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Lich sit thay dbi tai lifu

Phién ban

Ngay higu lrc | Sira dbi

2

15/3/2025 — Déi tén: “Quy trinh xem xét, thim dinh
vd phé duydt hé so dao die trong nghién
clru y sinh hoc™ thianh “Quy trinh thim dinh
dé cuong va quan Iy nghién cin cia Héi
ddng dao dirc trong nghién céru v sinh hee”

— Chinh stra hm 46 thye hién.

— Chinh sira biéu mdu: donfcam két, pidy
chép thugn dé cuomg nghién ciry; chép thuin
thay d8i 38 cuang nghién ciru.

- B sung bidu mu: théng bdo chip thudn
¢d didu kign; thong bio khéng chip thugn.

- Bo b,iéu mau: dom xin gia han dinh k¥;
gidy chip thudn dinh k3.

Phén phoi

T4t ¢d cdc dom vi: 01 ban/ dom vi

€ hi chiv: By 16 tai (idw dd dere kidm sodt Bdi cif 14 Sy réo khing dun: ding deiu cdia héni vién
phds diege kadm sva wade kit a1z dung va edn diege shang bdo vai nhin viém phy irach. L hdnk nii tnd.
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| ——— Quy trink thim dink d¢ cirong va gudn [f nghifn ciu cda Hél dﬂng 12432423
{ dge dirc trong nghién cax y sink hoc | =
1. MUC PICH

—  Thuc tuén cidc chic ning va nhiém vy cia H® df&ng dao dirc bénh vién
Nhi Trung wong

~ Theo ddi, gidm sdt, quin 1§ viée thue hign xem x&t, thdm dinh va phé
duyét nghién ciu y sinh hoc cia H8i ddng dao dice Bénh vién Nhi Trung wong

2. PHAM VI AP DUNG

— Céhc dé i, du dn, nghién ciu y sinh hge thue hién (ai bénh vién Nhi
Trung uemg, do bénh vi¢n Nhi Trung wong chu tri hodc phdi hep thye hién, do
cac dol tac khac ¢b nhu cau Hdi dong Prao dire Bénh vién phé duyét.

3. TRACH NHIELM
- Chi nhiém dé 1di/dy én 6 nghién clru y sinh hoc ¢é déi trgmg 13 con
ngudn;
— Thanh vién Héi ddng dao dirc trong nghién ¢t y sinh hoc;
- Téthuky.
4. NHUNG NGU'OT QUAN LY, GIAM SAT TUAN THU QUY TRiNH
- Ban Gidm déc Bénh vién;
~ Linh dao Vién Dao tao va Nghién ciu Stc khoe Tré em.
5. KHAI NIEM/DINH NGHIA/THUAT NGT7 - VIET TAT
5.1. Dinh nghia

— Nghién ciru y sinh hoc lién quan dén con ngudi (Research involving
human participants) 13 nghién ctru khoa hoc trong Iinh vuc y €, trong 46 con
ngudi bi tc dong bai can thigp, quan sat hay cdc tuong tie khie do tham gia
nghién ctru hodc ¢é thé bj nhin dang do viéc thu thip, phén tich, si dung di¥
li€u, vat ligu sinh hoc trong linh vue v té,

= bao die y sinh hoc (Bioethics) 13 viée thye hién va bao dam cac nguyén
tic, chudn myc dao dire trong cdc nghién ¢inu y sinh hoc lién con dén con ngudn.

- Nghién_ clu vién {Researcher) 1a ngudd chiu trdch nhiém thyc hién nghién
ctru tai dia diém nghién clru.

-~ Nghién clru vién chinh {Research monitoring and supcrvision) 14 nghién
edu vién chiv trich nhiém chi dao tnuc tiép cho vigc hoan thanh nghién cin va
bdo cdo tre tiép qué trink, ké qud nghién ciru v nha tai tro.

—  Giam sét nghién ciru 14 qué tonh kiém tra, theo ddi tién dé nghién clu, sy
tudn tha cua nghién ctu vién theo dé cuong da phé duyét va quy djnh ctia phap
tudt cd Jién gquan dén nghién clru.

Chi chii; £y i 18) ifu J8 dige kiém sodt. Bl o i Wtdu ndw khdag droe ddng dadu ctin bgnh vidn
phisi hepe tidm teq trede K ik ding v odn dirge thing hdn vi nludm vién phu ordeh. Lue hank wift b
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—~— | B frink thém dinft 9€ cromg vo yudn iy nphién Line chdu HE: &ing

dpo dire rrong nghide cine y sinh kpc 124342023

~  Nguy c¢o téi thidu (Minimal risk) 12 nguy co ind xéc suit va mirc dé giy
hai hodic khé chitl hode dnh huomg bét toi khac vé thé chat, tinh thin hay x& hi
du kién trong nghién cire 1a khéng Iém han mire d6 ¢ (hé nhin biét duge trong
doi sbng hing ngdy hodc trong viée thue hign cdc tham khédm hay xé nghiém
thudng quy.

5.2. Viét tat
HPPE:  Hbi déng Pao dic
NC: Nghién ciru
TTK: Té thu ky

G chd: Dy 14 14 lidu 38 duoe kidm sode Bat cir 181 ligu ndo Mhong dere dIng din cila Bdnh vidn
phdi duvse kidm tra tradic ki 33 dung vé 2dn duoe dhdng bdo vor nhdn vign phn rdch Lew il ni b¢.
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\9’ ; ss.«:; VIEN NBI TRUNG UONG OTOLNC17.3
c— Pk th inh A8 curerng v quan hidn cins cida Hi don -
- m:;a dic tm;‘zg:!ql‘:r mg;‘sh;h:c } g g e 250
6. CAC BUGC THUC IHEN CUA QUY TRINH
6.1, Lwu 48
Buée Luru do quy trinh Mo ti/biéu mau | Trich nhiém
1 BM 1/QTQL.NC.17.3 Nhém NC
. BM 2QTQL.NC.17.3
Chuan bj ho so BM 3/QTQL.NC.17.3
BM 4/QTQL.NC.17.3
BM 5/QTQL.NC.17.3
BM 6/QTQL.NC.17.3
2 Khéng dat To thu ky
T E— HDDD
b__% Tiép nhin hd so BM 7/QTQL.NC.17.3
3 Pat
v QTQL.NC.173 Chu tich Hoi
Xic dinh phuong thirc déng
thim djnh va phén cong
thanh vién thim dinh
4
v QTQL.NC.17.3 Té thu ky
Xép lich hop
I
5 Khing L QTQL.NC.17.3
Chip[™ o5 thi Gion || BM¥QTQLNC73 1. Thanh vién
thugin ha so BM 9/QTQL.NC.17.3 HPDD
BM 10/QTQL.NC.17.3 —
BM 11/QTQLNC.17.3 | 2 T B ky
BM 12QTQL.NC.17.3 | 3. Nhom NC
Chiip thujn

Gehi ehi: Ay 1 i figu 4 oy kidm sodi. Bat o 181 ligw nde thong diege dong didu cio bénb vign
phai duge kidm trp trudc &It s Jyng va edn dinre chong bdo vy mhdn vien phu rdch Line hdnh ndi by,
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‘“ BENH VIEN NHI TRUNG LONG OTQLNC.i7.3
«A Quy trinh thém dink 28 creong va guan 1y nghidn cie cda Hi ong 12439025
dgo dizc frong nehitn cioe p yink Boce e
Budre Luu d6 quy trioh M6 ti/biéu mdu | Trach nhiém
6 QTQI.NC.17.3 1. T4 thu ky
BMITQTQLNCI7S |2, CT 1
BMIBQTQLNCITS | gine
BMIZQTQLNCATI |4 o b
l BM21/QTQL.NC.17.3 ‘
. NC.29, . Thanh wvié
i Té chitc thuc hién, QT({L NC.29.3 1 vién
kiél’l‘l ra, giém st BMIJQTQL.NC29-3 HDDD
BEMZQTQI.NC.29.3 2. T thu k¥
BM¥QTQI.NC.29.3 3 Nhém NC
8 ‘ QTQL.NC.17.3 l. Nhom NC
4
: T o 3 BMI14:QITQL.NC.17.3 2. AP
thay &3 &R cuong NC | 1 1 5:QTQLNCATS | 3 T e kg
(néu ¢d) BM20/QTQL.NC.17.3
9 QTQL.NC.17.3 |. Nhém NC
Bio cdo dinh k¥, BMI3/QTQL.NC.17.3 | 2. HDDD
hao cdo bién cd bit lgi, BMIGQTQLNCIT3 | 3 1§ thrky
bio cao két thic
nghién ciru
1 n v
<Lm. i kb s QTOLNC.17.3 T4 thu k¢

Ghbchi; fay ig 1 fei (& duge: kidm senait, Bt cak 14l Léu nan Rong dwoe dong dau cda B3nh vién
pAG) durgc Fism ira (ruedc kAE s dung va can drege thang B:io vui nhidn vign phru trdch L hdnk 1ot bd.
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HENI VILN ¥l TRUNG UVONG

Quy trinki xem xéi, thim dink vd phé duyét
%9 ser dge dice trong nghién ¢iu y Sinh hgu

 QroLNGIR |
12/3:2025

6.2, Dién gidi chi tiét

. Néidung Nhém nghién e Hji ddng dao die Biéu mau Théi gian
Budc 1 Lién hé truc 1iép tb thu ky' tai vAn | - Hudng dan cac bidumau | BM 1/QTQI.NC.17.3
Chuén bi, ndp | phong HDODE, hode gua cngail: - Sinh vién, ho¢ vién hodn | gpg 2/QTQL.NC.17.3
 hé so irtb@nch.gov.vn va chuan by ho so thanh thd tue theo “Quy
theo cic biéu mau winh quan 1§ dé i lugn [ BM3/QTQL.NC17.3
vin cia hoc vién” | BM4QTQL.NC.173
QTQLNC 2.3.1 BM 5/QTQL.NC.17.3
AM &/QTQL.NC.17.3
Buéc 2: Hoan thién hé so thea pop ¥ cia TS | - Nhém NC i hé so gua
N&p hé so thr ky HDDP erail: irb@nch.gov.vn BM 72/QTQL.NC.17.3 05 ngay
- T4 thu ky kiém tra tinh day dua,
hgp 18 cla hd so, phan héi qua
email.
Buéc 3: - Nhém NC nép ho so ban cimg vé | - To thu k¥ xin ¥ kién Chu tich QTQL.NC17.3 02 ngay
Xae dinh vin phong HDPD. HBDbD ;;uyél dinh ho sor 38
phuong thie | . - - ) dugc tham djnh theo quy trinh
thém dinh va :\Ihf:l‘n SE’,h lf‘n FRaa it e dﬁ}' du hodc rat gon dua trén
phin céng T dinh pid nguy co (8 thiéu.
‘Eg"h :’:}:' - Chi tich HDDD phién cén
e thanh vién HP tham gia th%m
dinh.
- Té TK théng bao cho nhém

Ghi chi: Ddy 14 (i tidu 88 dwge kidem sodt. Bt cir 145 lidw ndo khéng duge Soug ddu vda Bdnh veén
phii duyre kidm fro tndie kki v deng va cdn duge thing bda véi mhéd viér pha trdch Ly himh ngi hd

5 ) Ve M 2§
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'[ * Quy trink !hllri g;m ;':Z:;i' ;: ?;;6: ;z :ﬁ;:;; t;:r cliz Fijt Xonyp 124312025
Njidunz |  Nhém nghién cdru Hdi dong dao dire Biéu méu Thiri gian
NC 50 lugng hé so ban cimg
can ngp.
Budc 4: - Lién hé thay cé xép lich hop QTQL.NC17.3 | Khéng qua 15
Xp Neh op - TTK giri hé so ddy di dén ngdy ti nga
hanh vién HDDD L
t : vién so hop 18
- Tt thue ky hodn thién céde thal
tuc hanh chinh cho viée 16
chirc phién hyp dénh gii.
' Bude 5: Nhom NC trinh bay ngi dung trong | - HPDD hop thim dish hé so | QTQL.NC.17.3 01 ngay
oo on | oub b i i hy A o | - TTK chud v Pk x| BMUQTOLNG 7.2
! dong Y - 8| dénh pi4; bién ban hop thim | BMY/QTOLNC.17.3
thim dinh hé | BM2/QTQI.NC.17.3 - o L
= dinh dé cuong nghién ciu. | ppg 0/QTQLNC.17.3
- Ddi véi nghién et thu BM11/QTQL.NC.17.3
nghi&ém lam sang (NC TNLS),
tuan theo quy trinh xét duyét SISO NCHIS
dé cuong NC TNLS:
QTQL.NC.32.2
Buéc 6: - P61 vai ho so yéu cau chinh - Trong théi gian 05 ngay lam | QTQL.NC.17.3 (5 ngay
Phé duyst sira, piai trink: H& so hodn chinh | viéc, ké tur ngﬁ}' co két qua BM17/QTQL.NC.17.3
pbai nép cho Té thy k¥ trong thim djnh hé s nghién cin,
thoi gian khéng qua 30 ngdy sau | TTK phai thong bao két qua b
npdy thim dinh. tham dinh cho nhém NC. BMIR/QTQL.NC.17.3 03 ngdy

Ghi chi: Ddy 14 ai lidu 28 dhroc kidm sodt Bas car 1dhi tidn ndto Mg ducee ddng i clur bk vidn
phdi dwge kiém iro irmedc i sie dung va cdn dhns thing bdo wh nhdn vidn phi erdeh. Luw dnh adi bg.

s - - - s 4
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. Quy irinh thim dnk 42 cieempg vé guin I nghién ci cia Iar dlag (21303028

