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LOI CAM ON

Trong qua trinh hoc tdp va thuc hién lugn dan nay, toi da nhdan duoc sy quan
tém, hé tro va tao diéu kién tir nha trieong, cdc don vi lién quan, thdy cé gido, dong
nghiép va gia dinh.

T6i xin bay 16 long biét on sdu sdc t&i Ban Giam hiéu, Phong Qudn 1y Pao tao
sau dai hoc, Vién Dado tao Y hoc D phong va Y té Cong cong, ciing tdp thé gidng
vién cua Truong Pai hoc Y Ha Ngi da tao diéu kién thudn loi dé toi hoan thanh
chuong trinh hoc tdp va ludgn an.

T6i xin trén trong cam on PGS.TS. D6 Thi Thanh Toan va GS.TS. Nguyén Thanh Liém,
la cdc gidng vién hudng dan, da tdn tinh huedng dan va danh nhiéu thoi gian tam huyét ho tro
chuyén mén trong sudt qud trinh thue hién nghién citu va hodn thién ludn dn.

T6i xin chan thanh cam on Ban Lanh dao Vién nghién ciru Té bao goc va Cong
ngh¢ gen Vinmec, Bénh vién Pa khoa Quéc té Vinmec Times City va Pai hoc VinUni
dd tao diéu kién va phoi hop trong qud trinh trién khai nghién ciu.

T6i xin cam on Bdc sy Cao cdp Nguyén Thi Tan Sinh, cdc bdc si, diéu dudong,
ciia Bénh vién Pa khoa Quéc té Vinmec Times City cing cdc don vi lién quan da iing
hé, hé tro tich cuc trong cong tdc tuyén chon, theo déi nguoi tham gia, thu thdp sé
liéu va thyc hién cac quy trinh chuyén mon cua nghién curu.

T6i xin trdn trong cam on cdc dong nghiép tai Vién nghién ciru Té bao goc va
Céng nghé gen Vinmec va cdc cong sw da dong hanh, hé tro trong qud trinh chudn
bi ho so, xit Iy mdu, kiém sodt chdt lwong, quan Iy div liéu, dong thoi déng gop v kién
chuyén mon dé 16i hoan thién ludn an.

Cudi ciing, t6i xin giri 10 cdm on sdu sdc tdi gia dinh, chong con, cha me da luén
dong hanh, dong vién dé t6i yén tam hoc tdp va hoan thanh ludn dn.

Téc gia luin an

Nguyén Hoang Phwong



LOI CAM DOAN

Tbi la Nguyén Hoang Phuong, nghién ciru sinh khoa 42, Truong Dai hoc Y
Ha Noi, chuyén nganh Y té Cong cong, xin cam doan:

1. Pay la luan an do ban than toi truc tiép thuc hién dudi sy hudng dan cua
PGS.TS. P6 Thi Thanh Toan va GS.TS. Nguyén Thanh Liém.

2. Cong trinh nay khong trang lap voi bat ky nghién ciru ndo khac di dugc cong
bo tai Viét Nam.

3. Cac s6 liéu, két qua néu trong luan 4n 1a hoan toan chinh xac, trung thuc va
khéach quan, d3 dugc xac nhan va chép thuin cia co sé nghién ciru.

T6i xin hoan toan chiu trach nhiém trudc phap luat vé nhitng cam két nay.

Ha Ngi, ngay thang nam 2026

Nguwoi viet cam doan

Nguyén Hoang Phwong



DANH MUC CHU VIET TAT

Chir viét tit Tiéng Viét Tiéng Anh
AE Bién cb bat lgi Adverse event
AD-MSC Té bao gdc trung mo tu than tir Adipose-derived Mesenchymal
mo mo stem cell
AMH Hormone AMH Anti-Mullerian hormone
APA Hoi Tam than hoc Hoa Ky American Psychiatric
Association
BMI Chi s6 khdi co thé Body Mass Index
CLCS Chét luong cude sdng Quality of life
CBT Liéu phap Nhan thirc - Hanh vi Cognitive Behavioral Therapy
DASS - 21 Thang d4nh gi4 trim cam — lo 4u  Depression Anxiety and Stress
— Cang thang Scale
Cam nang Chan doan va Théng  Diagnostic and Statistical Manual
DSM -4 ké cac Rbi loan Tam than, Phién  of Mental Disorders, Fourth
ban thir tu edition
Cam nang Chan doan va Théng Diagnostic and Statistical Manual
DSM-V ké cac Rbi loan Tam than, Phién  of Mental Disorders, Fifth edition
ban thir ndm
bLC Do 1éch chuén Standard deviation
ES Hé s6 hiéu qua Effect size
E2 Estradiol hormone Estradiol
FSH Hormone kich thich nang noan Follicle Stimulating Hormone
FSFI Chi s Chtrc ning tinh duc nit Female Sexual Function Index
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PAT VAN DPE
Tinh duc, theo dinh nghia ctiia T chirc Y té Thé gigi (WHO), 1a mot thanh phan thiét
yéu cua strc khoe con ngudi, déng vai trd quan trong trong viée duy tri chat lugng
cudc séng va su hai hoa toan dién vé thé chét, tinh than va xa hoi.' Trong linh vyuc
suc khoe phu nit, chic nang tinh duc 1a mot khia canh da chiéu, chiu anh huong téng
hop cta cac yéu t6 ndi tiét, tinh trang sirc khoe sinh san, giai doan chuyén tiép quanh
man kinh, cling nhu cac yéu t6 tdm 1y va xa hoi.
R6i loan chirc ning tinh duc & nit giéi (RLCNTD; female sexual dysfunction) hién
duoc xem 12 mot van dé y té cong cong, vdi ty 1€ hién méc dao dong tur 17,5% dén
87,5%, tiiy theo ddc diém déan sé nghién ctru, cong cu do ludng va tiéu chi danh gia
duoc 4p dung.>?
Maic du RLCNTD c6 ty 1€ hi¢n mic cao, phﬁn 16n phuy nit van chua chi dong tim
kiém sy hd tro y té khi gdp phai tinh trang nay. Nghién ctru ciia Berman va cong su
cho thiy c6 t6i 40% phu nit khong dén co sé y té dé kham hodc tu van khi c6 triéu
chtng rdi loan chirc ning tinh duc.* Su e ngai ndy c6 thé bat ngudn tir cac rao can vé
mit vin héa, tim 1y, sy thiéu hut thong tin cing véi cam gidc ngan ngai khi thao luan
vé nhiing vin dé mang tinh riéng tu va nhay cam. RLCNTD khong chi anh hudng
dén chirc nang tinh duc ma con lién quan chéat ché dén suc khoe tam than, dic biét
1a nguy co trAm cam, lo Au va cing thang.
Céc phuong phap diéu tri RLCNTD hién nay chu yéu bao gom liéu phap hormone
thay thé, liéu phép kich thich tuyén yén, st dung thuc pham chiic ning va thay dbi
16i sng.>° Tuy nhién, viéc sir dung hormone kéo dai c6 thé lam gia ting nguy co mic
cac bénh 1y tim mach va ung thu, vi vay can tim kiém cac phuong phép diéu tri thay
thé an toan va hiéu qua hon. Phu nir tir 40 dén 50 tudi 1a nhém & giai doan chuyén
tiép quanh man kinh, mét giai doan c6 ¥ nghia dic biét vé mat lam sang do dong thoi
xudt hién nhiéu bién d6i vé noi tiét, tAm 1y va chit luong sdng.
Tai Viét Nam, strc khoe tinh duc nit van dugc xem 1a mot cha dé nhay cadm va it dugc
quan tam nghién ciru, chi yéu do anh huéng clia nhimng rio can van hoa va dinh kién
x4 hoi. Mic dua mot sd nghién ctru ban dau da duoc thuc hién, dir liéu thu duoc nhin
chung con rdi rac, quy md nhé va chwa phan anh day di thyc trang RLCNTD trong

