY FELIX HM: 333363 MEDICAL
F'WHospital 6 Mguyen Luong Bang Tan Phu Quan 7 HCMC
Prepared on: 0351 2/2013

Keep out of reach of children
OXALIPLATINE 1T10MG In Glucase 5%
Tol Vol=492 ml
CYCLE 4. DAY 1
EEEF REFRIGERATED
WLODY FELIX HM: 333363 MEDICAL

FwWHospital 6 Nguyen Luong Bang Tan Phu Quan ¥ HCMC
Prepared on: 031 2/2013

Keep out of reach of children
CETUXIMAB 400 MG no dilution

(Total Vol = 80 ml)

i 2 of2 =230 ml
CYCLE 10- DAY 1

KEEF REFRIGERATED

WLODY FELIX HN: 333363 MEDICAL
FyHospital 6 NMguyen Luong Bang Tan Phu Quan 7 HCMC
Prepared on: 02/12/2013




3. Independent double check

A Very important step: independent check performed
by a 2" Pharmacy staff

A 2" check of the batch sheet against the prescription

A -Both PharmacistsoO signat ul
are compulsory to validate all review steps

The compounding process can start only after the 2
check is achieved



4. Sterile compounding zone: requirements

A

>

>

>

>

>

Architecture:
1 1 ante room (double door, changing room)
L 1 buffer room (for aseptic compounding)

Controlled atmosphere ISO 7 and ISO 8 + high rate of air renewal

Floor, ceiling, walls, shelves & furniture: construction with chemically
inert materials, easy to clean (aluminium, stainless steel, epoxy paint,
| T nol eum fl oor é)

Appropriate cleaning 2 times a day by a qualified staff

Overpressure required in compounding room to limit outside
contamination

Primary engineering controls in buffer room: 1 specific Safety Cabinet
class lla, with vertical Laminar Air Flow (LAFW)



Restricted Access to clean room

PHARMACY ASEPTIC CLEAN ROOM
STERILE IV COMPOUNDING

PHONG PHA CHE THUOC VO TRUNG

RESTRICTED AREA
KHONG PHAN SU MIEN VAO

PERSONAL PROTECTIVE EQUIPMENT MANDATORY
BAT BUOC MANG DUNG CU BAO VE




Ante Room : architecture & workflow