1

dgo Lax tromg wEHién AWy sinh hoc

Npi dung Nbdém oghién ciru Héi dong daa dix Bitu miu Thiri gian
- DO v6i ho s yéu cau tham dinh | - Trong théi gian 05 ngay ké ar | BM19/QTQLNC.17.3
lai, h6 so ndp lai yéu cdukhéng | ngdy nhan duge ho so gidl BM21/OTOL.NC.17.3
quéd 90 ngay tinh Wr ngdy thim trinh chinb sira va duge
dinh. HDBDD déng ¥ phé duyé, TTK
- Chvi nhidrn 08 3§ ding tai hdso | & ";‘I‘;;g‘f'; bén chap thugn Ui
i ksl 16 i mibes Quidin |
1y Nghién ciu khoa hoc caa - TTK tao tai khoan cho chi
Bénh vién: nhiém d& tai 14i hd so 18n phan
http://nckh.nch.org.vn/ mém Quan ly Nghién clu
khoa hoc.
Budc 7: - Nhém NC tudn tha dé cuong - HDDD s& théng bao bang vin | QTQL.NC.29.3 07 neay
Té ch{n:_ thyc NC, tudn thd nguyln tac ll'lll(, ban ké hoach kiém tra, giam BM1/QTQI..NC.29.3
hién, kiém hanh nghién ctu 18m sdng tét sat 163 chu nhiém trude 07 el -
tra, gidm sat GCP tai dja diém nghién ciu ngdy lam viée, BM2»Q’I.QL.NC.2) .3
- Tgo didu kién dé H0i ddng kidm | - TIK lién hé thanh vien ONERUILNCD 3
tra, gidm sat theo ké hoach da HDDD, mdi tham gia doan 05
ehige iling b, gidm sdt, chudn bi bang kiém ngay
- Béo cdo giai trinh sau gidm sat va bién bin g'lém sek.
(theo yéu ciu} - Théng bdo ket qué, ndi dung
sau gidm st
Buée 8: Thay | - Nhém NC tien haah thu e xin | - TTK tiép nhén hé so, xin ¥ QTQL.NC.17.3 5 ngay
ddi & cuong thay déi dé cuong nghién ciu kién Chu tich HDDE vé vide BM14/QTOLLNC.173
nghién clru (néu co). diéu chinh clia nghién ciru. - g
; BMI15/QTQL.NC.17.3
- Nhém NC pini bae céo dinh k| - Chu tich HDPP quyét dinh

G hi chii: Ddp 14 037 lidu 28 dererc kiém sod) D@ o tai lidw wio khdng deoe ddag ddu coa bénh vién
phdi e kidm ra fradic ki 31 deng va cdn dire thdng, Bdo véi nhdm vién phe trdch Lau kiak ndi k.

\
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\' : AENH VIEN M'.!f TRUNG UL?’NG - OTQLNC. 173
—— | Quy trink thiim g:m’ :?;n‘izt ‘qg'd: "{: ;i.;::ta;:u cita 17i Ang 12032025
N dung __Nhém nghién ¢éru 1161 dbng dao dic Biéu miu Thii gian
moi pim B1 Jan (déi vai nghién | hinh thirc tham dinh it gon | BM20/QTQIL.NC.17.3
ctu cd thes gian trén 1 ndm). hoic dﬁy du.
- HPPF ra van ban phé duyét
cha nghién cdu khi dat yéu
cau.
Bude 9: - Nhém NC béo céo biénco bat | - TTK ra soat va guri bao cao cia | QTQL.NC.17.3
?iob(a:im c;inh lg;i nihriégi At;;ong theo miu bdo | nghién ctru té1 Chi tich HPEP. EM13/QTQL.NC.17.3
A SO BMI16/QTOL.NC.17.3
11
Bude 10: Luu - TTK luu hé so tgi van phong Xem muyc 8§ - hé so 05 ném
trr HDDD, Vién Pao tao va Nghién
cvu Sac khoe Tré em cua
BVNTU.

Ghi chii: Bdv 1a tei tidn 3F deoe kidm soit. Bit cie 141 life ndo khéng drage ding ddu ciia bénk vigh
e g Kidnr tra tnede khe ser tuny wir can duvre theong bdo vt Rhdn vign phe tréeh. Jao hanh nei) 56,

B N =y =
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\U’ BENH ﬂﬁh’.’ﬁf{‘ TRUNG LONG OTOLNC.17.3
: trink xem xé, thdm djnk vd phé du :
7, BIEU MAU, RUONG DAN CONG VIEC
STT | Tén biéu miu, hwing ddn cng vige M3 tai liéu
| | Bon xin danh gid dao dic trong nghigén BMI/QTQL.NC.17.3
clru
Ban cam két thue hién ding cdc nguyén
tac vé dao dire trong nghién ciru cda nha
nghién cl
2 | Phiéu thdng tin xem x&t dgo dirc BM2/QIQL.NC.17.3
3 | Pon xin tién hanh nghién ciry tai Bénh BM3/QTQL.NC.17.3
vién Nhi Trunp wong
4 | L¥ lich khoa hoc BM4/QTQL.NC.17.3
5 | Phiu cung cdp théng tin danh cho cha BMS5/QTQL.NC.17.3
me/ngudl gidm h§ tré em tham gia
nghién ciru va Phiéu chip thudn cho tré
tham gia nghién ciru
6 | Phidu cung cép théng tin danh cho tré| BMOQTQLNC.I73
tham gia nghién ciu tir 13-18 wdi va
Phi¢u chip thudn tham gia nghién clu
cla tré tiy 13-18 tudi
7 | Phidu tiép nhip hd so DML
% | Phiéu nbdn xér, dénh gia d cuomg theo | BMB/QTQLNC.I7.3
quy trinh rat gon
9 | Phidu nhén xét, danh pi4 @& cuong theo BMQTQL.NC.17.3
quy trinh ddy du
10 | Bién ban kiém phiéu hop héi déng dgo | BMIVQTQLNC.I7.3
dac trong nphién cir y sinh hoc
11 | Bién ban thém djnh dé cuong nghién ciru |  BMIVQTQLNC.17.3
theo quy trinh Mt gon
12 | Bién ban hop xét duyét a8 cuong nghién | BMIZQTQLNC.17.3
clru
13 | Bao cdo bién cb bt lgi nghiém trong BM13/QTQL.NC.17.3

(SAE) trong nphién cuu thir nghiém lam

Ghi chil: Ddy '8t Hidu 48 deeac kidn sodt. Bt o 33 licu nao khing dvec déng ddu vtia biuh vign
phi duzrc kedem tro trudie Khi 3 ding va cdn dae (NG bda var whdn vign ple trdch. Luw hdnh ngi 55,




; : BOYTE Trang {2 trén [3
v BENA VIEN NAT TRUNG UONG QTOLNC.17.3
\’ Cuyp frinks thim dinh dcu%g Vi qudn ff nghifn cir cda J10E ddng 12232025
\ &30 dire trong nghtén ciu p sink hoc ==
STT| Tén biéu miu, hetug din chng viée M4 @i lifu
sang,
{ 14 | Pon xin bd sung thay 4di dé cuomg BMI4/QTQL.NC.17.3
nghién ¢iu
15 | Ban thim dinb thay i dé cuong nghién | BMIS/QTQL.NC.17.3
ciru
16 | B4o c4o dinh ky/ két thic nghién cinu BMI6/QTQL.NC.17.3
17 | Mau giai trinh sau bao vé dé cuong BMI7QTQL.NC.17.3
18 | Gidy chimg nhin chip thuin dé cuong| DMISQTQL.NC.I7.3
nghién ¢l
19 | Gifly chimg nhén chép thuin d2 cuomg | PMIFQTQLNC.I7.3
phién ban bing tiéng Anh
20 | Gidy chimg nhdn chép dugn thay d6i g&| BM20/QTQL.NCA73
cuong nghién e
2) | Théng bio chip thudn c6 didu kién BV 7SSl
22 | Théng bauv khong chip thuén BM22/QTQI..NC.17.3
8. HO SO
. Thin gian Phwong Phoong
TT | Ténbdso Nai luru T ohiplun | phip iy
1 | Dan va cam két
2 | Dé cuong
aghién clu va
hd so cla san
phim
3 | Phiu ohin xét, | * nPro™® | >Snmn | Béncimg | Chtxén
Bién ban hop
4 | Chimg nhan phg
duygt cua
186933) 3
§ | Cdc bao cdo cla

Ghi chi: Ddy i@ tai Hidw 44 dieore kicm 308t DAt ok 28 lidu néo khémy duwe ding div ciia blak vien
phdi dweoe tider oo mruds Kb sie dung va odn deere thing bdo v6i nhin vidn pha trdch. Luu hanh ndi 56,




BOYTE Trang 13 trén i3

\"’ BENH VIEN SHETRUNG UONG OTRLNCIT.3
(Juy trimh tham dink 3¢ cirung va quan fY apkifn i cio 16 #Jhg 130302025

dae dec trong nghidn clu y sinh koc

— = [
Thw gian Phwong | Phuong

TT | Ténhbsv | Noiluw - phép Juu | phap hiy

Aé tai

6 |Cac théng bao
cia HDDD

7 | Bdo cdo nghiém
thu cda dé

8 |Bién bdn gidm
sét dinh ky

9 | Bang kiém gidm
sét dinh k¥

TAI LIEU THAM KHAQ

1. Théng tr sé 43/2024/TT-BYT ngay 12/12/2024 quy dinh viéc thanh lap, 1
chire va hoat déng cua Hai déng dao dic tcong nghidn el v sinh hoc.

2. Théng tu 56 29/2018/TT-BYT ngay 29/10/2018 cia Bé Y t& Quy dinh vé
thit thudc trén 14m sang

3.Bd Y té (2013), Hudng din Quiic gia vé& dao ditc trong nghién ¢iu y sinh
hoc.

4, Council for International Orpanizations of Medical Sciences (CIOMS).

(2002). International Ethical Guidelines for Biomedical Research Involving
Human Subjects.

5. World Health Organization (2011) Standards and Operational Guidance for
Ethics Review of Health-Related Research with Human Participants.

Ghi chil: Dav (6 151 tidu 33 Gepe kadm sodt. BAl cee sy $idw nio kiing duoc ddng dau cua hénk vién
Fhal droe kidm ma ek Eh Sie dung va odn diepe ihdag hoo wh nhin vigrn phu rdch fu adnh not bo.



CONG HOA XA HO1 C1U NGHIA VIET NAM
Béc 18p — Tir do — Hanh phiic

DON XIN PANH GIA PAO DU'C TRONG NGHIEN C170

Kinhgui: Hi ddng dao dux trong pghién ciu y sinh hoe

Bénh vitn Nhi Trung womg
|I. Ho va t€n nehién céu vién chinh:
Do v
Dia chi:
Dign Lhoai: Fax: Cwnail:
{B28ng nghién cim néu cd)

2. ‘I'én 4 tai {dy 4n) xin danh gia dgo dic trong nghién ¢lru:

(NSu ndi dung xe ddnh gis ohi thude I trong whidu tibu die on, nhidu giai dogn ciia du dn tdng
phdi ghi 13 ndi dung nghién ctew thude du én dng va tén du dn 1ong}

Tén tiéng Anh (301 véi trudng hop cdn cé bin phé duyét IRB bang Tidng Anh)

3. '1én don vi chd tri € tai {du 4n):

Dia chi:

Bién thoatr: Fax:
4, Dja didm. théi gian taén khai nghién cira:
5. Nha @i trg: (do 16 chire, Quéc gia ndo hd tro, hop tde, Ngwdi b hop déng nghién cir, tai
e, )
6. Hb su gt kém theo don xin dénh gid bao gdm:
(Libt ké nhitng tdi 1idu giri kém theo danh muc dudci ddy, xép theo thi: tw)

- Phiéu théng lin xem x¢t Dao dirc (Biéu miu 02}

- D& cwong NCYSH (d8 chinh sira theo § kién cia Héi d48ng khoa hoc, ghi ré phién bin:
s& phigo bin, npay ¢ip nhit): phiéu thu thip sb liéu, phiéu cung cip thong tin va chip
thugn tham gia nghién ciru ciia cha me aénguai bao ro (néu ¢d, ghi o phién ban: 50
phién ban, ngay cdp nhat), ban cung cip théng tin va chip thudn tham gia nghién ciru

BMIAPTPL NG 7.3 Thang | tvén 120452025



cho e tu 13-18 (ol (neu vo, ghi o phien ban: s¢ phien bap, ngay ¢ap nhat), ¢ac quy
trinh thue hien, . ..

- Ho so san pham (reu fien guan)
- Cag ho s¢ khag:

+ Hop dong ky ket, tai trg, ghi nhe tai tro kinh phi cho hoat deng de tai‘du an giua
Benh vien Nhi Trung vong va doi lac. Heac Giay xac nhan cua Giam doc Benh
vien, Giam duc Trung tam, Truone khoa'phong nol tien hanh nghien cuu dong ¥
ticp nhan.

{Bdoi voi sink vien dai hoc, sinh vien noi tru, Roc vien cqo hoc, hoc vien chuyen khoa
I nghien ciew sink: dp dung dem theo “ Quy trink quan fy de tai tuan van cua hoc
vien").
+ Bicn ban xet duyet khiz canh Khoa hoc cua Hoi dong khoa hoc.
+ Khac ghi ro,
+ De cuong va cac play to licn quan den nghicn cuu bang ngon ngu ticng Anh
(Doi voi cac nghien cuu hap lac voi cac to chicc meoe ngoai).

- Sa veu ly lich cua chu nhiem/nghien ciru vien chinh.

Thay mat nhom nghien cuu, toi xin cam ket thuc hien theo dung cac Quy dinh ve dao duc
trong Nghien cun Y sinh hac cua Benh vien.