cong dong. Pac biét, dén nay van con thi€u cac nghién ctu h¢ thong tai Viét Nam



vira mé ta thuc trang RLCNTD & phu nir 40 dén 50 tudi, vira danh gia hiéu qua caa
mot can thiép méi trén cing nhom ddi twong nay. Trong bdi canh do, viée trién khai
cac nghién ctru chuyén su, c6 gia tri thuc tién nham cung cip bang ching khoa hoc
phuc vu cong tac dao tao, thyc hanh 1am sang va xdy dung chinh sach y té 14 can thiét.
Tt ndm 2018 dén nam 2020, Bénh vién Pa khoa Quéc té Vinmec da trién khai thir
nghiém 1am sang pha I nham danh gia tinh an toan va tinh kha thi cia liéu phap truyén
t& bao gbc trung mé (TBGTM) c6 ngudn gbc tir moé md ty than & phu nit tir 40 dén
50 tudi bi suy giam chirc nang tinh duc. Trong sd cac nguén TBGTM hién c6, md md
dugc lya chon do quy trinh thu nhan dé dang, it xam lan va cé kha ning ting sinh
cao, thuan lgi cho viéc ing dung trong thyc hanh 1am sang. Két qua budc dau cho
thay liéu phap nay bao dam an toan va c6 tiém nang cai thién chirc nang tinh duyc, thé
hién qua su gia ting déang ké ndng do estradiol sau 3 thang theo ddi ciing su nang cao
vé chat lugng cudc séng; trong do, hi€u qua c6 xu hudng rd rét hon & nhém phu nir
dudi 45 tudi.” Nhitng két qua ndy goi md tiém ning tng dung cuia TBGTM ty than
tir md m& nhu mot hudng didu tri méi cho RLCNTD, dong thdi cho thay can tiép tuc
danh gia hiéu qua can thiép theo timg nhém tudi. Trén co s& do, nghién ciru thir
nghiém 1am sang pha II dugc tiép tuc thuc hién nham danh gia hiéu qua cua liéu phap
nay & phu nir tir 40 - 50 tudi. P6i voi muc tiéu can thiép, nghién ciru sir dung mo hinh
nhom chimg chd nham bao dam c6 ddi chimg dé danh gia hiéu qua, dong thoi van
dap tmg yéu cau dao dirc khi tat ca nguoi tham gia déu c6 co hoi duoc tiép can lidu
phép trong qué trinh nghién ctru.

Xuat phat tir thuc tién trén, chung t6i thuc hién dé tai: “Thuwe trang roi loan chirc
niing tinh duc va két qua can thiép truyén té bao goéc trung mé tu than tir mé
m& & phu nir 40 dén 50 tudi”, v6i hai muc tiéu:

1. M6 ta thuc trang va mot 56 yéu 16 lién quan dén réi loan chirc nang tinh duc o
phu nir 40 — 50 tuéi dén kham tai Bénh vién Pa khoa Quo”'c té Vinmec nam
2023-2024.

2. DPdnh gid hiéu qud ciia liéu phdp truyén té bao goc trung mé ti thin tir mé mé
déi véi chirc ndng tinh duc, sire khoé tam than va chdt lwong cudc song & phu

nit 40 — 50 tuéi tai Bénh vién Pa khoa Quo”'c 1é Vinmec.



Chuong 1
TONG QUAN TAI LIEU

1.1. Khai niém va phan loai rdi loan chirc niing tinh duc nir
1.1.1. Pinh nghia roi loan chirc ning tinh duc
Té chirc Y té Thé gidi (WHO) dinh nghia sirc khoe tinh duc 13 trang thai khoe manh toan
dién vé thé chat, tinh than, cam xtic va xa hoi trong linh vuc tinh duc, chir khong chi don
thuan l1a khong c6 bénh tat, 1oi loan hay suy gidm chtrc ning.? Theo Phéan loai Bénh tat
Qudc té phién ban thir mudi (ICD-10), rbi loan tinh duc 13 cac tinh trang trong d6 ¢4 nhan
khong thé thuc hién hodc tham gia hoat dong tinh duc nhu mong mudn, gy suy giam 1o
rét vé chirc nang hodc kho chiu dang ké?
ICD-11 duoc WHO thong qua nam 2019 va c6 hiéu luc tir thang 1 nim 2022.* So véi
ICD-10, ICD-11 khong con tich nguyén nhan “tam Iy va “thé chat”, dong thoi phan loai
cac rbi loan chiic nang tinh dyc trong mét chuong riéng vé stic khoe tinh dyc.’
Theo hudng din chin doan ctia ICD-11, r6i loan chirc ning tinh duc duoc phan thanh bn
nhom chinh:

« R&i loan ham mudn va kich thich tinh duc

« R&i loan cuc khodi

« R&i loan xudt tinh

o Rdiloan dau khi quan hé tinh duc
Pé chan doan xac dinh, cac biéu hién can kéo dai trong mot khoang thoi gian nhét dinh
(thudng 1a vai thang), tai dién va gy anh huong rd rét &én tim 1y hodc chat lwong cude
sdng cua ngudi bénh.® Ngoai ra, ICD-11 con dua ra tiéu chi phan biét rdi loan ton tai tir
lau hay moi khoi phat, ddng thoi ap dung linh hoat cho nhiéu nhém dén s6 khac nhau,
phén anh sy da dang vé van hoa va bdi canh xa hoi.”
Mac du khai ni€ém va phan loai RLCNTD con phuc tap va da chiéu, nhiéu nghién ctru hién
nay van dua trén khuyén céo ctia Hoi TAm than hoc Hoa Ky (APA). Trong d6, Cam nang
Chan doéan va Thdng ké cac Rbi loan TAm than phién ban thir nim (DSM-V) duoc xem 14

hé thdng phén loai chi tiét, c6 tinh Gmg dung cao va dugc sir dung rong rai.®



1.1.2. Khdi niém réi loan chirc ning tinh duc niv

Réi loan chire ndng tinh duc nit (RLCNTD; Female Sexual Dysfunction) dugc dinh nghia
la tinh trang 1di loan kéo dai hodc tai dién & mot hay nhiéu linh vyc chirc nang tinh dyc,
bao gdm ham muébn, hung phan, cuc khoai hoac dau khi giao hop. Tinh trang niy can ton
tai ti thiéu tir 3 dén 6 thang hodc xay ra trong it nhat 75% sb lan hoat dong tinh duc, dong
thoi gdy phién mudn dang ké cho ngudi phu nit va/hodc anh hudng tiéu cuc dén mbi quan
hé véi ban tinh.’

1.1.3. Phan logi réi loan tinh duc nit theo DSM-V

RLCNTD theo DSM-V ¢6 cac diéu chinh quan trong so véi DSM-IV, bao gdm hgp nhét
va tai phan nhém mot sb rdi loan.” Cac nhém chinh gdm:

1. Rdi loan himg thii/hung phén tinh duc 6 nir

Giam hodc mat hing thl, ham mubn va/hodc hung phén trong hoat dong tinh duc; c6 thé
kém it suy nghi/tuéng twong vé tinh duc, hodc giam cam nhan hung phan khi quan hé.

2. Réi loan cuc khodi ¢ nir

Cham dat hodc khong dat cuc khoai du kich thich dugc xem la dﬁy du.

