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International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use
(Hoi ddng qudc té vé sw hai hoa cac yéu cau ky thuat déi véi dwoc phdm dung cho con ngudi)

Food and Drug Administration

(Cuc quan ly Thwe phdm va Duoc phdm Hoa Ky)
E Medici A GXP:  Good X Practice
uropean Medicines Agency (Thue hanh X t&)

Co quan quan ly dwoc phdm Chau Au
(Coq q Y b ) GCP:  (Clinical)

(Thwe hanh tét thir thubc trén 1am sang)
GLP:  (Laboratory)

(Thwe hanh tét phong thi nghiém)
GMP:  (Manufacturing)

(Thwe hanh san xuét tét)
GPSP: (Post-marketing Study)

(Thwe hanh tét nghién ctru sau ban hang)
GVP:  (Vigilance)

(Thuwe hanh tét canh giac duorc)
GQP:  (Quality)

(Thwe hanh chat lvong tét)

GCLP: (Clinical Laboratory)
(Thwe hanh phong thi nghiém 1am sang tbt)

Ministry of Health, Labour and Welfare
(B Y té, Lao déng va Phuc loi Nhat Ban)

Pharmaceuticals and Medical Devices Agency
(Co quan Dwoc phdm va Thiét bj Y t& Nhat Ban)
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CRA:

CPL (PL) :

PM:

HP:

GP:

Contract Research Organization
(Té chirc nghién ctru theo hop ddng)

Clinical Research Associate

(Giam sat vién nghién ctru lam sang)
Clinical Project Leader

(Trwdng dw an nghién ctru lam sang)
Project Manager

(Ngu&i quan ly dw an)

Hospital

(Bé&nh vién)

General Practitioner
(Bac si da khoa)

Si’ge Management Orga,nization

(TG chirc quan ly dia diem nghién
clru)

Principal investigator ]

(Bac si chinh cé trach nhiém vé
nghién cuu)

Sub-investigator ‘

(Bac si phu co trach nhiém vé nghién
clru)

Clipical Research Coordinator

(Biéu phdi vién nghién ctru Iam sang)

ARO: Academia Research Organization

CSO:

IRB:

(Té chirc nghién ctru hoc thuat)

antract Sales Organization
(T6 chire ban hang theo hgp dong)

Institutional Review Board ]
(HGi dong dao dire trong nghién ctru y sinh hoc cap
co sO)

Investigator's Meeting ]

(Cubc hop cua bac si c6 trach nhiém vé nghién
clru)

First patient In )

(Ngay dang ky ngu&i thtr nghiém dau tién)

First Patjent First Visit ]

(Ngay dén bénh vién dau tién cla ngudi thir
nghiém dau tién)

Last Patient In ,

(Ngay dang ky ngu&i thtr nghiém cudi cung)

Last Patient Last Visit ]

(Ngay dén bénh vién cudi cting ciia nguoi thir
nghiém cudi cung)

Last Patient Out ] ]
(Ngay theo doéi cudi cung ciia nguwdi thir nghiém cudi
cung)
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Protocol
(Bé cwong thwc hién)

Case Report Form

(Bénh an nghién ctru)

Informed Con§ent Form

(Phiéu cung cap théng tin va
chap thuan tham gia nghién ctru)
Eleqtronip Data Capture

(Phan mém thu thap va quan ly
di¥ liéu lam sang)

Inv\estigator’s Brochure

(HO so' san pham danh cho bac
st ¢o trach nhiém vé nghién clru)
Standard Operating Prqcedure
(Quy trinh thao tac chuan)

Statistical analysis plan

(Ké hoach phan tich thong ké)
Clinical Study Report

(Bao cao nghién ctru 1am sang)

Risk Based Monitoring
(Giam sat dwa trén rdi ro)

Sogrce Data Verificat[on
(Kiém tra di¥ liéu ngudn)

Clinical Trial Notification
(Théng bao thir nghiém Iam sang)

Quality Assurance
(Bam bao chat lvong)

Quality Control
(Kiém soat chat lwgng)

Adyersg Eyent
(Bién co bat loi)

Ser’ious,Ad,verse Event
(Bién co bat lgi nghiém trong)

Co‘mmon Technical Document
(HOG so ky thuat chung)
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