Ha Nol,ngay thang nam 20..
CHU NHIEM DF. TATDY AN
{Ky va ghi ro ho 1cn})

BMIAQTQLNC IT. Trang 2 fren F 27372025



CONG HOAXA IOl CHU NGHIAVIET NAM
Doc lup — Tw do — Hanh phue

BAN CAM KET THUC HIEN BUNG CAC NGUYEN TAC VE PAO BUC TRONG
NGHIEN CUU CUA NHA NGHIEN CUU

Kinh gui: Hoi deng dan due trong nghien cwu ¥ sinh hoc

Benh vien Nbi Trung wong

I. Ho vaten Chu nhiem dc tai (du an):
Daon v1 cong tac:
Pha chi:
Pien thoai: Fax: Email:
2. Ten dc tai {du an) xin danh gia dao duc trong nghien v
3. Ten dom vi cho o

Thay mat nhom nghien ¢uu, toi xin cam ket:

o Toi Xin cam ket thue hien theo dung cac nguyven tac dao duc trong de cuong nghien cuu
da dvoc Hoi dong dao duc phe duyet.

< Ton trang, bao v¢ pham gia, quyen, hanh phuc va an toan cua ngudi tham gia nghien

cunL.

Bao dam tinh khach quan, trung thiee trong trien kKhai nghien cou.

Ton teong va dam bao quyen tac gia cua nhung thanh vicn treng nhom nghien cu.

Tuan thu ¢ac quy dinh, luat phap ve dao duc trong nghicn cuu y sinh hoe cus Viet Nam

4O 0

V2 Quog te.
o Toi cam ket hoan toan chiu trach nhiem new de xay ra van de kien cao tue phia gia dinh
doi twong tham gia nghien cuw, giva thanh vien nhom nghien cun, vy,

Tran trong cam om.
Ha Noi, ngay  thang nam 20...
CHU NILEM DE TAT

EMI/OTOL NCIT.2 Trang Toen l 12/3°2025



PHIEU THONG TIN XEM XET PAOQ PUC

BENH VIEN NHI TRUNG UONG S4:

HOE BONG DAO PIIC TRONG NGHIEN €U ¥ SINH HQC

PHIEU THONG TIN XEM XET PAO PUC
{DANH CI{O NGIIEN CUT) VIEN)

Tinh chit cia NCYSH
Dién "X {c6) hadc 3é tring (khéng) vdo cde 5 sau sao cho thich hop
(] Nghién céru durac tai [[] Nghién ctu clia hge [C] X hdng thudc nphién
trge vién sau dai hgo ciu ndo & trén
[] Bé tai co s [] Nghién ciru céa sinh Ghi riv.
vién &z hoe
(] Xin cép chimg nhin IRB Tiéng Vidt [] Xin cip chimg nhén IRB Tiéng Anh

Tén NCYSH (Tigng Vigy

5; Y
?‘EM; ‘Mf;:&:' XA i’&;s,

Tén NCYSH (Tiéng Anh)

Cie nghién citu vién 1T S0 A T PR I * e i
Hg tén Chac daph Chirc vy, noi oﬁng tic
Nghién ciru vién chinh
Cac nghién cint vién khac
HM2iQTQI_NC 7.3 Trang § wén I3 1243528235




B T ——
Don vi chi tr nghién cdm

Ngwriri giae djch (Néu khdng phai la nghién el vién chinh)

Hy, tén, chirc danh:
Bia chi giao dich:
Pigo theyi; CQ NR
Fax Di dGng:
Thr dién ta-

Nghién ciru cé sy tham gia ciia nhiéu co quan (ngoii Bénh vi¢n Nbi Trong wong)

Co quan Tinh trang cip phép vé dao dirc

[ B3 duge cip phép

[[] Pa nép dom va dang cho <ép
phép

(] Chwa xin phép Khéng cé
[IbDD

[ Gl chib khi

BM/OTQL NC.17.3 Tramg 2 trévs 13 12/3/2025




phép

HBDbDP

[ "1 Ghi chi khic

[] b3 dugc cip phép
(] D3 ndp dom va dang chir cip

() Chirs xin phép/ Khong 6

Mgt b théng tin chung vé nghién e~
Bién X" {vi) kode dé trong (khong) vao céc 6 sau sao cho thick hop

. "'
e o o

- d M N
‘S BEEILGNE Y - BN

(i Fré em, vi thanhnién, | [] Nguéi cé 16n thuong (han | [ ] Newdi thudng xuyén
nguii é tudi kinh holc thidu nang trl cdn dén chim soc v 1€
g
[ Ngerivi ¢é quan hé 1€ [(JCéc t8p thé nhém ngudd | [ INgudi dan tde thiéu s6
thudc ho&c khéng binh
dang
[:] Phéog xa, chdl ion hoa D Coog nghé sinh san o r¢ DThl)‘ nghiém l4m sang
ity ki thudt
[JPhéc 86 didu trj hodc thd | [] Nghién cirudich € hoe | [] St dung miu m6, chit
thuit y té mdt dich ngui
[] Gien npuési
Dang nghién ¢tra: [] can thiép []dich t& [ ] quan sét

[] dua trén tai lidu []trén ca nhin
[ diéu 1z x4 hoi [T] khde, ghi 8. oo
Poi tugng nghién ciru { Tuds):
Thbi gian nghién clru:
Khna/Phong thamn gia Nghién ciu;
Thiét | (] Tién ciru [JLogtcabénh  |[JTNLS
ké [C]Mb ta cit ngang [J Thudn tp [1Khac, ghi
nghién |[]Quan sat []BPénh chimg T sash sevakaos
ciru:
i [_] Bénh cia mau, cos goan tao mau, cic rbi [ ] Céc bénh da va md dudi da

BM2IOTPLNC.17 3
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tugng
bénh:

loan lién quan dén co thé mién dich

(] #18t s6 bénh I¥ xud pht trong thai ki
chu sinh

[[] Bénh ndi tiél, dinh dudmg, chuyén hoa
[[] Bénh bé co - xuong - Khém, mé lign két
[] Cée yéu 16 anh huéng dén tinh trang sic
khoe va liép xtc dich vy y

[] Nguyén nhin ngeai sinh cua bénh (i, ta
vong

[) Chén thwong, ngd ddc va mt sd hidu gna
khic do nguyén nhin bén ngoai

[(ICic wi¢u chimg, diu hiéu va nhirag hiéu
hién 1am sang va cin ldm séng bt thieimg,
khéng phin logi & phin khic

[ i ¢at biin sinh, hidn dang va bt thutmg
vé thidm sic thé

[[] Bénh I§ ngoai khea

[(] Bénh hé tiéu hoa

[(] Bénh hé hé hép

_ ] Rénh hé tuin hodn

] Bénh tai va xuong chim
("] Bénh mét va phan phy

[ Bénh hé than kinh

7] Réi loan tim thin va hanh vi
[ ] Budu tan sinh

[:I Bénh nhiém tring, ki sinh
frung

E] Thai nghén, sinh dé va hiu
34n

Bénh hé sinh duc tlét niéu
Khac, ghi 18.. ;

Théng tin v& ngudn tai trg

1.MO TA QUI TRINH, PHUOUNG PHAP THU THAP DO’ LIEU
(Bing ngén ng2 khong chuyén nganh vé nhimg gi nguai tham gia & trdi qua)

1a. M4 ¢4 nghién ciru/dy 4n

1h. Gui trinh thu thip s8 lifu

$

Budc 1:

2. Buoc 2:

3.

Buac 3:

AMMQTOLNC 17 3

Trang § t+én 1}
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y 4. Budc 4
{C6 the v& sa db, néu c6)

Lle. Mye dich/ gia thuyét! vin @& nghién ciu

1d. ¥én 3¢ lido quan dén ngwin dio tdc thifu sb

le. Bia diém nghién cin

ZINGUYICO TEMTANG | R ER B I S S RN RS

2a. €4 cde nguy e nia?

Nhimg npuy co do xay ra voi:

] Nhém nghign e [] Nguési tham gia [ Cong ddngea ] Cong dong Iém
rudmg hon

[[] Khéng ¢6 nguy co ndo véi céc nhém trén

Ib. S¢ sénh mie 49 rii ro khi tbum gia nghifo cdu vé&i mike xdy ra trong sinh boat
hang ngay

2¢. Qui trinh giam thiéu rii ro

SM2PTOLNC 173 Trang S irén 12 12432025




2d. Cach xir li kbi xay ra rii ro

2e. Cac nguy co vé sirc Khoé va tinh an todn

£, Cic vAn 3% v& an toan sinh hoc

2¢. Thavu tac gen

LGABLOUICHTIEMTANG = % 0
3a. C4 nhimg lgi ich gi?
Ib. Ai dwrge 1yi?

3c. Béng ghp khoa hye ena nghién ¢im

AMMOTOLNC 173 Trung 6 vén 13
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3d. So sanh gita nguy co va lgi ich cia nguii tham gia

4.MO TANGUOI THAM G1A NGHIENCOU. .

4(a) Nguini tham gia dy kifn?

4(b) Cich xie djnh, tiép xic, vi tuyén mj

4(c) Sy tham gia ctia tré vi thanh nién?

4(d) Sy tham gia ciia ngwdi bj thwong tén thin kinh hojic thiéu ning tri tug?

4(e} Sy tham gia ciia ngudl dang bj giam giik, ngudi oo quan hé 1€ shude/ khdng binh
ding?

(f) Mdi quan hé sdn c6 véi nhirng ngwdi tham gia?

SM2OTQLNC 173 Trung 7 irén 13 12732625




4(g) Rao cdn ngdn nglt phi thdng?

4(h) Sang coyén?

4(i) Ngwréni tham gia phai tir chdi phdc 46 didu tri dang dp dung?

4(1) Tuyén chon cé chi djoh céc thanh vign (huie cic cjog dbog dén tic thidu sb

4(k) Swr tham gia tip thé?

4()) Chi tra khuyén khich

#(m) Qui trinh bau ¢do, chng b két qui cudi cing

4(n) Qui trinh céng bd bio cio tom it

S. QUITRINH XIN CHAP THUAN TINH NGUYEN

BM2/OTOLNC.17.3 Tramg & én 11 120342023




6. QUAN LI DU LIEU & BAQ MAT THONG TIN

6{(a) Thu thip di¥ liéu trirc tigp?

§(b) Tiép <dn thdng tion ¢a nhéin?

6(c) Dir liéu sé dupc ghi lai ohe thé nin?

b(d} Théng tin ¢a nhan/ nhay cam

6{e) Biio ma1 thdog tin

6(f) Bido quan va hru tri trong ndm. Lam t& viée hu tn rigng cho hai loal théng
fin:

6({D1. D@ ligu, théng tin thu thip trong nghién ¢, phin mém phin tich, xir ly sb liéu

Dia digm hrw toit [[] b4 c6 sy chap thudn cus
khoa phong/bd mdn

AL Qugre pheép 1Ep ¢fn thong TiN..rmsrmiiiisesiees
Céch ki 508t ti€p c2n thBIR tiNl.........eecsreaecesrre e e ssa s emsiner

6. phﬁn bée cao k&t qua nghién ciru duge cong BE:......coneee

OMIOTLNC [7 3 Trang 9 irén I3 12:3202%




Dia diém lwu tri

mon

Ai duye phép tiép cin thang tin

[ D2 ¢6 sy chip thudn cia bd

Céch kiém sodt tidp cdn théng tin

6(g) Bao vé théng tin cd nhin

6ig)i. Co quan/ Noi dang I trt

6(g)ii- $6 lugng hd sa

&{g)iii. Cac nguyen tic bio mat thdng tin ¢4 nhin dang 4p dung

7. THOT GIAN THUC HIEN

7(a) Tavi gizn thir nghiém caa nghién ciru
Tt ! / dén

(b) Théi gian thu thip di lifn cda nghién cdu
Tur / ! dén

7(c) Téng quy th&i gian cia nghién ciu
Tir ; dén

8. MAU THUAN LOT iCH

3(a) Nghién ciru theo yéu ciu cida (thay cho) ngwet tai trg/ t6 chire thromg mai?

8(b) Sy phy thugc hojc lién quan v& tai chinh

BM2QTOLNC. 173 Trang 10 én 13
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8(c) Lo ich tai chinh true tiép/gidn tiép bodc loi ich khic ¢da ohidm nghién ciu

Y. NHUNG CAN NHAC bA0O BUC KHAC

10. CAM KET CUA CAC NGHIEN CUVU VIEN

Ching tdi, oh@&ng ogwdi ky tén duwdi ddy, cam két ring:

Chang t8i d3 xem xét nhimg van d¢ dao dirc tifm 4n cia NCYSI? ndy va thiy ring
¢ée bikn phép duge chen 13 thich hop v phd hop vdi qui ché deo dirc trong nghién
ciru y sinb hoe hién hanh cia Rénh vién Niti Trung uong va Bé Y té.

Ching 131 43 xem Xét va cho ring ¢ée hién phép d& chon thich hop v6t van héa,
phong tyc tdp quan dja phuong, chinh sich va qui dinh cia ludt phap Viét Nam.

Chilng t3i Xin &4m bao fing bt k¥ nhan vién ndo khic tham gia thuc hign NCYSH
(vi du: nhdn vién hanh chinh ddm nhdn céng viéc vao s& sach céc i liéu) clng s&
hiéu va tudn thi theo nhimg qui dinh vé& bav vé ngudi tham gia (vi dy: bioe vé su diu
tén <da hg).

Ching 8i s& théng bio kip thoi cho HPPD vé bt ki m{t tic dng bit 10i ndo phat
sinh trong yua trinh nghién cdu (vi du: nhitmg hé yed bit Igi chua ludmg trrde, nhimg
yeu td nguy ca bit ngir déi véi d6i ugng/cdng dong hodc nhimg khidu nai, kéu ¢a phin
nan, ¥.¥...L

Ching t3i s& xin phép HPOE truéc khi thire hién bit ki mét thay ddi nao so vai
nhimg diéu d4 mé ta trong, Phifu théng tin nay.