3. Roi loan dau ving sinh duc-chiu/dau khi thim nhip

DPau khi tham nhap, co that am dao, va/hoic lo so, né tranh hoat dong lién quan dén tham
nhap.

4. Roi loan chirc ning tinh duc do chit/thudc

Khéi phét trong hoic ngay sau khi str dung chat hodc thude, véi bang ching cho thiy co
lién quan rd rang dén biéu hién rdi loan.

5. Roi loan chiic niing tinh duc khac, ¢6 chi dinh cu thé

C6 biéu hién rdi loan gy anh huong 14m sang nhung khong dap tmg day du tiéu chi chan
doan cta cac nhom trén; cAn néu rd Iy do khong phan loai dugc vao nhom cu thé.

6. Rdi loan chirc niing tinh duc chwa xac dinh

C6 tridu chimg 1 rang nhung thiéu thong tin hodc khong du tiéu chi dé phan loai cu thé.
Theo DSM-V, chéin doan chi dit ra khi triéu chimg kéo dai it nhat 6 thang, gy phién mudn
dang ké va khong dugc giai thich t6t hon boi bénh ly co thé, roi loan tAm than khac, hoic

tac dung ctia chat hodc thudc.’



1.1.4. Phéin logi lam sang thwong gap cua RLCNTD

Trong thyc hanh 1am sang, RLCNTD thuong dugc nhom theo cac tri¢u chirg tuong tng
Vi cac giai doan ciia dap tmg tinh duc. Cach tiép can nay pht hop véi cac hé thong chan
doan qudc t& (DSM-V va ICD-11), dong thoi hd tro dinh hudng diéu tri.'° Nhin chung c¢6
5 nhom lam sang; mot ngudi bénh c6 thé dong thdi mac nhiéu nhom.

1. Giam ham muén tinh duc

Dic trung boi giam hodc mat ham mudn va giam tan sut suy nghi hodc tuéng trong vé
tinh duc; nguoi bénh it chu dong, thd o vai kich thich va khé dat thoa man. Chén doan
thudng dit ra khi triéu chimg kéo dai > 6 thang va gay phién muon dang ké.” DSM-V gop
giam ham mudn va réi loan hung phéan vao nhoém rdi loan himg thii va hung phan tinh duc
& nit do hai giai doan thudng chong 1an, trong khi ICD-11 van ¢6 muc giam ham mubn
riéng. '

2. Réi loan hung phan tinh duc

Ngudi bénh kho hoidc khong dat duoc hung phan du c6 kich thich phu hop, biéu hién bang
giam tiét dich, giam sung huyét am vat hodc giam cam nhan hung phan. C6 thé con ham
mudn nhung co thé khong dép mg, hodc c6 dap tmg sinh 1y nhung cam nhéan cha quan
khong tuong tmg. DSM-V gdp nhém ndy véi giam ham muén; ICD-11 van phan loai
riéng.'® Réi loan co thé lién quan thay ddi ndi tiét, yéu 6 tim 1y hodc tic dung phu thube
(vi du thubc chong trAm cam).

3. Réi loan cue khoai

Khé hodc khong dat cuc khodi du kich thich dugc xem la déy du; 6 thé cham dat, cuc
khodi ngén hodc giam 15 so v6i trude. Theo DSM-V, triéu chimg thuong xuat hién trong
da s6 1an quan h¢, kéo dai > 6 thang va gy phién mudn déng ké; ICD-11 mé ta theo hudng
tuong tir.!!

4. Roi loan dau ving sinh duc—chau/thAm nhép

Bao gdm dau khi giao hop (dyspareunia) va co thit am dao (vaginismus). DSM-V gdp cac

bi€u hién nay trong mot chan doan vdi cac dac diém nhu dau khi tham nhép, s hai hodc



né tranh va tiang co thit co san chdu; kéo dai > 6 thang va anh hudng tam 1y rd rét.'!! Réi
loan c6 thé gap ¢ phu nit trung nién va man kinh do thay d6i niém mac am dao, d@)ng thoi
ciing c6 thé xuét hién ¢ phuy nit tré lién quan yéu 6 tim 1y hodc bénh Iy phy khoa.

5. Cac roi loan khac

Ngoai cac nhom trén, DSM-V va ICD-11 con deé cap rdi loan chirc nang tinh duc do chét
hoic thudc, va nhom khac hoic khong xac dinh khi biéu hién ¢6 y nghia 1am sang nhung
chua di1 tidu chi cho mot muc cu thé.> Mot s6 thyc thé trong DSM-IV nhu r6i loan chan
ghét tinh duc khong con dugc duy tri trong DSM-V . Nhiing diém nay cho thdy RLCNTD
c6 can nguyén da yéu t6, doi hoi dnh gid toan dién truéc khi lya chon can thiép.

1.2. Dich t& hoc rdi loan chirc ning tinh duc nir

1.2.1. Ty Ié RLCNTD trén thé gigi

RLCNTD la van dé phé bién toan cau, dit ra nhu cau trién khai cac can thiép y té cong
cong (phong ngira, gido duc, tu van va diéu tri). Dit liéu qudc té cho thay ty 1é hién méc
khéc nhau dang ké giita cac qudc gia va cac yéu t6 lién quan chua c6 sy thong nhat.

Tai chau Au, téng quan cia McCabe va cOng su bao cao ty 1¢ RLCNTD ¢ nir dao dong tir
40% dén 50%, trong khi ty 1& dau khi quan hé c6 thé bién thién tir 1% dén 54%.'* O Phap,
Y, Pirc va Vuong qudc Anh, giam ham muén 1a biéu hién thudng gap nhat (21% —36%
tly qudc gia) va c6 mdi lién hé 1 v6i qua trinh 130 hoa.'* Tai Phan Lan, 70% — 80% phu
nit trong do tudi tir 55 dén 74 bao cao giam ham mudn, so v4i chi khoang 20% ¢ nhom
dudi 25 tudi.”

Xu huéng chung cho thdy giam ham muén ting theo tudi, trong khi mirc d6 dau kho lién
quan dén tinh dyc c6 xu huéng giam dan. Nghién ctru trén 2.059 phu nit tai Ptc ghi nhan
ty 16 ham mudn thap 13 19,4% & nhom 18-24 tudi va 31,5% & nhom 4655 tudi; dong thoi,
ty 16 161 loan ham muén kém dau khd nghiém trong trong 12 thang gan nhat 1an luot 1a
6,2% va 7,3% & hai nhom tudi néu trén.'

1.2.2. Ty I¢ RLCNTD tgi chiu A



Tai chau A, s6 nghién ctru dich t& vé RLCNTD con han ché.' Ty 18 hién méc dugc bao
c4o rat khac nhau gitra cac qudc gia: 70,3% & phu nit trung nién c6 hoat dong tinh duc tai
Singapore;'” 41,03% & khu vyc thanh thi va 45,68% & khu vire nong thén tai Trung Quéc
& phu nit tir 20 tudi tré' 1én.'® Tai Thai Lan, 40,2% phu nit ¢6 hoat dong tinh duc tir 18 tudi
trd 1én mac RLCNTD." Ty 1& nay ¢ phu nir Han Quéc trong do tudi tir 20 dén 59 1a
46,7%.%

1.2.3. Ty I¢ RLCNTD tai Viét Nam

Hién chua c6 sb liéu diéu tra toan quéc vé ty 1¢ RLCNTD ¢ phu nit Viét Nam. Cac
nghién ctru tai mot s6 dia phuong va trén cac quan thé dic thu cho thay ty 18 dao dong
rong va khac bi€t theo nhém doi tuong.

