BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
BENH VIEN NHI TRUNG UONG B¢ lip — Ty do — Hanh phace

Hé Nai. ngénv O S thdng @5 ndm 2025

sé . G4 ICT-BYNTW

CHI TH]
Viv: Thire hién Quy trinh ciip cira ngwid bénh tham gia nghién cire
tai Bgnh vign Nhi Trung wong
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1. MUC BICH
— Théng nhit qui trinh cdp ciu nguii bénh tham gia nghién cou th
aghiém lim sing phuong phap mdi, k§ thudt mdi vi thiét bj y 1€ nhim dam bio
sir an toin cho dii trong nghién cim khi co dién bién nling,
2. PHAM VI AP DUNG
— Ap dung cho nguin binh dang tham gia nghién cim thir nghigm Lim sang
131 Bénh vign Nhi Trung wong.
~ Cin bo, nhin vién bénh vién tham gia nghién edu thir nghidm lim sing
vil cibe cin bi tham gin vao qui trinh cip cou binh nhin tai bénh vign.
3, TRACH NHIEM
— Linh dyo cie KhoaPhong Trung tim b nghién elm.
- Che dom vi thir nghigm ldm sdng ed trach nhigm thyc hi¢n va gidm sat
vide thye hign theo quy trinh.
— Khoa Cap ciru v Ching djc co trach nhigm t'rLt-p nhiin, cip clru ngud
bénh vi bao cho thee quy trinh.
- Bic 57, didu dudng tgi céc khoa 1im sing o6 nguid binh tham gia TNLS
ed tréch nhiém thye hign theo quy trinh.,
5. NHI'NG NGUOT QUAN LY, GIAM SAT TUAN THU QUY TRINH
— Ban Giam déc Bénh vién;
— Ban Quuiin 19 thir nghiém lim sang bénh vién;
— Liinh dpo Vién Dao tao vi Nghidn edu Sic khoe Tré em.
5, KHAI NIEM/ DINH NGHIA/THUAT NGV VIET TAT
5.1. Binh nghin
— Thit nghigm 1im sang k¥ thudt méi, phueng phip méi vii thide bj y @ la
hogt dong khoa hoc nghién ciu veé k§ thudt mdi, phuong phip mdi, thiét bj y
trén g tinh nguyén ahio thim do hoje sde dinh sy an todn vi higu qua cia
k¥ thudt mdi, phuong phip mi, thiét bj y o trén 13m sing; nhdn biét, phét hign
phan tmg c6 hai do téde ddng ot k¥ thujt mdi, phueong phip mdi hodic thigt bj y
th: mire 83 dF sir dung cia thidt bj y o ddi voi bdc 5§ vi nhin vién y t&; thim
dinh hoje xke nhin phuong phiap vi d&nh gid hifu ning coa thiét bj ¥ t& chin
doan in vitro trén Lim sang,
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5.2, Viét tit
TNLS: Thir nghidm lim sing
B Bicu diuimg
BS: Bac sy
CCCPH: Khoa Clip el va Ching dic
Litm sing: LS
6. NOI DUNG QUY TRINH
6.1. Luru &6 thire hign edp cim ddi vii nguid binh ngogi tri
' Burire ) Luru di Trich ohigm ]
1 | Churyin ngarivi binh dn Khoa '.'.'ilp. el Céic cd nhia/dom vi vin
vit Chilng #e clwryén ngudi bénh
4 Tiép nhijn nguis m{i iy ot | | dising, Bio sf Khox
tham gia nghiln cin vi dinh gis ddu hifu Cip ciru vik Chilag dbe
simh tén (mych, buydt dp, nhidt 49, SPO1)
3 —— .E;_Fﬁ e Didu duing, Bic s Khoa
¢ hign tha tpc viln ¢
nl11|]r|1 tal Khou Cap cilE vit Ching & Cip ot b Cladog e
4 = : Didu dutmg, Bac 55 Khoa
Kir tri cip cin theo tinh trang oy thé cia Ciip wiu va Chiing dpe
hsuﬁilh-anh
—— I :
s Theo i cip el hénh nhiln ndi tril theo Didu dutmg. Bic s Khon
quiy trinh tai Khoa Ciip et v Ching die Cap cim va Ching dic
| v phdi hop v nhom nghiéa cin (ndu ciin)

Cridd ehfch guy trink:

— Buée - Ny bish duge ngudt nhi hoje ¢ nhin/ don vi vin chuyen
ngudi bénh chuyén dén Khoa cip el va ching dic. Dicu duimg vi bac s§
Khoa Clp ciu vi Chiing d6c s& chit dng khai théc thang tin vé vide hién wi
ngurini bénh co dang tham gia nghién cé thir nghig¢m 13m sing nio khong; dong
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mamh-. nguriri binh hode nsuﬁrMmmcﬂpmﬁnsmémﬁn dign nguin
bénh.