Laru §; Tt cd cdc nehién cire vién phai kF vao phiéu thong tin ndy
Chi nhiém d tai Ngiy _ thing__ ném ___
(Ky va ghi ¢d ho tén, chie danh)

BMIUTM_NC. 7.7 Trang i trém 13 T2:3£2025




Nghién ¢iru vién Ngay _ thang _ nim
(Ky¥ va ghi rd h¢ tén, chire danh)

Nghién ctru vién Ngay __  thiog __ nidm
{K¥ va ghi 18 ho t€n, chic danh)

11. Y KIEN CUA NGUO HUGNG DAN NGHIEN CUU SAU PAI HOC (néu c6)

T&i d xcm xét phiéu théng tin ndy cing nhing véin dé dao dlre tiém dn cda nghién ciu
nay. Téi chimg thuc ring nghién cilru s& dge tién hanh tuin thi theo cha qui ché dao dic
wong nghi€n cdu y sinh hoc cia Bénh vién Nhi Trung wvong, chinh sich va phap ludt

Ti khing dinh ring ndng lyc chuyéa mén va kinh nghidm cda tét cd céc nghign ciu vign
1 thich hop dé thyc hién nghién ciru niy.

TINH KHOA HQC CUA NGHIEN CU'U
Danh ddu vao mot frong nhinmg 6 sau}

Tinh khoa hgc ¢da nghién ciru d& dugc xem xét v¢ tinb khoa hoc boi:

Ma1 Héi ddng khoa hoc trong hodc ngoai Bénh vién Nhi Trung uong (vi du: D
Hbi déng chim thi! bao vé dé cwong Tién si, Thac s0), cc chuyén pia déc
l&p theo yéu cdu cha co quan tai tro...

Cép/ cd nhan <6 thim quyén xé1 duysét O
Khoa/ B6 mén thee qui trinh chuyén mén ]

NHAN XET VE NHOUNG CAN NHAC PAO PUC TRONG NGHIEN CUU:

BMUOTOLNC {73 Trang (2 trér 13 127352025




Giao vicn buong daochinh Ngay  thaog __ nam

{Ky va ghi ro ho tcn, chuc danh)

BU2OTQL N 1T T Trang [T feen I3 J2/3:2625



CONG HOA XA HOI CHU NGHIA VIET NAM
DON vV} Pgc lap ~ Ty do - Hanh phuc
(il ra, new cé)
Ha Noi, ngay ... thang ..... nam 20

PON XIN TIEN HANH
NGHIEN CU'U TAl BENH VIEN NHI TRUNG UONG

Kinh giri: - Giam doc Benh vien
- Trirdng Khoa/TFrung tam... {ghi »0 Khoa, Phong nao)

Ten de tai nghien cuu ............ .
Chu nhiem de tai/Nghien cvu vien chinh - e, .

Pon vi/diachi: ......

Noi dung nghien Cul: ...ocivvisirrne (y dinh lam gi tai Benh vien, tien hanh nhu
the nao ? phuong phap ? Tai Khoa, Phong nao 7

Poi nromg nghien cuu -
Thoi gian nghien cuu cua de 1ai: fngaythdngimam den ngayithang/nam)
Thoi gian nghien cir tal Benh vien: fmgawthdng/nam den ngay/thing/nam)

Toi lam don nay Kinh mong Trieeng dom vi khoaphing ....... cho phep tol duoc
ticn hanh nghicn cuu tat do7 vr.....cua Benh vien Nhi Trung wong,

Toi xin cam ket chap hanh day du cac quy dinh, nol quy cua Benh vien,

Toi xin tran trong cam om./.

TRUGNG KHOA/TRUNG TAM Chu nhiem de tai
(dong y duyet)

EnIQPrQLNC 172 Traug £ iren 2 1232028



GLAM DOC DUYET

(dong vy duyet}
{doi vdi de tai co s cua BY
thi khong phai xin muc nay)

BMIQTQLNC 172 Trang 2tren 2 123/202%



CONG HOA XA HOI CHU NGHIA VIET NAM
Béc 14p - Tr do - Hanh phiic

LY LICH KHOA HQC

[. LY LJCH SO LUQC

ST . SSS—————— . % [ SRS
Ny thing ndm stab: e W . . LSS ——
SOCMIthe COCI s NZAY CAD T vvvverarireeoemeeeeeee NI EEP e,
A S 1 S Ih N SR T
Chire vy, dom vi cdng e trude Kb ¢ di hOC! ..oec v ie s et

.......................................................................................................................................................

-------------------------------------------------------------------------------------------------------------------------------------------------------

Bién thoai nha riéng:.............. .. erereeemenenEDIEN LhOBL COF QUAR: e
[1. QUA TRINH PAC TAO
1. Trung hoe chuyén aghi¢p:

Noi hoc (rOmE, tharh PROY: ... uesvsiieisssisisermiersesim e eemsesessmesmeesshssssss s s semasmssat s premeess oo
2. Dgi hoe:

HE 480 130! orroeeeeeece e “Théh gian 440 130 WL v svsvesseeeeeerrnnn 80

Noi hoc {tnrémg, thinh phé): T T 1

INgay va noi bao vé dé 4n, ludn an hoac thi 1 MERIED: cwmeveeeeeeeeee e e

------------------------------------------------------------------------------------------------------------------------------------------------------

Ngudi hutmg dan: .iveeeeeeerceceee e
3. Thyce si:

Noi hye {ruemg, Thanh phdY: oo

e B

BM#QTOLAC 17,3 Trang 1 trén 2 524542025




----------------------------------------------------------------------------------------------------------------------------------------------------

-------------------------------------------------------------------------------------------------------------------------------------------------------

Naudi hudmg ddn: ...
4. Tién st

Tén MIdN &N e e

------------------------------------------------------------------------------------------------------------------------------------------------------

.......................................................................................................................................................

-------------------------------------------------------------------------------------------------------------------------------------------------------

5. Trinh 44 ngogi gl (biét ogoai ngé gi, mirc dg):
6. Elge vi, hoe ham, ehike v k¥ thudt dugce chinh thire ¢dp; 58 hing; ngay va ooi cép:

R R e R R AR TR AR

.......................................................................................................................................................

IT]. Qui trinh ciny tic chuyén min k€ tir khi tit oghiép dai boc:

Théi gian Noi cong tac Cong viée ddm nhidm

[V. Cie ¢dng trinh khoa hoe 34 cdog bi:

R R R TR AR AR
-------------------------------------------------------------------------------------------------------------------------------------------------------

-----------------------------------------------------------------------------------------------------------------------------------------------------

T

............. ngay ... rhanag ... ndm 20...
Nguoi khai
IKP va ghi r8 o én}
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PHIEU CUNG CAP THONG TIN
DANH CHO CHA MENGUO] GIAM HQ TRE EM THAM GIA NGHIEN CUU

T T ——
Nghién el vieén chinh: ..o

P N | ——

Ching (6i méi CONSIRE EM PAIQC BAN GIAM HQ (ham gia vio mt nghién ciru.
Ban c6 thé ndi “déng ¥ hodc “khéng déng &87 vai vide cho wé tham gia vao nghién
ctru ady va thay déi ¥ kidn vao bit i thai dlgm ndo.
THONG TIN VE NGILEN CUU
Can c6 di thong tin d ira 16r cho cdc céu hoi goi  diedi ddy:
Ly do va myc dich ¢ia nghién ¢du ndy 1a gi?
Cd ban nhiéu ngurdi & tham gia vao nghién cGu ndy?
Tai sa0 con'iré em duyc ban 2idm hd duege chon vao nghién cira nay?
Con'tré em drge ban giam hé duge chon vao nghién clru nay nhw thé naa?
Viéc con/tré em dugc ban giam hd thum gis vio nghién ciru s8 kéo dai bao
Aw?
Nhimg gi s& xay ra néu con/tré em duye byn gidm hg tham gia vao nghién
ciu ndy?
Nhitng Jiyi ich vb thé ¢6 khi tham gia nghién ciu ndy la gi?
Nhitng riti ro hogc bit tién cd thé xay ra khi tham gia nghién cin?
. Théng tin ¢4 nhan coa tré ¢em Juge bao vé nhy thé ndo?

10 Tré em c6 thé riit khai nghién ciru sém khéng?

11. Tré em ¢6 nhén duoe bit cb thi gi khi tham giz vae nghién ciru ody hay

khfing?
12. Conitré em dugc ban giara hd o6 phai mét phi 48 tham gia vio nghién ciu
nay khéng?

13. Trach nhigm coa tr¢ em trong nghi€n cu nay 12 gi?

14. Pidu gi $& by 8 néu teé em bj bénh trong thdi gian dién ra nghién cim?

15. Ban s& hoi ai néu co ban khodn thic mic vé nghién cinu nay?
- Tén, s6 dién thoai, dja chi ciia chi nhiém d& i
- Ién, s6 dién thogi, dia chi coa dai didn dia diém nghién el
- Hoi déng dazo déc trong nghién céu y sinh hoc, Béah vién Nhi Trung wemg, 879

La Thanh. Déng Da, 134 N&i, Dién thoai: 84-4- 62738647, email: itb@nch.gov.vn

3 o S

£h

D 80 3
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PHIEU CHAP TAUAN CHO TRE THAM GlA NGINEN CU'U

gnan_mmﬂb_mw_aa-_m_nyuw
Toi M dyc hode duge nghe doc ban cung cip thdng tin vé nghién clru nay.

» Tai d3 duoce can b nghién clr gidi thich nhitng thdéng tin v& nehién cina,

e Tbi 4 ¢ co hdi dé hoi cac chu hoi v& nghién cire ndy va cic ¢du hodi cha tdi déu
duge rd 1,

» Téi nhan mft han sao cha Phiéu Thong tin cho cha me/ngudi giam hé déi tugmg
nghién ctru tham gia nghién ¢l nay,

» T&i wr nguyén @dng ¥ cho tré tham gia nghién cim nay

D PONG Y D KHONG BONG ¥

Ch@ ky cda cha me‘ngudi gidm b cla tré (ham gia nghidn citu:
Ho tén Chit k¥ Ngay théng n3m

Chir k' cila ngudi Vam chitng hodc clia ngudi dai diéa hop phap (néu ap dung):
H¢ tén Chi k¥ Ngay thang nam

Chir ky cia Nghién clru vién'ngudi lay Chﬂp thuan:

T41, ngudn ky tén dudi day, xac nh&n ring cha me/ngudi gidm hé coa déi twonyg nghién
ctiu tinh nguyén cho tré tham gia nghién cir, ky ban chip thuin 44 doc todn bé bin
thdng tin trén d3y, cdc thoéng tin ndy 38 duge gidi thich ¢an K€ che cha me/ngudl gidm ho
d6i tremg nghién ctru hidu 8 bén chét, cic nguy co va lgi ich cia viéc tham gia vio
nghién ciu nay.

Ho tén Cher kg Ngdy 1thing  nam

BMSQTQRLNC £7 3 Trang Jtrgn 2 120372025




PHIEU CUNG CAP THONG TIN
DANH CHO TRE THAM GlA NGHIEN CUT TU 13-18 TUQI

Ten nghien Cuu: e,

b T N LR {2 2P RN
Niehien cuu vIEn Chinh! - s s s e
Bdon v1 Chu tri: voviiiae e cvrrsaasens e trr—teee e e p—neaeee et e e e e mmme et et m em e e bttt m e Y ag e e e e

Chung toi moi BAN tham gia vao mot nghicn cuu., Ban ¢o the noi “dong y** hoac “khong
dong v* dot voi vicc tham gia vae nghien cwu nay va thay doi y kien vao bat cu thoi diem
0,

THONG TIN VE NGHEEN CUU

Can €6 du thong tin de tra loi cho cac céu hoi gei y deat duy:

Ly do va mue dich cua nghien cuu nay la gi?

Co bao nhicu ngudi se (ham gia vao nghién ¢uu nay?

Tai sae BAN duoc chon vae nghien cina nay?

BAN duoc chon vao nghien cuu nay nhw the nao?

BAN tham gia vac nghien ciru se keo dai bao lau?

Nhung gi s¢ xay ra neu BAN thamn gia vao nghien cuon nay?

Nhung loi (ch co the cé khi tham gia nghicn cuu nay Iz gi?

Nhung rui ro hoae bal tien ¢6 Lhe xay ra khi tham gia nghien cau?
‘Thong tin ca nhan BAN duoe bao ve nhyv the pan?

10. BAN g the cut khdi aghien cuu sém khong?

11.BAN ¢d nhan duoe bat cu thu gi khi tham gia vae nghien cwru nay hay khong?
12.BAN ¢0 phai mat phi de tham gta vao nghien curu nay khong?

13. Trach nhicm cua BAN trong nghicn cuu nay la gi?

14, Dicu gi s¢ xay ra ncu BAN bi benh trong thini gian dien ra nghien ciru?
ES. BAN se hoi ai neu ¢é ban khoan thac mac ve nghien curu nay?

I L S

- Ten, so dien thoai, dizg chi cua chu nhicm de (a)

- Ten, 50 dien theai, dia chi cua dai dien dia Jiem nghien cuu

- Hoi dong dao duc trong nghicn cuu y sinh hoe, Benh vien Nbi Trung vong, 879
i.a Thanh, Dong Pa, Ha Noi; dien thoai: 84-4- 62738647, email: wrb@nch.gov.vn
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PHIEU CHAP THUAN THAM GIA NGHIEN COU

» Tai da doc hojc duoe nghe doc ban cung ¢ép théng tin vé nghién clru nay.
« T&i da duwoc can bd nghién clu giai thich nhimg théng tin vé& nghién ci.

o T&i d8 cd co hdi & héi cic ciu héi v& nghién ciru ndy vi cic clu héi cla tdi déu
duge tra Lo,

« T&i nhin mé( ban sav ciia Phiéu cung cdp Théng tin va chip thuin cho tré tr 13 -
1% rudi tham gia nghién ciu nay.

v T&1 w nguyén 38ng ¥ tham gia nghién ctre nay
D BONG ¥ [ xuénG ponG ¥

Chir ky cda Iré tir 13 — 18 tudi tham gia nghién ciu:
Ho tén Chir kv Ngiy thing nim

Chix k¥ cia ngudi lam chimg hojc cia ngudi dai dién hop phap (néu dp dung):
Ho @n Chir ky Ngiay thing nam

Chir ky ctia Nghién ¢iru vién/ngudi Iy chip thudn:

T6i, ngudi ky tén dudi ddy, xdc nhin ring 4di tegng nghién cim tinh nguyén tham gia
nghién ey, k¥ ban chip thuidn 1 doc toan bd ban thdng tin trén diy, cac thong tin nay d3
dugc gidi thich can ké cho dbi twgng nghién ciu hidu 18 ban chat, cic nguy cu va g ich
¢i3 viée tham gia vao nghin cing ndy.