Tai Quan 8, thanh phé Ho Chi Minh, nghién ctru trén phu nir 45-59 tudi ghi nhan ty
16 RLCNTD la 89,4%.%! Nam 2014, Ng6 Thi Yén va Vo Minh Tuin béo cdo khoang
34,2% phu nit trong do tudi sinh san tai TP. H6 Chi Minh gip van dé lién quan dén
RLCNTD.*

Nam 2020, Phan Chi Thanh va cdng su khdo sat 130 phu nit mang thai tai Bénh vién
Phuy san Trung wong, ghi nhén ty 18 rdi loan chirc nang tinh duc 13 51,5%, ¢6 lién quan
dén tudi ctia me va quan diém vé quan hé trong thai ky.>> Nam 2022, nghién ctru trén
271 cip vo chdong vo sinh ghi nhan 43,8% phuy nit mac RLCNTD. >

Mot sd quén thé dic thu co ty 1€ cao gém: phu nif sa tang chau 76,4%,% phu nit sau sinh
qua duong am dao c6 rach ting sinh moén 40,7%° va phu nit dang diéu tri vo sinh 49,7%.
Nhin chung, du chua c6 khao sat quy mé qudc gia, cac sb liéu hién ¢ cho thay ty 18
RLCNTD tai Viét Nam u6c tinh dao dong tir 34,2% dén 89,4%, tiy theo quan thé nghién
ctru va dic diém st khoe lién quan.

1.2.4. Ty Ié RLCNTD theo tirng logi réi loan



Ty 1é cac phan nhom RLCNTD thay do6i dang ké theo bdi canh nghién ctru va phuong
phap do luong. O Bic Au, r6i loan cuc khodi & phu nir 18-34 tudi duge udc tinh khoang
10-12%.% Khao sat da qudc gia nam 2004 trén 27.500 ngudi 40-80 tudi tai 29 qubc gia
cho thay 39% phu nit c6 it nhit mot dang RLCNTD; ba biéu hién thuong gip nhat 1a giam
hung phan (21%), khé dat cuc khoai (16%) va kho bbi tron (16%).%

Tai chau A, trén 30% phu nit duogc bao cao gip tdi thiéu mot réi loan; giam hung phan
(27%), kho bdi tron (24%) va kho dat cuc khoai (23%) 1 cac van dé pho bién nhat.° Ty
1 16i loan hung phén va cuc khoai chua dugc ghi nhan nhét quan. Mot ) nghién ctru tai
chau Au, Hoa Ky va Uc ghi nhédn rdi loan hung phan “khong xac dinh” & mirc 3-9% &
phu nir 1844 tu6i.>'

Vi tiéu chi kém dau khd (distress), kho dat cuc khoai dugc ghi nhan 7-8% & phu nit <40
tudi, 5-7% & nhom 40-64 tudi va 3-6% & phu nit trén 65 tudi.>'>> O phu nit dudi 40 tudi,
hinh anh co thé tiéu cuc 13 yéu t6 lién quan dang cha ¥, gap & 13,4% trong mot nghién ctru
quy md 16n tai Uc.>*

Téng quan ctia Koops va cong su cho thiy ty 1& phu nir gip kho khin vé chic ning tinh
duc tai 11 qudc gia dao dong 5,5-77%, trong d6 dau khi giao hop chiém 6-31,6%.35 Mot
sO nghién ctru tong quan toan cau wdc tinh 1i loan cuc khodi & murc 20% — 40%.2° Tai
Uc, Hoa Ky, Canada va Thuy Dién, ty 16 nay khoang 16% — 25%, con & Iran c¢6 thé dat t6i
37%."> Mot khao sat trén phy nit 40-80 tudi & 29 qudc gia ciing cho thay rdi loan cyc khodi
c6 xu hudng phd bién hon & phu nir chau A >

1.3. Nguyén nhén va yéu t6 nguy co

O phu nir trung nién, qué trinh 130 héa va chuyén tiép sang mén kinh dan t4i suy giam rd
rét hormone sinh duc, dac biét 1a estrogen, kéo theo nhiéu thay ddi vé thm ly, sinh ly va
chuyén héa. Trong giai doan tién man kinh, su dao dong ndi tiét 1am ting tinh dé ton
thuong va nguy co xuat hién cac bénh Iy kém theo.

Hinh 1.1 cho thiy mdi lién hé giira 130 hoa, suy giam hormone trong thdi ky man kinh va
chudi hé qua bénh ly (réi loan tam ly, 1oi loan chuyén hoa, viém, ton thuong co quan, bién

cd tim mach), trong d6 c6 RLCNTD.



Phu nir giai doan tién man kinh

Mat can bang
hormone sinh
duc
Suy giam hé
mién dich
Lao hoa &
man kinh

Hinh 1.1 Thay doi da hé ¢ phu nii tién man kinh?’

RLCNTD khoéng bét ngudn tir mot nguyén nhan don 16 ma 13 két qua cta su twong tac
gitra cac yéu t6 sinh hoc, tim ly, xa hoi—van hoa va chét lugng mbi quan hé v6i ban doi.
Dé phan anh dic tinh da yéu td nay, Hinh 1.2 trinh bay mo hinh sinh hoc - tam 1y - x4 hoi
v& RLCNTD & nir.®

Theo mo hinh, cac yéu tb sinh hoc, tim ly, xa hoi—vin hoa va lién c4 nhan twong tac 1an
nhau trong co ché hinh thanh RLCNTD.* Nhém sinh hoc bao gém suy giam estrogen &
phu nit tién méan kinh, méc bénh ndi khoa va bét thuong cAu triic; nhoém tam ly gém lo au,
trAm cam va cac nhan thirc hay niém tin tiéu cuc vé tinh duc; nhoém lién c4 nhan phan anh
chat luong méi quan hé, mirc do hai long va giao tiép giira ban doi; nhom xa hoi va vin
hoa bao gém cac chuan muc, dinh kién vé 130 hoa va man kinh, cling nhu niém tin ton
gigo. O phy nit trung nién, dic biét trong giai doan tién mén kinh, cac yéu t6 nay thuong
cong hudng, 1am ting dang ké nguy co xut hién RLCNTD.* M6 hinh dugc sir dung 1am

co so khai niém dé tong hop yéu t6 lién quan va xay dung khung 1y thuyét nghién ctru.



VD: bénh ly, thudc
diéu tri, phau
thuat, than kinh
hoc, tinh trang
mach mau va
hormone, yéu to
gidi phau

VD: qua trinh nudi
nang va trudng
thanh, chuadn muc/
ky vong van hoa,
vai tro gidi, cac yéu
t6 bdi canh (nhu
tinh riéng tu)

Quan hé lién
ca nhan

VD: tram cam, lo
au, xung dot gidi,
tién s lam dung,
niém tin va su tu
tin vé tinh duc

VD: chat lugng moi
quan hé (hién tai/
quéa khd), ngoai
tinh, thdi gian
kiéng quan hé, ap
lyc cudc song, tai
chinh, ky vong vai
tro, va ky nang TD

cua ban tinh

Hinh 1.2. M6 hinh sinh hoc - tdm ly - xd hgi va lién ca nhan cua RLCNTD?*

Téng hop bang chimg hién c6 cho thiy cac yéu t6 lién quan dén RLCNTD c6 thé quy vé
bbn nhom 16n trong thue hanh nghién ciru: (i) nhan khau — x3 héi, (ii) sinh hoc, (iii) tAm
Iy — x& hoi, va (iv) 16i song/hanh vi strc khoe.