Ngui bénh, nguii nha hoje bic 59, didu dudng tgi Khoa Cip ciu va Chéng
die cin thong bio ngay cin b ddu mii nghién ciu mi ngl.n’.'ltb{'-nlilhﬂmgmdn
nhdn dusge tir v, b trg va tham gia kip thivi tir béc 9 nghién ciu, nghién clu
vién trong hoat ddng cip cine ngguin bénh.

— Buée 2: Nhin vién v 1é Khoa Clp ciru va Chéng dje tién hinh tidp nhjn
aguiri binh, thirc hién dénh gid cac diu higu sinh tdn nhu myeh, huyet dp, nhift
..., dbong thiri xdc minh v ciip nhit théng tin cia ngwin bénh vai nhém nghién
cini.

~ Budic 3: Nhin vién v 1 Khoa Clp ciru vai Chéng dc thye hign cée tha
tye cin thiét dé bénh nhiin nhip khoa vi ghi bénh dn cy thé ngudi binh 14 dbi
twrgmg tham gia nghién et thir nghiém 1im sing. Béc s7/ disu dudng khai thic
thing tin chinh xéc thi gian ding thude cia ngwdi bénh.

~ B 4- Nhiin vién v té tgi Khoa Cip el vé Chéng dgc thye hifn cip
ciru ngurri bénh theo tinh trang ¢y theé ¢l bénh nhin.,

— Bude 3: Theo ddi nguii binh 1ai Khoa Cp clru vt Ching dic. hodn thign
bénh dn lam sing va cie tdi Gidw lign quan theo yéu ciu, phéi hgp v nhém
nghién ciru khi ciin thide
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6.2, Lo dis thye hign dp el aﬁi viri truimg hop ngwin hfnh dang theo
dibl, diéu tri tgi khoa lim sing tyi binh vign

uren: Ll.ru s Trach nhi¢m
— ! 1
Kiém tra tinh trang bénh nhin .
Eridu duimg, Bic
| {mach, neves &p, nhig 36, SPO2), ] “
xibe phin thing tin tham gia tai khoa lém shng
rohEtn clm
=
' - - Eridu dudmyg, Bie 5§
it trf cdp ciru theo tinh trpng oy thi J
cula neEwn bénh 1 kv lam ﬂmﬂ‘
: * Hi clidn lién khoa (néu clin) ghi tinh rgng | | Didu dudng, Bic 5§ thom
ngieiri bEnh, hodn thign ho so bénh dn gin i chiln v Khoa lim
i chin
Ming 5i:r|34:in hdi ¢
4
Pidu dutmg. Bic s7 g
e khoa Am sing

i thich quy trink:

— Pudc 1: Nhin vién v & tgi khoa lim séng thye hign kim tra déu higu
sinh 16n ngudd bénh vi kidm tra, théng bdo tinh tryng v xdc nhin théng tin lién
quan dén 461 tugmg nghién e vii nhém nghién cin thir nghiém Bim sang.

— Bude 2 Nhin vién v 18 tgi khoa thye hign cdp ciru vl X tri theo tinh

trang cy the cla ngiini bénh,
— Buér 3+4: Nhin vién y o ti khoa Lam sang thyc hign Hi chin lién
khoa (néu cin), trnimg hop bénh nhin ning = chuyén Khoa Didu trj tich cpe
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(ICL)), teimg hop bénh nhin on dinh - tiép tyc didu tri tgi khoa. Thyc hign

theo ddi nguii binh, hodn thién hio so binh dn va ho so nghién cin,

Lirai j: Trwimg hop didu ditmg/bdc 5§ thye hién cip cfu khing phai 13
nghién cin vién, cin lign hi nghién clu vién chinh hofie thinh vién nhom
nghiéi cirs dé cip nhit thing tin cia ngwdi bénh, hodn thign hi so cin thidt vi

et i orf kip thiri, phit hasp.

7. BIEU MAU, HUONG DAN CONG VIEC
Khing dp dung

8. LUU TR HO S0

| .
Thiigian | Phuwong | Phwong
T Tén bii sor N leru s phiplm | phip hiy
| | Hisobénhan | PhongKé | Theoquy | Bincimg | Cit, xén
hoach ng dinh
harp
2 | Ho songhién Phing Theoquy | Bancimg | Clit, xén
i 'Nghiéncie | dinh
| khoa hge

TAI LIEU THAM KHAO

1. The International Council for Harmonization Good Clinical Practice Eb
3. Quyét dinh sb 01/2008/0D-BYT ngay 21 thing 01 nim 2008 cia B Y 12
ve vide ban hinh quy ché ciip etru, hidi sire tich eyc vl :hﬁug diie.
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