Ho tén Chir ky Ngiy thing nam

RMGTOLNE 17,3 Trang 2 trén 2 124342025



PHIEU TIEP NHAN HO 50

' M 56 hé so
| (do Ta thw ky' IRB
£
| cung cap)
D cirrny s6: Ngay 4¢ trinh:
Logi 4 ] xé1duyét landdu | [ chém din &€ cuomg
trivh: (] chinh sita 88 curemg
Tén d2 cwomg:
Cha nhi¢m dé
tai/Nghién ciru vién
chinh:
S& dign thoal: Fax:
E-mail}: Lién Jac [[] dién thoai (] Fax [] e-mail
Co quam
Chuyéa hd sa qua: [ bwudign [] mangdiénte  [] ndp true tép
Cic tai ligu d§ trinh: [} hoan chinh [Jchua hodn chinh
p 0O Tai li¢u khae...
S m; ifu clo 01 thdng tin déi rugng tham gia
el sung O phiéu chp thugn tham gia
01 phidu thu thip thdng tin (CRF)
O ngidn sdch nghién cliu
01 hé so sin phim cia nghién céu
vién
Ngwiri ohin:

Latu ¥ vui Iong mang theo bign nhdn ndy khi (ién hE véi HoP dong

BATGTOLNC. 17 3

Trang 1 trén 2
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Phan loai he s¢
Pe cuemy xin xel duyetl nghien cm mdi
Pe ciromp sura doi
Bao cao AE, SAE, Bao caa khong tuan thu de cugmy
Ho so xin ket thue sém nghien cuou

Ho s co lien quan den cac hoat done khac cua nghien cuu

Xac nban cus npuai drep nheo ho so

-

BMTITOL M 173 Tranp 2 fren 2 1532025



RENH VIEN NHI TRUNG UONG ~ CONG HOA XA HOQT CHU NGHIA VIET NAM

HOL DONG DAO PUC TRONG Pic lap - Ty do - Haab phae
NGHIEN CUU Y SINH HOC

PHEIEU BDANH GlA BE CUONG NGHIEN CU'U
(Theo quy trinh rit gon)

Pé crong méi O pé cwong thay ddi O
Tén nghién ciru:

Chil nhiém 4€ tai‘nghién cin vién chinh:

Ban vi ¢h tri:

He va tén thanh vién Hoi ddng:

D o oo Tl rne. o s R §h s s sa s saas nhe s ee e e msems de UEERET . DI
1. KHIA CANH KHOA HQC CUA NGHIEN CU1

Phu Khéng | Khéng
hop | phd hgp | Lién guan

1. | Bao phi ndi dung nghién ciru \
2. | Tinh cép thiét nghién ciru ,7
3. | Muyc tiéu ciia nghién ciru tf rang

4. | Thiét ké nghién ctu phit hgp voi muc liéu
B

6

TT N§i dung

Péi nwgng nghién el

C& méu nghién clru

= | Bién sb nghién ciry dAy dii va r3 ring theo
muc tiu nghién cio

8 Cdng cu nghién cau
9. | Cac k¥ thujt va quy trinh 14y mdu xél nghiém
10. | Ké houch xit 1§ v phén tich s6 ligu

11, | v kién két qua NC phit hop vii muc tidu va
bién sé NC

Nhap xét (b6 sung ki rd):

--------------------------------------------------------------------------------------------------------

--------------------------------------------------------------------------------------------------------
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2. KIILIA CANH PAO PUC
2.1. So sanh nguy co, lgi ich

Khéng | Khéng li¢n

TT ' P
NQ1 DUNG bihop | 1 hon =

1. | $o sénh lgi ich vA nguy co

2. | Cac bién phip chan so¢ va bao v¢ d6i
lugng tham gia nghién clu

3. | Quy trinh d2wn tinh riéng v va bi mél

4. K& hoach sir dyng, lwu miu sinh hoc lién
yuan dén con nguir

Nhin xét {bd sung lam ra):

---------------------------------------------------------------------------------------------------------

---------------------------------------------------------------------------------------------------------

2.2, Tinh @4y &4 cita ICF va quy 1rinb chip thuin tham gia nghién ciru

Phia | Khéng | Khong lién

TT NQI DUNG byp | pb hep el

1. | Ly du va myc dich ciia nghién céu

Sé nzudi s& tham gia vao nghign cir, |§ do duge
chon vao nghién clru

3. | Théd gian d6i neong tham gia vao nghién ciu

Néi dung Nhitng loi ich, i ro hodc bat (ién c6

i thé ¢d khi tham gia nghién ciny

5. | Nhimg bién phap giam (hiéu rii ro

6. | Théng tin ¢& nhan dugc bio v

5 | Vi€c tham gia nghidn cinu 12 tr oguyén, 461

tugnp cé thé nit khét nghién el sém

8. | Nhung chi tra lién guan dén nghién ciu

9. | Trach nhiém cta déi twgng tham gia nghién céu

Chim sdc néu dbi twong bi bénh trong thavi gian

10- | 4i&n ra nghién ciry

Ngudi lién hé khi ¢6 thic mac vé vin 4¢ tham gia

i nghién clru

12. | Ngdn ngir dom gian, dé hiéw, phi hop

Nhan xé1 {bd sung lam d);

--------------------------------------------------------------------------------------------------------

---------------------------------------------------------------------------------------------------------

AMRAQTCH. VI 3 Trang 2 trén 4 F2:372025




3, NANG LUC NGHIEN CUU VA TINH KHA THI

Phe | Khéng | Kbong lién

B NQI DUNG ko | phiken pae

Trinh 46 va& nang lyc cla nhém nehién cim

Xung dét le ich cua nhém nghién ¢iru

Ngudn kinh phi, co s vt chét

[
2
3. | Thi gian daanh cho nghigo ¢t
3
5

K¢ hoach trién khai, du todn kinh phi

Nhan xét (bd sung 1am rd):

.........................................................................................................

---------------------------------------------------------------------------------------------------------

5. HO SO LIEN QUAN KHAC

Phi Khing Khdng

et NQLDUNG hyp | pha bhep | lién quan

l. | Van ban ddng ¥ ciia don vi noi ridn khai

2. | Ly lich khoa hoe ca chi nhigm &2 tai /du 4n

Van ban chip thudn cia Hoi DPPDP Vign va céc
ce 5 nghién ciu khac (néu lién guan)

4. | Bién ban Hji déng khoa hoc {néu cé)

Nhén xét (b0 sung lam rd):

---------------------------------------------------------------------------------------------------------------------------------------

---------------------------------------------------------------------------------------------------------------------------------------

---------------------------------------------------------------------------------------------------------------------------------------

--------------------------------------------------------------------------------------------------------------------------------------

7. KET LUAN: (Ddnrh ddu " X" véo 6 thich hop
- Chip thufin, khong ¢in sita chita
- Chdp thudn ahung ¢in stra chta
- P& nghi thim djnh theo quy trinh ddy du
- Khéng chép thugn

Gidi thich )y do néu dédnh gis khéng chip thujn:

--------------------------------------------------------------------------------------------------------------------------------------

--------------------------------------------------------------------------------------------------------------------------------------

Hé N, Ngdy  thdng  ndm 20...

BMYOTPLNC 173 Tramg 3 Mrin § 12:3:2025




Chuyen gia nhan xet
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BENH VIEN NHI TRUNG UONG CONG HOA XA HOT CHU NGHIA VIET NAM

HQ1 DONG PAO PUC FRONG PicIgp - Ty do - Hanh pbie
NGHIEN CUU Y SINH HOC

PHIEU PANH GIA PE CUONG NGHIEN CUU
(theo quy trinh dév d)

Tén nghilfn cu: ... ccviivvisnc i sirrsss=sairas
T R T U s S s ————————— | B
Déng nghidn cliu VI8N chifthy ... oottt s

1. KHIA CANH DAOQ BPUC TRONG NGHIEN COU

1.1. PANH GIA LI {CH VA NGUY CO

Can nhéc loi feh va nguy cor dua (én cac tiéu chi danh gid nhdm dam bio: Nguy co
¢ho @6i twgug nghién cira dwge han ché dén mic thip nhit. Cdn xem xét cy thé:
cdc nguy cor (thé chit, tdm 1y, x& hdi, kinh t&, phdp |}, thdng tin cita nghién ciu giai
dogn trude, cac k¥ thudt xam l4n, sb lugng miu va sb 14n 1y mau maw/djch sinh
hoc, ¢ac Lo ich trre (iép va gidn tidp, méi trang quan lgt fch va npuy co.

----------------------------------------------------------------------------------------------------------------------------------------------

----------------------------------------------------------------------------------------------------------------------------------------------

----------------------------------------------------------------------------------------------------------------------------------------------

1.2. BAO VE bOI TUONG TIIAM GIA NGIIEN CUNJ
K¢ hoach g1am sdt, bao v¢ sy (ham gia cda déi tugng d€ bi tdn thuwong

..............................................................................................................................................
----------------------------------------------------------------------------------------------------------------------------------------------
..............................................................................................................................................

----------------------------------------------------------------------------------------------------------------------------------------------

1.3. TINH BAY PU CUA ICF VA QUY TRINH CHAP THUAN THAM GlA
NGHIEN CUU

Tinh @Ay &0 cla cac ndi dung can ¢b trong ban ICF (informed consent farm) mé 1 rd
muyc dich nghién céu, loi ich, nguy co va cic noi re, méc df bao mdt thong tin, thdeg tin
lién hé, vin 02 bdi (huwdmy va chi tra, thu thip mAu va céc k¥ thudt xdm lin, quyén lgi,
tinh ty nguyén tham gia va quyén tir chéi hode rit lui khéi nghién ciru, tinh huémg lay
chép thudn tir i dién hop phép, Npdn ngl sit dung trong qua teinh 1y chip thudn tham
gia don gian, d€ hiéu déi vdi dbi twong hodc dai dién hep phap cua d6i trgng,

----------------------------------------------------------------------------------------------------------------------------------------------

OMOAQPTOLNC. 177 Trang | mén 3 F2/342023
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..............................................................................................................................................

..............................................................................................................................................

1.4. TINH RIENG TU VA BAQ MAT THONG TIN CUA DOI TUONG NGIHEN CUU
C4c bign phip dam bao tinh riéng tr vi bi mat théng tin cda déi trgng, quy teinh

thu thép di lién d4m bao tinh tiéhg (1 va bi mat thong Gn cda ddi wwong, duy {d

hao mat A liéu drge dé cdp trong 36 cuong nuhién cir

----------------------------------------------------------------------------------------------------------------------------------------------

1.5. Clil TRA VA BAO HIEM CHO BO! TUGNG TRONG NGFHIEN CUL
Théng tin vé& sy chi rd duge ndu 13 trong ICF: 6 lugng. phuong phap chi (3, didu kién
béi thirome ¢4c (6n thuong se khdc do tham gia nghién ci.

---------------------------------------------------------------------------------------------------------------------------------------------

2. KHiA CANH KHOA HQC CUA NGHIEN cOU

2.1. THIET KE NGHIEN cUU

Cdu hoi nghién ¢(u, myc dich nghién ciu, muc tiée nghién ci, thié ké nghién
ciru, ¢ mau, qu?m thé nghién ci, dia diém, thei gian nghidn cim cy thé. nhém déi
chimg v phén bd dim bav ngdu nhién, tinh dim bio mi va ngdu nhién, quy trink
gidi m& md, quy dinh vé thudc dong kém, k¥ thujt do ludmg bién dau ra, tiéu chi
nging nghién ciu, test théng ké va mirc ¥ nghia théng ké

..............................................................................................................................................

2.2. THU THAP DU LIEU VA KE HOACH PHAN TICH DI LIRU

S4 Jién dénh gia: tinh an todn, hiu luc ho3e tinh sinh mién dich, phwong phip o
luimg, tinh phe hop cda CRF (Case Report Form Bénh an nghién ctu/Phiu thu thip
théng tin}, cdc SOP {Standard Opcrating Procedures) , giam sat ddc 13p ddi chidu vai tai
liéu géc, quy trinh quan Iy 41 ligu va hd so nghién cln, dom vi gidn sat nghién cim, ty
han giam sat dit lidn an toan.

---------------------------------------------------------------------------------------------------------------------------------------------
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3. NANG LUC NGHIEN €UV VIEN

Telith &6 v nang lue ph hop, xung ddt Ied fch véi nghidn ciny, ngudn bénh nhan/

dbi twong. co s& vt chit trién khai nghién ciru, nang luc xi (d cac AL/SAE (Adverse
Evcnts/Serious Adverse Fvents Bién cé bit |oi'Bién co bat loi nghiém trong)

..............................................................................................................................................

...................................................................................................................................
-----------------------------------------------------------------------------------------------------------------------------------
...................................................................................................................................
...................................................................................................................................
...................................................................................................................................
-----------------------------------------------------------------------------------------------------------------------------------
...................................................................................................................................
.................................................................................................................................