1.3.1. Yéu té nhan khdu hoc

1.3.1.1. Tudi

Nhiéu nghién ctru cho thdy RLCNTD ting theo tudi, dic biét tir sau 40 tudi va trong
giai doan man kinh, tuy nhién mirc 46 khac nhau gitta cdc nhom triéu chirng. Hendrick
va cOng su (2014) ghi nhan tit ca phan nhém RLCNTD déu lién quan dang ké voi
tuoi, trong d6 mot sb bicu hién co quy dao hinh chir U.*! Hisasue va cong sy (2005)
bao céo khi so sanh phu nit 30 tudi véi nhom 60 tudi, ty 16 RLCNTD ting & tit ca cac
linh vuec: roi loan cyuc khodi tir 15,2% 1én 32,2%; gidm ham muén tir 27,7% 1én 57,9%:;
10i loan hung phan tir 29,7% 1én 57,9%; va rdi loan boi tron tir 12,5% 1én 51,2%.%
Mot tong quan hé théng tai Iran udc tinh khoang 52% phu nif trong d6 tudi sinh san
mic RLCNTD (KTC 95%: 39%—66%).+

1.3.1.2. Chung toc/dan toc

Dich t& hoc cho thiy tan sudt RLCNTD khac nhau giita cdc nhém chung toc. Tai Hoa
Ky, nghién ctru trén 1.179 phu nit 18—59 tudi ghi nhan ty 16 RLCNTD cao nhét ¢ phu
nit da den (49,1%), so véi phu nit da trang (40,2%) va géc Tay Ban Nha (42,9%).*



Mot khao sat khac tai TAy Nam Hoa Ky (2021) trén 362 phu nit man kinh cho thay
nhoém gbc Tay Ban Nha c6 diém FSFI trung binh thip hon 2,31 diém so véi nhom
khong gbc Tay Ban Nha (KTC 95%: —4,49 dén —0,14; p = 0,04).%

Tai Vuong qudc Anh, Khao sat Quéc gia vé Thai do va Ldi song Tinh duc (2010
2012) trén ~15.000 phy nit 1674 tudi cho thdy phu nit géc Nam A c6 ty 1é giam ham
mudn/hung phan cao hon dang ké so v&i phu nit da tring va da den (24,7% so véi
14,2% va 13,4%; p < 0,001).%

Nguoc lai, & nhom phu nir trén 60 tudi tai My, phu nit da den lai b4do cdo giam ham
mudn hozc khé 4m dao thap hon phu nir da trang, goi ¥ su twong tac phirc tap giita
yéu td sinh hoc, tiép can dich vu y té va bodi canh xa hoi lién quan dén chung toc.¥’
Mirc d6 ghi nhan triéu chimg RLCNTD cao ¢ phu nit goc Nam A hodc goc Tay Ban
Nha c6 thé lién quan dén rao can ngén ngit, chuan myc/niém tin tén gido va mirc do
tin cdy vao hé thong cham soc y té.

1.3.1.3. Trinh dé hoc vén

Phu nit co trinh d6 hoc van thép thuong bao cado muc do RLCNTD va cang thrfmg lién
quan dén tinh duc cao hon so véi nhém hoc van cao; nguy co RLCNTD néi chung ciing
cao hon, trong khi phu nit hoc van cao it gip giam hung phén tinh duc hon.**** Nghién
ctru cta Ju va cong su (2023) tiép tuc khang dinh hoc van thap 1am ting x4c suat rdi loan
vé ham mudn, hung phén va cuc khoai. ™’

1.3.1.4. Tinh trang hon nhdn

Céc nghién ciru déu cho thay tinh trang hon nhan cé anh huong dén ty 16 RLCNTD
o nir gidi. Phu nir da két hon thuong c6 ty 1€ roi loan thép hon so v6i phu nit doc
than, Iy hon hodc goa.**-!

1.3.2. Yéu 6 sinh hoc

1.3.2.1. N¢i tiét

O phu nir trung nién, dac biét giai doan quanh man kinh va sau man kinh, thay doi
ndi tiét 13 yéu t sinh hoc quan trong anh hudng dén chirc ning tinh duc. Suy giam

estrogen gay teo niém mac duong sinh duc, kho am dao, dau khi giao hop va gidm
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hung phan tinh duc (Hinh 1.3).52 Bén canh d6, androgen giam dan theo tudi ciing gop

phan Iam gidm ham muon va khoai cam.>* M6t so roi loan ndi tiet khac nhu ting

prolactin mau va bénh 1y tuyén giap ciling lién quan dén suy giam chic nang tinh duc

~

nu.

54,55

r

Hé than kinh trung wong tac dong giam néng
do estrogen:

- Triéu chirng Vasomotor (nhw béc hda va dé md hoi)

- Triéu chirng co xwong khép (nhw dau khép va dau co)

- Budn chan va kho khan trong tinh duc (nhw gidm ham muén)

* Ving ha ddi I Vung ha dbi
GnRH
Uc ché san LH
sinh FSH
oestogen

/——\\_:::\ > {;,‘P .,%
c =)
\‘“

Budng trirn o rea T SR
Sl Tac dong tai chd cta viéc giam néng

\ Lﬂ‘ do oestrogen:

{ - Triéu chirng niéu sinh duc (khd am dao, teo am dao)

Hinh 1.3. Co ché suy giim estrogen giy RLCNTD"’

1.3.2.2. Bénh ly man tinh

Nhiéu bénh Iy man tinh nhu bénh tim mach, dai thdo duong, roi loan chuyén hoa,

bénh tyr mién va mot s6 bénh than kinh c6 lién quan dén suy gidm chirc ning tinh

duc & nir gidi. Cac tinh trang viém, ro1 loan chuyén hoda va bénh tim mach déu lam

ting nguy co RLCNTD.’**” RLCNTD ciing thudng gip ¢ phu nit mic viém khop,

viém rudt, dai thao duong va da xo cling.

58-60

1.3.2.3. Sir dung thuéc

Mot sé thube thuong ding co thé gdy tac dung phu trén chic ning tinh duc nit.

Thudc chong tram cam, ddc biét nhom SSRI, lién quan dén gidm ham muodn, kho

dat cuc khoai va giam tan suat quan hé.®' Thuoc tranh thai noi tiét, nhat 1a cac ché

pham chira progestin thé hé méi, c6 thé 1am thay di ndng d6 hormone, dan dén kho
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am dao hodc giam hung phan.®? Thudc khang androgen nhu spironolactone (diéu tri
hoi ching budng trimg da nang) lam giam testosterone, tir d6 gy mét moéi va giam
ham muén.®

1.3.2.4. Qua trinh sinh san, tinh trang san chdu, phu khoa

Céc yéu to lién quan dén qua trinh sinh san va phy khoa nhu mang thai, sinh ng,
cho con bu, man kinh va cac can thi€p vung san chau c6 thé tac dong bat loi dén
chirc ning tinh duc nit. Tiéu khong ty chi lién quan dén nhiéu linh vuc cua
RLCNTD nhu giam ham mudn, giam hung phan, rdi loan cuc khoai va giao hop
dau.?>% Mot sd nghién ciru cho thiy phau thuat san chau, dic biét 1a cat tir cung, cd
thé 1am suy giam chtic nang tinh duc.®® Cac yéu t6 nguy co khac gdm seo tang sinh
mon, viém 4m dao, viém ving chau man tinh va lac ndéi mac tir cung.?>% Ngoai ra,
nhirng thay doi vé hinh thé, noi tiét va tdm Iy trong thai ky cling lam ting ty 18
RLCNTD.*

1.3.3. Yéu té tam Iy va xa hoi

1.3.3.1. Tam ly

Céc r6i loan tam ly nhu tram cam va lo au, cang théng kéo dai, tu ti vé hinh thé déu lam
giam ham mudn, dong thoi 1am ting nguy co RLCNTD. Cam xuc tiéu cuc gay xao lang,
lam suy giam hung phan, dan t6i kho dat cuc khoai hogic dau khi quan hé.® Nghién ctru
trén 526 phu nit cua Crisp va cong su (2015) cho thiy cac nét tinh cach hudng noi, it coi
mé va dé dao dong cam xuc lién quan truc tiép téi chirc ning tinh duc thap.”” TrAm cam
va lo 4u con c6 thé tac dong dén ndng do hormone, gy mét moi va giam hung phan tinh
duc.%®

1.3.3.2. M6i quan hé vo' chong

Chét lwvong quan hé vo chdng anh hudng tryuc tiép t6i RLCNTD. Giao tiép kém, ap luc gia
dinh, quan diém tinh duc khit khe, lam dung hodc ép budc déu lam gidm ham muén va

muc d6 théa man; ham muon ciing c6 thé giam dan theo thoi gian chung song.?
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Tan suat quan hé thap va ri loan chirc ning tinh dyc ¢ nam gidi c6 thé 1am tram trong
thém tinh trang cua phu nit; nguoc lai, diéu tri hiéu qua roi loan & nam gioi giup cai thién
hung phén, bdi tron va cuc khoai & nit gioi.”” Sang chan tim 1y do lam dung tinh duc, bao
Iyc thé chat hodc nguoc dai cam xuc, dic biét xay ra tir thoi tho Au, cling lam suy giam dap
g sinh 1y va cam xc tinh dyc & giai doan trudng thanh.”*7!

1.3.3.3. B6i canh van héa

BAi canh vin hoa co vai tro dang ké dbi véi ste khoe tinh duc nit. Trong nhiing x3 hoi co
chudn myc dao dirc va gido Iy nghiém ngit, phu nir thudng e ngai chia sé nhu cau, it cha
dong trong quan hé va kho dién dat mong mudn, din t6i han ché doi séng tinh duc va ting
nguy co RLCNTD.”

1.3.4. Yéu té 16i song

1.3.4.1. Dinh dwéng va hoat dong thé chdt

Ché d6 an hop 1y va 16i séng ning dong c6 vai tro quan trong trong duy tri strc khoe tinh
duc nit. Ché d6 an lanh manh giup kiém soat cAn ning va giam nguy co ri loan chuyén
hoa, 1a nhiing yéu t lién quan dén RLCNTD.”

Chi s6 khdi co thé (BMI) cao, dic biét béo phi do I1I, 1am tang nguy co RLCNTD.” Hoat
dong thé chat déu ddn gitp cai thién tuan hoan, giam cing thang va nang cao chét luong
doi song tinh dyc, trong khi luyén tp qua muc c6 thé gay anh hudng bét 1oi.”>7°

1.3.4.2. Hit thudc, uéng rieou va ding chat kich thich

Hut thudc, ubng rugu va st dung chat kich thich déu c6 lién quan dén RLCNTD nit. Hut
thude 1am giam tudi mau ving chau, tir 46 1am ting nguy co giam ham muén, kho hung
phan va dau khi giao hop.”’® Udng rugu nhiéu hoic kéo dai, cling nhu str dung cac chét
kich thich khéc, c6 thé giy mat can bang ndi tiét va anh huong bat loi dén doi sdng tinh

duc 79,80

Hinh 1.4 minh hoa moi lién h¢ gitta cac yéu to ca nhan, gia dinh va xa hdi doi voi chue

nang tinh duc nir.
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Yéu tb tir xa hdi
Yéu t6 c4 nhin - Anh huémg cita vin héa A
Tudi Déng
- Giéitioh Yéu tb tir xa hgie— Chuong trinh truyén thong t
- Nghé nghiép vén va gido dyc TD
- Tinhcich
- Sitc khoe tim thin Yéu t6 tir Yéu t6 tir gia dinh
Trdm cém, lo &, stress gia dinh - Thoi gian kéthén
- Hogt dng thé chit - Méi quan b v6i chéng/ban
- Chi s6 khdi co thé
o Yéu tb tir phia tik
Noi tiét t6 sinh duc ngudi bénh - Timsyvé TD
Sir dung thude p—— - Hoat dong TD va RLTD cia
- Bénh man tinh va ung th y chdng/ban tinh
Tinh trang sin chi CAI THIEN ) .
e | CHUCNANG R R e
kh thai ‘ ; :
hTeY TINHDUC Yk ik
- Datimg sinh con S PHUNU _£ - Song chung v6i gia dinh
- Sirdyng bién phép tranh thai ' - Ngii chung véi con

Hinh 1.4 Céc yéu to anh huwéng dén RLCNTD
1.4. Co ché bénh sinh ciia réi loan chirc ning tinh duc ¢ phu nir trung nién
RLCNTD 6 phu nir trung nién 13 réi loan da yéu t6, hinh thanh tir sir twong tac phtic tap
gifta cac yéu td sinh hoc, tim 1y va xa hoi. V& phuong dién sinh hoc, ba co ché ndi bat
thuong duge dé cap gom: (1) rdi loan noi tiét va hormone sinh duc; (2) thay d6i chirc ning
hé than kinh — mach mau; va (3) tinh trang viém man tinh di kém ri loan chuyén hoa®!
Céc co ché trén khong hoat dong tach bi¢t ma tac dong qua lai, tao nén mang ludi tac dong
twong hd. Sy phdi hop nay dan t6i giam ham mudn, giam hung phan va khé dat cuc khodi,
14 nhitng biéu hién 14m sang dién hinh cia RLCNTD ¢ phy nit trung nién.*?
1.4.1. Co ché néi tiét va hormone
Céc hormone sinh duc, dac biét 1a estrogen va testosterone, giit vai tro trung tam trong diéu
hoa ham mudn, hung phén va boi tron am dao. Sy suy giam cac hormone ndy, rd nhét &
giai doan quanh mén kinh va sau man kinh, c6 thé lam giam tudi mau co quan sinh duc,
giam ham mudn, dau khi giao hop va kho dat cuc khoai.®?
Thiéu hut estrogen, dac biét estradiol (E2), la co ché noi tiét quan trong cuia RLCNTD &
phu nit trung nién. Khi du trit nang nodn suy giam, néng do estradiol giam rd rét, dong

thoi FSH ting do suy giam phan hoi am tinh cta truc ha doi yén budng trimg #%
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Estrogen ¢6 vai tro duy tri d6 day, d6 dan hoi, tiét dich va pH acid cua niém mac am dao,
vi vy suy gidm estrogen dan dén teo niém mac, kho 4m dao, dau khi giao hop, giam cam
gi4c va giam ham mudn tinh duc.%%

Bén canh do, testosterone ciing giam dan theo tudi va lién quan dén giam ham muén, giam
hung phén va giam théa man tinh duyc.®®

1.4.2. Co ché thin kinh va mach mdu

Ngoai réi loan néi tiét, suy giam din truyén than kinh va giam tudi mau ving chau
cling gop phan dang ké vao RLCNTD. Tén thwong hé than kinh trung wong hodc
ngoai bién co thé lam gian doan tin hi€u kich thich tir ndo dén co quan sinh duc, dan
dén giam ham mudn va khé dat hung phan.®*° Suy tudi mau hodc t6n thuong mach
vung chdu lam giam qua trinh tudi mau dén Am dao va Am vAt, anh huong bat lgi dén
dap tmg hung phin.*® Thiéu oxy cuc bd mé sinh duc do tudn hoan kém tiép tuc lam
suy giam dap ung sinh ly, gy kho &m dao va dau khi giao hgp.”!