-----------------------------------------------------------------------------------------------------------------------------------

4. Két qua danh gi2
- Chip (huén, khéng cén stra chita, bé sung
- Ché'p thuén, cin sira chira, bd sung

- Pénghi sta chita, bé sung 4& dénh gis lai

- Khéng chip thuin

Ghi chia: Danh dau X vao & thich hop
Ly dn khdng chip thuin (néu c6)

...............................................................................................................................................
----------------------------------------------------------------------------------------------------------------------------------------------
-----------------------------------------------------------------------------------------------------------------------------------------------

N R NI RN R R R R R r N R R R RN R RN R PRI AR I A RN r R AR Rl RN bRt s R R st Ra b baa s

CHUYEN GIA DANIL GIA
Ky
Ho tén ¢hirc danb
Ngay
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BENH VIEN NHI TRUNG UQNG
HOI DONG DAO PUC TRONG
NGHIEN CUU ¥ SINH HOC

BIEN BAN KIEM PHIEU HQP

CONG HOA XA HQ) CHU NGHIA VIET NAM
Péc lip - Ty do - Hanh phuc

HO1 DONG PAO PUC TRONG NGUIEN CUL ¥ SINH HOC

a1 ddng dav dicc ddnh gid khia canh dao dic trong nghién cfru y sinh hge duge
thanh lap theo Quyét dinh sé: _.... /QD- BVNTU ngay ... 20... ¢lta Bénh vién Nhi
Trung vong. Héi déng da hop danh gia vé khia ¢anh khoa hoc va dao dirc trong nghién

'Y sinh hoe! ddnh gid nghiém thu két yqua 82 i

Thoi gian hyp: gid ngay thang nam 20...

Dia didm hop: Phéng hop..... tAap 3, Bénh vién Nhi Trung uong
Tén nghién ciru:

(hi nhigm dé& tai/Nghién ctru vién chinh:

Bon vi thurc hi€n: Béah vién Nhi Trung vong

H¢i dong dinh gis theo thé thirc bé phiéu kin

L. Nhém kiém phiéu gbm:

2, Tong s phifu phit ra; ... phiéu
-8éphidu thuvé: ... phiéu
- S6 phiduhgp 1&:  ......... phiéu
3. K& qua danh gid:
Dat } ...................... phiéu
Pat ¢an bd sung, sira chira cteeertireeesesresscphiéu
Khéng dat fteeeeiiiieise 2o phify
Chii tich H§i ddng Nhém kid phiéu
1.
2.

BMIN/QTPLNC.I7.3 Tramyg Firén [
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BENII VIEN NIf) TRUNG UGNG CONG HOA XA HOI CHI NGHIA VIET NAM
101 PONG PAO AUC TRONG Poc lap - Ty do - Hanh phac

NGHIEN CUU Y SINH 11QC

BIEN BAN

thdm dinh dé ciromg nghién céu theo guy trinh rat gon

Hoi ddng duo e lrong nghién o y sinh hoe ... dug: thanh 13p theo Quyét dinh 6
S N e 41 tién hanh tham dinh 88 cuong nghién citu theo
quy (rinh ritt gon 461 véi nghién cir,

Tén oghién ciru:

Nehién ciru vién chinh;

Té chire chi tri:

Do vj tai trg:

Té tham dioh:

- Thanh vién Héi déng tham gia thim dinh:
- Chuyén gia tir vén doc lp (néu co):

- Thu ky téng hop:
Thinb phin bd s dwge xem xét:
STT Tén loai tai lidu Ngay Phién ban
NQL DUNG THAM PINH
i. Cic ¥ kifn nbjo xét, Jong gép ¢ha thanh viéo td thim dinh:
1.1. Thanh vién thé nhdt: ............
1.2, Thanh vién th&r 2: ...........
1.3, Céc y kifn cia thanh vién khic
1.4, ¥ kién clia Chuy€n gia tu vén dd¢ lgp
2. Téng hop két qua danh gid theo phiéu thim dinb;
- 8¢ phifu phat ra: phidu
RN LQTQLNT 17,3 Trang ! irén 2 12362025




- S phigu thu vé: phiéu
- 86 phiéu hop 1¢: phiéu
- Chép thuén, khéng cin sira chiva
- Chip thuin nlnmg cdn sira chita
- D& nghi thim dinh thco quy trinh diy da
- Khéng chip thuia

3. Két luin cia Hpi dong:
Chip thuin/Chédp thudn nhung cdn sita chivw/Dé nghi thim dinh theo quy trinh ddy
AvKhéng chip thudn &6i véi nghién el ...

Nhimg yéu cdu siza chita, bé sung /1.y do khéng chip thuin d6i véi nghidu cim (néu c6),
Théi han nghién ctru vién phai ndp lzi hd so che Hgi déng (nfu cé yéu cdu).

Ngay téng hep ......./....120...

Thu k¥ tdng hop

Ho tén: Chix k¢
Chu tich Hai déog

Ho tén: Chir ky:

BM ATOLNC. 7.3 Truny 2 trém 2 F2132025




BENH VIEN NHI TRUNG UONG ~ CONG BOA XA HOI CHU NGHIA VIET NAM

BOI BONG Dad BUC TRONG Déc }p - Ty do - Hanh phéc
NGINEN CUU Y SINH HQC

BIEN BAN
Hop xét duyét dé cuong nghiép ciru

Hi ddng duo die trong nghién ciu y sink hoc Bénh vign Nhi Trung wwomg duge
thaah l&p theo Quyét dinh sé ... ngdy ........... cia Giam déec Bénh vién Nhi Trung
uang d2 tién hanh hop thim dinh, xét duyé d¢ cuong/dy én nghién cinu.

Thoi gian bop:

Dja diém hop:

Tén nghién ciku:
Nghién cdu vién chinb:
T6 chirc ¢hd tri:

Bun vi 1al try:
Thanh phin dy phién hop:

- Ch i cude hop:

- Thwu k¥ cude hop:

- $6 thanh vién Hét ddng hop va bd phiéu: .. ngudi.

- 88 thanh vién Hji ddng khong bé phiéu: ... ngwir,

- Danh sach thanh vién ¢6 mit:

- Chuyén gia o vin du lap:

Thanh phin b s¢ drge xemn xét:

ST T8n logi tai ligu Ngay Phién ban

NOI DUNG LAM VIEC CUA PHIEN HOP
1. Chi tich Hai dfng kil tea didu kién hop, thing bae quy trinh hop va diéu hinh phién
hop.
2. Nghién cfru vién chinh ........... trinh bay tém tit && cwong/du &n nghién cdu,
3. Cie ¥ kién nh$n xét, déng gép cia thioh vién Héi ddng:
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3. 1.Chuyén gianhdoxét l: ...,
3.2. Chuyén gia nhdn xét 2; ....... ...
3.3. Céc ¥ kién cda thanh vién khic
4. Y kién cia Chuyén pia tv van déc I8p(néucd).............
5. ¥ Xién clia Nghién cfm vién chinh, nha tai teg...............
6. Hii déng d4nh gia theo hinh thirc bd phiéu:

- 86 phiéu phat ra: phiu

- 84 phi€u thu v&:  phiéu

- 86 phién hop 1é:  phiéu

) i b gig nehiéu

- Chép thugn, khéng can sira chita

- Chép thuin nhung cin sira chita

. Khéng chip thuin
8. Két Iungn cia Hi dong:
H#i ddng két ludn theo 1 trong 3 ndi dung sau
8.1 Chip thujn khéng cin sira chifa
8.2 Chip thulin nhvng ciin sGa chita
Nhitng yéu cdu swa chitar.............

8.3 Khéng chdp thuan 46i véi nghién ctru

Ly do khéng chip thudn doi vai nghign ol ..ovieniveenievesirienieeneen,

Théi han nghién ciru vién phii nép lai hd so che Ht déng (rong tredmg hep ¢b véu cdu
stra chira),

Cude hop két thic bic ... k ..., cung ngay.

Thir ky eufe hop

¢ tén: Chir ky:
Cht t9a eude bop
Ho tén: Chir ky-
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Mi 56 bao cho cia dom vi:

MAU BAO CAQ BIEN CO BAT LQ1 NGHIEM TRONG (SAE)
TRONG NGHIEN CUU THU NGHIEM LAM SANG

1, TOM TAT BAO CAQ T TR -

—-— ‘. IR L. S-S S, b ad

Logi bda cdo: [[] Bio cio 1in ddu (] Déo cho b sung
Phin ko3i thea tinh chit nghiém trong cha bitn 2

(3 Tir vong [] Pe doa tinh mang

[ ] Nhip vién‘kéa dai thd gian ndm vién|_J Tan (3iithuong tit vinh vidningng né

[ 1 Di tat bam sinh'dj dang theinhi [ Yéu cdu can thi¢p y khoa d€ ngin ¢hin mét
trong cée tinh hufng rén hoic duxyc danh gid
¢& ¥ nghia v€ mjt y khoa b nghién cin
nghién ciru hodc nghin cim vién chinh

Tén nghién ciu
Thiét ké nghién céu [ nhanmé [JMidon [] Mi ddi

Néu diy 13 nghién ciru mil, SAEcé [} Co [(OKhéng [J Khing cd thdng tin
dén dén mé mu khéng?

Nha tai trg
Tén nghién céru vién chinh
Diém nghién céu ghi nhin SAL

Thei diém nhin dugc théng tin vé
SAE

Théi diém xuat hién SAE

Théi diém két thic SAF (hode danh [] Dang tiép dién
diu vio & “Pang tidp dién " néu
SAE dang 1iép dién)

Tén SAE {chén doén SAE hojc céc
triéu chémg chinh cua SAF)

Tén vié1 tit cia déi hrgng tham gia
thir nghiém Jam sang

M2 sé coa déi tugng tham gia (hl

BT NC 7 Trang I trén 6 1 2/372025




nghiém lam sang

2. MO TA DIEN BIEN VA XIf TRI SAE

Cung cdp thong tin vé cde diu higu, trigu ching ldm sang, xét nghigm cdn lim sang fién
quan dén SAE, cde bién phap xie tri SAE néu o6 (bao pom cd ngirng/yidm liéy san
phdmiphdc do nphién i), dién bién sau khi thue hién cde bién phdp xe tri do va cac
théng tin cdn thiét khde.

— Ly dovao vién:
- Bénhsu:

- Tién si:

- Tinh tramg luc nhap vién:

—  Chdn doén fiic nhdp vién:

— Chdn dodn tai khoa Nhi:

—  Dién bién qua trinh ndm vién:

- Cdc xét nghiém cdn ldm sang:

- Théng tin vé didu trj, xir tri SAF:

+ Thudc sir dyng tewée khi nhip vién:
+ Thudc sie dung trong qud irink diéu tri tgi benk vin.

Tén thuiie, ham lwoug, Ngay
dwdmg dilng, c¢ich diing 0801

X

X

K#ét qua sau khi xir tri SAE:

[(JHai phyc khéng ¢¢ ki di chimg  [] Dang béi phuc[_] Tir vong (ngay tir
[T1 Hai phuc nhwng cé a8 lai di [CJChia héi phue ¥ ONE: e =)
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chimg ] Khong co théng tin

3.POI TUQGNG THAM GIA TilU NGHIEM LAM SANG

Naay sinh
Tudi
Gidi tinh [JNam [N  Vdina: Dang mang thei (fuldn thir.....)
Céan néng (Kg)
Tién si y khoa lién
guan
4. SAN PHAM NGHIEN CUL/PHAC PO NGHIEN €U T
San phim nghién cou | [ang bao ) Ngdy sk dyng
STT| hoic phic 43 nghién ch, ?;:ug Lidu ddng | (ngawthdngindm)
o ham lugng ¢ Bit ddu | Két thic
i
ii
i
iv
v
¥l

™) GGhi 16 san pham nghién cow/phic 46 nghién ciru ma ddi tugnyg tham gia thiv nghiém
1am sang @2 sit dung. V&i nghién cia mi va SAE khéng din dén viéc mé mivkhéng xéc
dinh duye san phim nghién cinu‘phac dé nghién cinn mi 46 twgng tham gia thir nghigm
lim séng 93 si dyng, ghi ré phac d& duge ap dyng trong nghién ¢t vi nhanh nghién ciru
{arm) cia 88i trgmg tham gia thir nghiém I18m sdng {mé ta trong muc 2) (néu cé théng
tin).

5. CAN THIEP POL V(1 SAN PHAM NCHIPN C(J\urﬂ.&c bo NGHIEN cou
SAU KHI XAY RA SAE & S

= HESE Vs S NEASLE_S S W

| Céngimg/gidm lidu | NEw ngimg/giam lidu sin Néu tdi st dung san pham nghién
S| sin phim nghién _|phém nghién ciuiphic db| eiru’ phéc 46 nghién céu, bién od
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T | céw'phéc 46 nghién nghién cuu (hodc mé co xuat hién lai khéng?

T | cin:teéa d6i txgmg  [mu), 46 ning cua SAE co

s | tham gia thir nghiéin | duyc cai thi¢n khéng?

13m sang pip SAL
khoéng?
Cé Khéng | Cé |Khong lt{':;:lg‘g;: Co ll(.ho ﬁ:;ﬁng Al Ks{;ﬁ:fnfi

N B = S ) L]
il 0 Y O A o i ) = D
| L] <. T T L I O B O
v O - i T S O O 5 ) = i O
v[ O o O [ g T ]
T me EI BER FLEEE R LJ
vil| [ L2 6 O =

®S4 thir ty (STT) awrong dmg véi muc 4.

sd‘.n
Gmm c(m

'1"'

~‘ "-‘
79 -

NG BONG THOT €O THE uEN QUAN PEN SAE
YIEN ( khﬁng bao gom c:lc th n‘e dmp sir

kn

Thuﬁc.-'ché phim st
dung déng théi (tén
géc, tén thueng mai)

Dang bao ché,
ham lugng

Buimg
dang

Lidu ding

Ngﬁy str dxmg
(ngay’thang/ndm)

Bar dau

Két thac

| W] ]| W]
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QUAN HE NuAN QUA GIUA SAE Vi s.J.N PHAM NGHIEN crrurpnéc n
NGHIEN CUL- - 23 4::5-.4.;.