1.4.3. Co ché viém va chuyén héa

Tinh trang viém man tinh va 1oi loan chuyén hoéa, dac biét & nguoi thira can hoac mic hoi
chimg chuyén héa, 1am ting cytokine tién viém, giam tuéi mau va giam do nhay cam viing
sinh duc.”? Hé qua 14 kho am dao, dau khi quan hé va khé dat cuc khodi.”> Réi loan chuyén
hoa lipid va glucose con giy ton thuong ndi mé, can trd luu thong mau dén co quan sinh
duc va giam téng hop hormone sinh duc, tir d6 1am trAm trong thém RLCNTD (Hinh
1.5)%
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7

Co’ ché ndi tiét va Co’ ché than kinh va Co ché viém va chuyén
hormon mach mau héa

N4

R&i loan chifc ndng tinh duc nir

Hinh 1.5. Co ché bénh sinh ciia RLCNTD?*
1.5. Cac cong cu do lwdng rdi loan chirc ning tinh duc nir
RLCNTD la mét hoi chig da chiéu, vi vay, viéc st dung cac cong cu chuén héa ¢6 vai
trd quan trong trong sang loc, danh gia murc d rbi loan va theo ddi hiéu qua diéu tri. Trong
y van, mot sb thang do di duoc st dung nhu Golombok Rust Inventory of Sexual
Satisfaction (GRISS),” nhin manh khia canh twong tac cip doi; Brief Index of Sexual
Functioning for Women (BISF-W), danh gid kha toan di¢n hanh vi va nhén thure tinh duc
nhung ciu trac phtic tap; va Arizona Sexual Experience Scale (ASEX), ngan gon, thuan
tién cho sang loc nhanh nhung it phan tich chi tiét cac linh vuc chitc nang tinh duc nit.%
Nhin chung, cac cong cu ndy co gid tri nhat dinh, song con han ché vé tinh bao quat hoic
tinh kha thi trong thuc hanh 1am sang thuong quy.
Trong céc cong cu hién cd, Female Sexual Function Index (FSFI) do Rosen va cong su
phat trién 1a thang do duoc sir dung rong rai nhat dé danh gia RLCNTD.?” Bo cau hoi tir
dién gém 19 muc, danh gid 6 linh vuc: ham mudn, hung phe“in, boi tron, cuc khoai, thoa
mén va dau khi giao hop trong 4 tudn gan nhat. FSFI ¢6 wu diém 14 chuan héa cao, dé ap
dung, thot gian thuc hién ngén va nhay véi su thay dbi 1am sang sau diéu tri. Mic du van
6 han ché cua thang tu bdo cdo nhu sai 1éch nh¢ lai va anh huong cua yéu t6 van hoa,
FSFI da dugc kiém dinh gia tri va do tin cay & nhiéu qudc gia, trong d6 c6 phién ban tiéng
Vigt.®
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Bén canh do, dé danh gia cac triéu chimg suy giam noi tiét sinh duc nit, nghién ctru sir
dung Thang diém triéu chirng man kinh cta Hoi mén kinh Uc (Australasian Menopause
Society - AMS Diagnosing Menopause: Symptom Score Sheet).”* Thang do AMS danh
gia cac tri¢u ching theo ba linh vyc: tam than, thé chat va niéu sinh duc; diém cang cao
cho thiy triéu ching cang ning. Trong qué trinh Viét hoa, muc “suong mu ndo” dugc ghi
nhan kho dién dat théng nhat nén da duoc loai khoi phién ban sir dung trong nghién ctru,
con lai 20 muc dé chAm diém va phan tich.

Tém lai, do bdo dam tinh toan di¢n, tinh kha thi va phu hop voi bdi canh van hoa Viét
Nam, nghién ctru nay d Iyra chon FSFI va thang diém AMS lam cong cu chinh dé danh
gia chtre ning tinh duc va cac triéu chimg suy giam ndi tiét & dbi twong nghién ciru.

1.6. Nhirng phuwong phap can thi¢p cai thién RLCNTD nir

1.6.1. Can thiép dwoc ly

1.6.1.1. Liéu phap sir dung hormone thay thé

Liéu phap hormone thay thé (HRT) 1 lya chon diéu tri hiéu qué cho céc triéu ching vén
mach va hoi ching niéu sinh duc,” dong thoi gitp phong ngira lodng xuong va giy
xuong.'®!°! Téng quan ctia Goncalves va cong su (2022) trén 28 nghién ctru véi 4004
phu nit mic suy gidm chirc ning budng tring (POI) cho thdy HRT phdi hop
progesterone/progestin c6 hidu qua tir trung binh dén cao: bao vé mat do khoang xuong,
giam toi khoang 80% con boc hoa, cai thién chat luong cudc séng, va ting thé tich/do day
noi mac tir cung.'®® Khi khong thé dung HRT toan than, estrogen tai chd hodc cac liéu
phap khéng hormone (dudng 4m am dao, chat bdi tron) duge khuyén nghi va cho thay
hiéu qua trong x1r tri thiéu hut estrogen.'®>

Liéu phép testosterone c6 thé ding duong udng hodc qua da (miéng dan, gel, kem, thude
md). Theo Islam va cong su (2019), testosterone co thé cai thién chirc nang tinh duc va
strc khoe xuwong ¢ phy nit sau méan kinh, nhung can thém dit liéu vé tinh an toan dai han.'**
O phu nif tién mén kinh, testosterone c6 tiém nang diéu tri suy giam ham muén lién quan
thiéu hut androgen, song c6 thé gy mun va rim 16ng.'® Miéng dan testosterone 1 hudng

diéu tri méi duge quan tim cho nhém nay.'%
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Tuy nhién, liéu phap hormone c6 thé kém nguy co huyét khdi, ting san ndi mac tr cung,
dot quy, va ung thu vi/ed tir cung.'”>'%® HRT phdi hop ciing c6 thé 1am giam ndng do
testosterone, anh huong dén ham mudn va stc khoe tong thé.'® Nhin chung, testosterone
14 Iyra chon trién vong nhung can thém bang ching vé hiéu qua va do an toan lau dai.
1.6.1.2. Nhém liéu phdp sir dung thudc diéu bién than kinh - tam 1y

Flibanserin 1a thudc dau tién dugec FDA chép thuan diéu tri ri loan giam ham mudn tinh
duc (HSDD) ¢ phu nit tién man kinh. Thudc c6 co ché dong van thu thé 5-HT1A va dbi
khang thu thé 5-HT2A, qua d6 diéu hoa dan truyén than kinh (ting hoat tinh dopaminergic
va noradrenergic), hd tro dép vmg tinh duc. Céc thir nghiém ngau nhién cho thay hiéu qua
chi cao hon gia dugc & mirc khiém ton,''*''! kém theo tac dung phu nhu chéng mét, budn
ng, budn nén va mét moi.

Bremelanotide ciing d3 dugc FDA phé duyét cho HSDD méc phai, lan téa & phuy nir tién
mén kinh.""? Thubc tac dong 1én ving dudi doi va hé vién, thong qua tin hiéu dopamine
dé ting hung phén tinh duc.'" T4c dung phu thudng nhe dén vira (budn non, d6 bung, dau
dau) va dugc chi dinh tiém du6i da khoang 45 phut truéc hoat dong tinh dyc.'™

Mic du cac nghién ciru vé thude diéu tri RLCNTD di bat dau tir nhitng nam 1940 véi
estradiol, can thém béng chung dé khéng dinh hi€u qua va do an toan dai han cua céc li¢u
phap méi. Viéc dung hormone kéo dai c¢6 thé lam ting nguy co tim mach va ung thu.'™>
117

1.6.1.3. Nhém liéu phdp sir dung cdc thuéc khdc

Céc thude trc ché PDES (nhu sildenafil) duoc nghién ctru véi muc tiéu ting luu luong mau
tdi co quan sinh duc, song bang chimg hiéu qua con chua thong nhat.''® Mot s6 nghién
ctru cho thdy nhom thude nay c6 thé cai thién hung phan va khoai cam & phu nit c6 bénh
1y mach méu hodc dai thao duong.'”