Néu co? lién quan, diy L4 phan
Pénh gid mdi quan hé nhin qué gilta SAF voi san pmg 34 dwye dy kléq hay ngodi du
STT phAm nghién céu/phdc dé nghién cir kién ctia san phdm nghién
o clruphac 48 nghién cinu’? ©
Cothé litn | Khang lién k P3 bict'duge dy e
S b= hira két ludn dugc Kidn Nzoai dy kién|
i O L] UJ L O
i L L] LJ L] L
_ g . O ] O 4
v [ O O O O
v O O | O O
) = O O O O

® 6 thir ty {STT) twong img vai muc 4.

e Vige SAE L "dd duoc die kién" hay "ngodi die kién" nén duge danh gis dua trén cic
tai liéu tién quan 8én san phim nghién cir/phic dé nghién cini nhu dé cuong cép nhil
nhit cda nghién ciu néy san phim nghién ciu chua duge cép phép dang ky luu hanh,
hode phién ban méi nhét chia 1'¢ huémg din sir dung néu sin phdm nghién ol &8 dvoc
cép phép dang k¥ hru hanb.

8. NGUOI BAO CAQ (nghién vira vién ¢hinh hudc nghign cirn vién dwge Gy quyén)

Vai tro trong nghién ciru:

Chir ky

LNgl))' k¥ (ngay/thang/nam)

Ho tén ddy di

Chirc vy, khoa/phong

& dién thoai
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Blia chi email

9. Y KIEN CUA DAT DIEN HQI BONG DAO PUCHIQI PONG KHOA HQC CUA
TO CHOC NHAN THU (néu c6)

DE xufit vE& 66 twgmg tham gia thir ughiém 13m sang (khong dp dung rong treomg hop
dét tirong tham pla thee aghiém lam sang ar vong):

[C1Tiép tuc tham gia nghién || Tam ngirmg tham gia nghién ciul | R61 khai nghién

cuu cu

P ruft v& nghigo e

[] Tiép tyc trién khai nghién [ Tam ngimg trién khai nghién || Ngimg trién khai
ciu ¢l nghién ciru

Pé zudt kbic {néu

co):

R

PAI DIEN HQT BONG PAOQ PUC/HOI  LANH PAO TO CHUC NHAN THU
DONG KHOA HOC CGA TO CHUC (ky. ghi ré ho tén va déng déu)
NHAN THU
(k). ghi rd ho tén)

BMIYOTOL NC.17.3 Trang 6 én & 1203/2025




CONG HOA XA HOI CHHU NGHIA VIETNAM
bue lap — T do — Hanh phuc

BON XIN THAY POI BE CUONG NGHIEN CU

Kinh gui: Hui dung dao duc trong nghien curu Y sinh hoc
Benh vien Nhi Trung vong

1. e vaten Chu nhiem de tainghien ¢u vien chinh de tai (du an):

2,

Pon vi:

Diac¢hi:

Dicn thoai: Emuail:
(flong aghien cuu new co)

Ten de tai (du an) xin thay don:

(New noi dung xin danh gia chi thuoc [ trong nhieu tiew dwr an, nhicu giai doan cua dic an
tonyg phat ghi v not dung nghien cuu thuoce du an tong va ten du an tong)

3

4,
-3

6.

Ten dom vi chu tri de tai {(du an):

Pia chi:

rien thoai Fax:

Dia dicm, thoi gian dang ky thuc hien: Tir theng.....nam dén thang.. . .nham

Glay chung nhan phe duyet lan dau: §O....ngay...thang. .nam

Giay chumg nhan cac lan phe duyet rwoc day (thay doi de cwong): {ghi re so, ngay

.thang..nam.. tuong img voi cac lan phe Juyet)

7. Noi dung thay do:

B R0 TN Q. o e im0 W W WK RO R N R MR RN
8. Ket qua sor bo nghien cu tir khi phe duyet lan dau den nay:........ooovenie-i,
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(New ro: da thu thap dwoe bao vhieu miy, ty fe %dat duoc, da c6 bao nhieu truomg hop
aay ra bien co, bien ¢i bat levi, hau gua, cuch e 14....)

Ha Noi, ngay  thang  nem 20...
CHU NHIEM DE TALDU AN

{Ky va ghi ro bo &@n)
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BENH VIEN NHI TRUNG UONG  CONG HOA XA HQT CHE NGHTA VIET NAM

HOI BONG PAO PUC TRONG Béc lip - Ty do - Hanh phiic
NGHIEN CUU ¥ SINH 1IQC

Ban thdm djch 1hay 38i d¢ cwomg nghién cdu

Quyét dinh thanh 1ap Hi déng dao dirc trong nghién e y sioh hoe Bénh vién Nhi
Trung wong sé  !QD-BVYNTU ngdy cia Ciidm déc Bénh vién Nhi Trung wvong.

Tén & cuomg:
1én ¢h nhiém:
Dan vi:

Hg va tén thanh vién Hji dong:

.......................................................................

1. Phin logi ¢ tdi dy dn

Npi dung Cé “f::::n
D3 duge chap thuén vé khia canh dgo dire trong aghidn clu y sinh 0 0
hoe
Nghiéa ¢t hdi ¢ity, tién ciru réa ho so bgnh an m] D
Nghida ciru cdng déng dura trén bé cdu hai x4 hdi hoc m] D
Nghiga citu phan Lich trén mau bénh pham luu trir ir dE 14 4 - -
duge Héi ddng dao dac phé duyét
(iia han nghién ciu d3 duge phé duvét a O
B sung thém chi tiét (ndi dung nghién ciru khéng thay doi} O O
Khéc {ghi 1) M| O
. N§i dung nghién ciru cia d é tai/ dy an:
- Mu¢ tigy nghién ciu cde ¢8 i dur an:
- Tuyén chon déi trgng nghién cin:
BMISAQTOLNCG. 173 Tang ! trén I 124372025




3

- Raa ve b mat ¢ho dot (wong nebien cuu

- Nhung van de lien quan khac

Ke bhoach to ¢chwe thwe bien nghicn cwu
Phan ceng nhiem v cu the:

Mo ta quy trink tuyen chon doi teeng: (tiew ¢hi, so lugmg, cac buwe tiep can va
tuyen chon oumg loai doi tuemg cho nghien cau}

Mo ta guy trinh thu thap so licu: (Bicu tra vicn, dta dicm, noi dung theng tin thu
thap va cac buoe thu thap thong tin ¢us (ung loai nghien cuu)

Mo ta guy trinh chap thuan tu nguyen

Cac van ban can thiet
Van ban ho g kinh phi/ hop dong tai trg kinh phi:

D 1oan kinh phi chi tiet

Van ban xac nhan phoi hop thue hiea:

Van ban cho phep nghien cuu tren ho so henh an cua Thu treong co quan luu tne
ho so:

Van ban {bien ban) xet duyet cua Hoi dong dao duc ve de cuong lien quan:
BMISAQTOLNC 7.} Trang 2 tven 3 124312025



- Thong tin cho doi hrong tham gia nghicn cwu va thoa thuan tham gia nghien cuu:

S Nbano xet cua chuyen gia tham dinh:
De cwromg nghien curu xin danh gid khia canh dao diec thugc dien: (tich vao 6 xdc dinh)

j Fhroe xem xet, chap thuan ve khia canh dao due nhung can ba sung ¢ muc 6
I Duere xem xet ve dao due khong phai bo sung
—]Khong duac xem xet chap thuan

6. Ho s can bo sung:

Ha Név, ngay thang  ndm 20....
Newoi tham dioh

SEMISAUOTULNC T 2 Trang 3 rén 3 1243:202%



BENH VIEN NHI TRUNG UONG ~ CONG HOA XA HOY CHI NGHIA VIET NAM

HOI BONG P40 DUC TRONG Déc iap - Tu do - Hanb phiic
NGHIEN CEU Y SINH HOC

Bin thim djnh thay ddi & cwvong nghién ciu

Quy& dinh thanh 13p Héi dﬁng dao dac rrong nghién clru ¥ sinh hge Bénh vién Nhi
Trung vong & /QD-BYNTU gy ca Giam déc Bénh vién Nhi Trung wong,

Tén & cuomg:
Tén chd nhiém:
bon vi:

Hg va tén thanh vién Hgi ddng:

-----------------------------------------------------------------------

1. Phin logi 4é tal dy 4o

N&i dung Co Ii:(nh:;::fn
E)a duge chip thudn vé khia canh dao dirc trong nghién clru ¥ sinh g 0
ac

Nzhién ¢iru hdi ciru, 1ién ciru trén hd so bénh an a 0
Nghién ciru cfng dong dya rén b ciu héi xa hoi hoc a (]
Nghién ciru phin tich trén mau bénh phim luu e nir 38 t3i 44 - .
duye Hoi dbng dao dic phé duyét

Gia han nghién ctru 43 dupe phé duyét O O
B0 sung thém chi tié1 (ndi dung nghién ciru khéng thay dbi) 0 O
Khac (ghi 18) a O

2. Néi dung nghién céu cia d@ tii/ dw 4n:
- Muc titw nghién ot cua d€ taif dy an:

- Tuyén chon d6i tugng nghién ciru:
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- Bao ve bi mat cho doi fegng nghien cuu

- Nhung van dc lien quan khac

Ke hoach to chire thirc hien nghien cuu
Phan cong nhicm vu cu the:

Mo ta quy tminh tuven chon dot twgng: (eu chi, 50 lugng, cac bwoc tiep van va
tuyen chon tung [oal dei tugny cho nghien cuu)

Mo ta quy trinh thu thap so liew: (Picu tra vicen, dia dicm, noi dung thong tin thu
thap va cac buoc thu thap thong tin cua tung loa nghien ¢in)

Mg ta quy trinh chap thuan tr nguyen

Cac van ban ¢an thiet
Van ban ho tr¢ kinh phif hyp dong {al (r¢ kinh phi:

[hr toan kinh phi chi tict

Van ban xac nhan phoi hgp thuc hen:

Van ban cho phep nghicn ciru tren hd se benh an cua Thu trudmg ¢or quan Iuu true
o sare

Van ban (bien ban) xet duvct cua Hol déng dao dire ve de cwromg hen quan:
BAS S/0TQLNC 173 Trang 2 tren § 12/3/2025



- Thong tin chu doi tuong tham gia aghicn cuu va thoa thuan tham gia ngheen cin:

5. Nhan xéet cua chuyen gia tham dinb:
De creong nghien cui xint danth gid khia canit dao dicc thuae dien; (tich vao § xac dinh)

Buoc xem xet, chap thuan ve khia canh dae duc nbwrng can bo sung o muc 6
"] Buoc xem xet ve dao duc khong phai bo sung
_J Khong dugs xem xct chap thuan

6. Ho sc can bo suug:

Ha Noi, ngay thang  nam 20....
Nguod tham dinb
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T —— CONG HOA XA HOI CHU NGHIA VIET NAM

Pgclap — Ty do ~ Haohphiic
Ha NoL, ngay thing nam 20

BAO CAO PINH KY/KET THUC NGHIEN CUU
(ghi B Jogi Bdo ¢do nik)

Kinh giri: H$i ddng dg0 dire — Bénh vién Nhi Trung wong

Tén d¢ tai 2. | Masd QP phé
.............................................. duyét coa
HDDD-...............

Co quan ¢l ri: Bénh vién Nhi Trung wung
Chu nhiém dé tai:

Neudai giao dich (ho tén, dja chi hién hé email, dién thoai):

3. | Thoi gian thuc hign: ... e ——

4, | Pia diém thuc hién:

5. | Ngay hop Hoi ddng Pao dire: ngay thing  ndm 20

6. | Gidy chimg nhiin 14n ddu cia Hoi déng Dgo dée: SO.... ngay  thang
nam 20

7. | Gidy chimg nhan cia 11§t dong Dgo dirc vé viée... {cdc lan tiép theo: thay do...,
can @i rd tieng lan chimg nhén cu thé): Sh..... ngay thing  ndm 20...

8. | N§idung Bio cdo:

- Bdo cdo cde ngi dung da thyc hién, viée tudn thil céc khia canh vé dao duc
trong nghién cies. Néw ré viée trién khai dp dung theo 3¢ cuemg goc(md sé
dé cuong) hay d4 co s thay doi (ghi ra su thay déi 46 dd duge phé duyét
chiza, ma 36, ngady phé duvdt si thay d6t). Néu c6 bién coibién o6 bdt i xay
ra. phdi ldm hdo cdo theo quy dink cha BY ¥ 16,

- Bdo cda ndi dung con lai s& thuc hién, du kién thoi gian két thiic.

BMIGOTQLNC 123 trang j trén 2 F2:37202%




Ha Noi, ngay....thang.....nam 20....

Thu trueng ¢« quan ¢hu tri de 1ai/ dwr an Chu nhiem Pe tai/Dir an
{Hy va ren, cfae Ky, dong daw) fHo va ten, chiz ky}
New ocr quan chu el Ia BV Nhi TU thi Khong var xac nhen)

BMIGAOTOL NC. 173 Trang Ziren 2 T203:202%



CONG HOA XA HOI CHU NGHIA VIET NAM
Péc lap - Tu do - Hanh phic

Ban gidi trinh sau bio vé dé cuong nghién ciu
Kinh gi&i: Hot déng dao dirc trong NCYSH Bénh vién Nhi Frung aemg

Tén a8 tai: .......
Chil nhigm 3¢ taiz ..........
Hé so Y dirc d3 dugce danh pid ngdy  /

{20 , chil nhigm 48 tdi xin tiép thu céc gop ¥

ciia thanh vién Héi déng va xin thay déi then gép ¥ coa Héi ddng nhu sau:

N&i dung ¢l

N§i dung &3 chiob su=a

1} Nhidn xét 1: (Néu y&y civ chinh sia)
- Ndi dung cii:

- No61 dung d& chinh S&at.eeveieniees

(ghi r® ndi dung duoc the hign tén a8
cuomg duee chinh sda, & muc.. ., trang
56...}

- Tén @2 tai durge chinh sta thanh: {néu
¢h)

2) Nbdin xét 2: (Néu véu cau chinh sia)
- Nfi dung cil:

{ghi i ndi dung ducre thé hign trén &8
curomg dugre chinh sira, & muc.. ., trang

56...)

Keét ludn cia Hoi ddng

- Yéucan L;
~  Y8uchu 2:

Ngi dung 43 chinh sira:.....

(ghi rd ndi dung duge thé hién tén dé
cuong dugc chinh sug, & mye. .., trang
30..-)

Xin cam on ¥ kién dong gép ciia Hoi déng.

BAITII N 173

Ha ngi ngay ndm 20
Chiy nhigrn @2 tai

thdng
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Y kicn cua Giao vien hirong den Y kien cua Giam doc Trung tam/Truromg

(83 v6i hoc vien) khox ooi tién hanh nghien cuu

Y kien cua Chu tich Hoi dong dao dirc

EMITAQTGLNC TS Traop 2 wren 2 127272025



BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

BENH VIEN NHI TRUNG UVUNG Dc 1§p - Ty do — Hanb phic
86: ........BVNTW-HDDD Ha NGi, ngay thang  ndm 20
GIAY CHONG NHAN

Chép thuéin ¢é cwong nghién ciu
IRB - ¥NO1037/LRBO0C] 1976/ FWACGDOZEY1

Can it Thong te s6 43/TT-BYT ngdy 12/12/2024 cia Bo trudng Bé Y € Quy dinh
viéc thanh 16p, 18 chirc va hoat déng clia HA1 ddng Pgo dire wong nghién ¢lru y sinh
boc,

Can exr Quyét dinh st 673/QD-BVTNW ngay 6/3/2024 cira Giam déc Bénh vién
Nhi Trung vong vé viéc kign toan Hc}l déng dao ditc trong nghién ciu ¥ sinh hoc;

Can cir Quyét dinh s6 ... ngay ... .. vé& viéc ban hanh Quy ché té chic va hoat
déng Héi dong dao dirc trong nghién clru y sinh hoe Bénh vién Nhi Trung wong;

Can ¢ir Bién ban sb ... ngay ... cia H3i ddng Pao dirc trong nghién ciu y sinh hoc
Bénh vién Nhi Trung vong v€ viéc thim dinh dé cuong nghién cim,

Héi dong daa dirc trong nghién cuu v sinh hoc Bé¢nb vi¢n Nhi Trung wong:
1. Chép thujn vé khoa hoc va dgo dirc 46i véi nghién ciru:
1.}, M nghién cinu:
[.2. Tén nghién cim:
1.3. Giai doan nghién ciru:
| 4, Nghi€n cinu vién chinh:
1.5, TS chure chu wi:
1.6. Cor quan phdi hop chinh:
1.7. Nha tai tro:
1.%. Dia diém trién khai nghién ciru:
1.9. Ngudi tham gia nghién cinu:
1.10, Dy kién s6 lugng ngudi tham gia nghién ciru:
L.11. Thin gian nghién ciru:
2. Cho phéep sir dung cic tai lién san trong nghién ciu nén trén:
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STT Tiai liéu Phién ban Ngay

1

2

3. Ngay chép thudn:

4, Ngay hia cdo dinh k¥ tiép then:

5. Khoyén nghi cda Héi dng dao die 46t voi nghién ctu (néu <o):
6. Nghién ciru vién chinh c6 cdc trach nhiém sau day:

1. Tuén tht d& cyromg nghién ciu durge phé deyét va cic tai 1iéu lién quan, cac nguyén
tic Thyc hanh 1am sing tét, cac quy dinh cita phap luft vé& dao dire nghién citu.,

2. Bao cdo Hoi déng dao duc trong nghién ciru v sinh hoe Bénh vién Nhi Trung vong
cac bién ¢b hit Igi nghiém trong {Serious Adverse Event - SAE) va céc phan img
bit Ioi ngoai du kién nghiém trong ¢b lién quan dén sin pham nghién ctru (Suspected
Unexpected Serious Adverse Reaction - SUSARs) theo dung c4c huéng din va quy
dinh hién hanh (d8i vei nghién ciru this nghiém lam sang).

3. Bdo céo Héi ddng dao dirc trong nghién ciru y sinh hoe Bénh vién Nhi Trung vong
xem xét va chip (hudn nhirng thay 461, sai léch hay chinh sira ¢ cuong nghién ciru
va miu chdp thudn tham gia nghién ctru, cdc tai lidu cung cdp théng tin cho ngudi
tham gia nghién clu truée khi 4p dyng trong nghién ciru, trix trudng hop 10 rang cdn
thiét thay déi dé loai tri nguy co truc tiép cho nguén tham gia nghién citu.

4. B4o céo tién d6 trién khai nghién ciru hang nim cho I§i ddng dao duc trong
nghién clru y sinh hoc Bénh vién Nhi Trung uomg vao ding ngay hodc trudc ngay
thim dinh nim trudc.

5. Bao cdo tién db trién khai nghién ciu ddt xuft khi ¢d yéu cdu cda Hi 86ng dao
dirc trong nghién clru y sinh hoc Bénh vién Nhi Trung vong.

6. Théng bdo kip théri vé viée ngime nghién ciry, két thiic nghién cén trude thai han
hoan thinh dy kién, 1 do cia viée két thic sém.

7. Chuln bj cho kha ning 16i kiém tra dia diém nghién ¢t ciia Hgi déng dao dic
trong nghién cu y sinh hge Bénh vig¢n Nhi Trung uong.

Nai nhin: CHU TICH

- Chit mhigm 48 (23 (02);
« Luu Yién BT&NC SKTE (03}
« Viip ther.
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Vietnam National Children’s Hospltal [VNCH)

@ b vidn
‘ ’ if;v s B Add: 14/87% La Thanh road, Deng Da District, Hanoi, Vietnam,
B = Tel +84 4 6273 3648, Fax +84 4 6273 8648, Website: rich.org.vn

ETHICS COMMITTEE FOR BIOMEIMCAL RESEARCH
IRB - VNGIO37ZARBOORI 1976/ FWAQUO284 1R

Refnumber: VNCH - TRICH - Date: ...
ETHICS COMMITTEE CERTIFICATE OF APPROYAL

This is to certify thar.

Srudy tiXle:
Study duration?

Principal lovestigator:
was considered by the Ethics Committes on -........, meets the requirements of the Statcment
on Ethical Conduct ia Iluman Research, and was APPROVED og ooo.oe ...

Additionall,

1. The prancipal investigator is responsible ta ensure that all researchers associated with this project

are aware of the conditions of approval and which docutnents bave been appruved,

The principol investigator is required (o notify the Secretary of the Ethics Cammittee:

v Any significant change to the project including an indication of ethicat imphications;

¥ Serivus adverse effiecls on participants and the action 1aken to address those effects;

¥ Any other unforesean events or unexpected developinents (hat merit notification;

¥ The tnability of the principal researcher ta continuc in that role;

3. The Principal Researcher is required to submit a Progress Report on completion of the proaject
{fenins 10 be provided);

4. “The Ethics Committce may conduct an audit at any time

[ ]

["lease do not hesilate to contact us for any additional question: Ms.Pham "Thi Lan Lien,
Secretary of the Ethics Commitize, via email: irbi@nch.org.vn

Elhics Commitree
Chairperson
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

BENH VIEN NHI TRUNG UONG Doe 13p — Ty do — Hanh phac
Sb: ... [BVNTW-HDDD Ha Ngi, ngdy  théng  ndm 20
GIAY CHUNG NHAN

Chép thuéin thay 43i 88 cwong nghién ciu
IRB - VNCI1037ARBO001 1976/ FWADDD2E418

Ciin ¢ir Théng u 56 43/ TT-BYT ngay 12/12/2024 cia B trudng Bé Y t€ Quy dinh
viéc thanh l4p, t6 chirc va hoat ddng ciia H&i déng Dao dire trong nghién clu y sinh
hoc;

Can cvr Quyét dinh 56 6730PD-BYTNW ngay 6/3/2024 cua Giam d6c Bénh vién
Nhi Trung wong vé vige kign todn Hoi déng dao dc trong nghién cru y sinh hoc;

Can ¢t Quy# dinh s6 ... ngay ... cda ... v& viéc ban hanh Quy ché 1é chirc va hoal
ddng Qi ddng dao dirc trong nghién ¢l y sinh hoe Bénh vign Nhi Trung vong,

Cin cir Quyét dinh sé ... ngay ... cia Hbi déng dao dirc trong nghién ciru v sinh
hoe Bénh vién Nhi Trung vong vé viée phé duyét dé cuong nghién ciru

Cin ci1 Bién ban s& ... ngay ... ciia Hi ddng dao dirc trong nghién cin y sinh hoc
Bénh vién Nhi Trung uvang vé viéc thim dinh thay déi @8 cuong nghién ciny,

H#i ddng dao dire trong nghién ctu y sinb hoc Bénb vién Nhi Trung weng:
1. Chép thuin thay ddi 9 cwong nghién et d6i véi nghién cinu;
1.1. M2 nghién ciu:
1.2. Tén nghién cirw:
1.3. Nghién ciu vién chinh:
1.4. T6 chéc chi ti:
1.5. Nha ta trg:
2. Chép thudn ecic ndi dung thay d6i chinh dudi ddy 467 vol 38 cuomg nghién ciu:

--------------------------------
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3. Cho phep su dung cac tai lieu sua dol, bo sung sau trong nghien cuu neu tren:
STT Tai lien ['hien ban Ngay
1
4. Ngay chap thuan co hieu luc:

5. Ngay bao cao dinh ky tiep theo:

6. Nghien ciru vien chinh co trach nhiem tvan thu de cirong nghien ¢ va cac tai
lieu da dugre sua doi, boe sung neu tren ke tr ngayv chap thuan nav ¢o hieu luc.

Noi nkan: CHU TICH
= Cla nhiem de tai [02);

- Luu Vien BI&NC SKTE (U3)

= Van 1ho.
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ROYTE CONG HOA XA HOL CHU NGHIA VIET NAM
BENH VIEN NHI TRUNG U{ING Poc¢ lap — Ty do — Hanh phuc
So: ....../BYNTW-HDDD Ha Noi, ngay thang nam 20

THONG BAO CHAF THUAN CO DIEU KIEN

Kinh pui:
- Nghien curua vien chinh/chu nhiem de tai

NEgay ......ceney Hol dong dao durc trong nghien cuu y sinh hoc Benh vien Nhi Trung
uemy da tien hanh cuoe hop tham dinh he se nghien cuu truoc khi toen khai nghien cuu.

1. Thong tin chung ve nghicn cwru

1.1. Ten nghicn cunu:

1.2. To chue chu tri:

1.3. Nghien cuu vien chinh:

1.4, Nha taitny:

1.5. Diem nghien cuu:

2. Y kien cua Hei dong dao dwe doi voi nghien ciru

2.1. Cac yeu ¢au ¢na Hoi dong dao due:

2.2. Cac khuyen nghi cua Iloi dong dac duc (neu co):

e nght Nghien ¢wu vien chinh hoan chinh ho so nghien cvu va g ... bo ho s¢
nghicn cwu ve Van phong Hoi dong dan dire trong théi gian ... ngay, ke tix ngay nhan duge
cong van nay (cac file dien tr cua ho so nghien cuu gui toi dia chi cmail rb@nch.goy.yn}
de Hoi dong dao duc xem xet tham dinh lai,

Ho s nghten cuu guri ve Van phorg Hoi dong dao due bao gom:

- Ban gial (rinh vice tiep thu y kica cua Hoi dong dac duc;

- PBe eiromy nghien cuwu va cac tai licu da duge hoan thien;

- Cac tai hieu khac co lien quan.

Xin thong bac de Nghien cuv vien chinh biet va thue hien./,

CHU TiCH

Nei nhan:

- Chu nhicm d¢ tai (02);

- L Vien PT&NC SKTE (03)
« Van thu.
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DANH MUC TAI LIEU PL'QC PHE DUYET

(Kém theo Gidy chap nhdn so:BVNTH-HDDD ngdy

thang  nam 2023)

STT

Tai Jigu thay 46i, bt sung

Phién bidn va Ngay

10.
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BOY TE CONG HOA XA HOI CHU NGHIA YIET NAM
BENII VIEN NHI TRUNG UONG Pnc lap ~ Tw de — Hanh phuc
So: ....../.BVYNTW.-HEDD Ha Nai, ngay thang  ndm 20

TUONG BAO KI[ONG CHAP THUAN

Kinh pui: Nghien cuu vien chinh/chu nhiem de tai
Ngay .......o......., Hoi dong dac due trong nghien ¢ou y sinh hoe Beph vien Nhi Trang
uong da ticn hanh cuoc hop tham dinh ho so nghien cuu truoe khi trien khai,
1. Thoog tio chung ve nghien cuu
1.1. Ten nghien cuu:
1.2, Tu chue cha tri:
1.3. Nghien cuu vien chinh:
1. 4. Nha tai ro:
1.5, Dia diecm nghicn cu:
2.Y kien cua Hoi dong dao duc doi voi nghien cuu
2.1. Hoi dong dac dwc kKhong chap thuan ho sa aghien cu traoe Khi trien khai.
2.2, Ly do khong chap thuan: ...

Xin thung bao &t To chue c¢hu ti oghien cuu va Nehien cvu vien chinh biet,

CHU TICH

Nai nhan:

- Chu nhiem de tai (02);

- Lue ¥ien DT&NC SKTE (03}
« Van thar.
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