Chét boi tron 14 bién phap thudng dung gitip giam dau khi giao hop, dic biét hitu ich &
phu nit khé am dao. Véi teo am dao do thiéu hut hormone, estrogen tai chd ¢ thé duy tri
d6 day niém mac, duy tri d6 4m va cai thién dap tmg tinh duc.'® Khi Iya chon cac liéu
phap nay, bénh nhan can duogc tr van k§ vé nguy co va loi ich, ddng thoi theo dbi chit ché
trong sudt qua trinh diéu tri.'?!
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1.6.2. Cac phwong phap can thiép phi dwoc ly

1.6.2.1. Nhom liéu phap tam ly va hanh vi

Liéu phap nhan thtrc hanh vi (CBT) 1a hinh thic tri liéu tim 1y ¢6 cdu tric, nham gitp
ngudi bénh diéu chinh cac kiéu suy nghi va hanh vi chua phtt hop.'?* Cac k¥ thuat thuong
duoc sir dung bao gdbm: nhan dién va tai cau tric cc suy nghi sai léch; ting cudng tham
gia cac hoat dong mang tinh tich cyc; tiép xtic ting dan véi nhing tinh hudng gay lo 4u
theo timg budc; va rén luyén k¥ ning giai quyét vin dé dé tmg pho hiéu qua hon trong doi
song hang ngay.'> Trong diéu tri RLCNTD ¢ nit, CBT duogc phdi hop véi cac can thiép
khong dung thude nhu liéu phép tinh duc, cai thién giao tiép, ki thuat thu gidn, liéu phap
doc, tu van va gido duc tam 1y.'** Cac phuong phap nay gitip cai thién tin suat va chat
luong hoat dong tinh duc, cai thi€n tm trang, déng thoi lam giam lo au va tram cam lién
quan.'®

1.6.2.2. Thay déi l6i song

Thay d6i 16i séng giit vai tro then chdt trong diéu tri RLCNTD nit.'?® Ché d6 an lanh manh,
giau chat xo, vitamin va khoang chat gitip duy tri can nang hop 1y va giam nguy co réi
loan chuyén hoa lién quan dén chirc ning tinh duc.'?>'?® Hoat dong thé chit thuong xuyén
nhu yoga hoic boi 10i gitp cai thién tuéi mau ving chiu, giam cing thang va ning cao
tam trang.'” Giam cing thang thong qua thu gin, thién hodc trj liéu tim 1y gop phan giam
lo u va tram cam, hai yéu t6 1am suy giam ham mudn va hung phan."** Ngu du gidc ciing
g6p phan 6n dinh ndi tiét va ting cuong dap tmg tinh duc.

Bén canh d6, giam rugu, thude 14 va ca phé, xay dung méi truong séng tich cuc va duy tri
giao tiép coi mé voi ban doi gitip giam xung dot va ting gan két. Phu nir ap dung 161 séng
khoa hoc c6 xu hudng cé ty 1¢ RLCNTD thép hon nhé kiém soat can ndng, cai thi¢n surc
khoe tim mach va tinh than.

1.6.2.3. Bai tdp san chdu

Bai tap san chau 1a phuong phap khong dung thude gitp ting sitc manh va kiém soat nhom
co vung chau, qua dé cai thién chirc nang tinh duc ¢ phu nit. Cac bai tap nay giup tang luu
thong mau va kha ning co bop co, giam dau khi giao hop va hd tro ham muén. Nghién

ctu cua Athanasios va cong su (2024) cho théy phu nit luyén tap san chau déu dan cai
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thién rd vé kiém soat co va muc d6 thoa méan tinh duc.'> Viée tap luyén nén dugc hudng
dan boi chuyén vién vat Iy tri liéu dé dam bao an toan va hiéu qua. Khi két hop véi cac
phuong phéap khac, bai tip san chau gop phan nang cao hiéu qua diéu trj RLCNTD."**
1.7. Liéu phap té bao géc trung mé tw than tir mdé mé trong diéu trj réi loan chirc
nang tinh duc nir

1.7.1. Tong quan té bao goc trung mé tir mé mé

1.7.1.1. Té bao goc trung mé

Té bao gbc trung md (mesenchymal stem cells, MSC), viét tit 1a TBGTM, 1a quan thé t&
bao dang nguyén bao so1, hién dién trong mo lién két cua hau hét cac co quan trong co thé.
Nam 2006, Hiép hoi Qudc té vé Liéu phap Té bao va Gen (ISCT) da dé xuét ba tiéu chi
xac dinh TBGTM,'* bao gom:

(1) Kha ning bam dinh 1én bé mit nhwa trong diéu kién nudi cdy in vitro;
(2) Biéu hién dic trung ciia cac khang nguyén bé mit nhu CD73, CD90 va CD105, dong
thoi khong biéu hién cac marker cua t& bao tao mau hodc t& bao mién dich nhu CD34,
CD45, CD14 hoac CD11b, CD79a hoac CD19 va HLA-DR.

(3) Kha ning biét hoa thanh cac dong té bao trung mé nhu té bao xuwong, sun va md.
Bén canh tiéu chi phan loai, TBGTM con c6 kha nang e ché mién dich va it gay dap
tmg mién dich do khong biéu hién phirc hgp hoa hgp mé 16p IT (MHC-II/HLA-DR).
Nhitng dic diém nay tao co s& cho tng dung 1am sang trong liéu phép té bao (Hinh
1.6).1%¢

TBGTM c6 thé phan 1ap tir nhiéu nguén mé khac nhau nhu tiy xuong, mé md, day rén,
mang day rén hodc dich di, trong d6 mé m& 13 ngudn doi dao, d& thu nhan véi san luong
t& bao cao. Ngoai tinh sinh mién dich thap giup giam nguy co dao thai, TBGTM con thé
hién wu thé hon mot s6 loai t& bao gdc khac nhd kha ning diéu hoa mién dich va tc ché
phan ung viém.

Céc thir nghi€ém lam sang quy mo nho da ghi nhan tinh an toan cia TBGTM trong y hoc
tai tao."’” Pdng thoi, nghién ctru tién 1Am sang trén mo hinh dong vat ciing duge thyc hién
nham 1am rd hiéu qua va co ché tai tao mo khi ding TBGTM. Véi cac dic tinh nay,
TBGTM dugc xem 1a hudng diéu tri tiém nang cho nhiéu bénh man tinh, t6n thuong moé

va roi loan chure nang.
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Hinh 1.6. Co ché tic dung sinh hoc ciia té bao goc trung mo'>*
1.7.1.2. Té bao géc trung mé tir mé mé
Ngoai vai trd dy trir ning luong, mé m& con 1a mot co quan ndi tiét tham gia chuyén hoa
hormone sinh duc nit."**'*° Ngoai chirc ning noi tiét, mé md con chira mot luong 16n
TBGTM cu tra quanh vi mach ctia mé lién két, c6 kha nang diéu hoa tan sinh mach va
tham gia stra chita ton thuong mo.'*’ Té bao gbc trung mod c6 ngudn gbe tir md md
(TBGTM-MM) duoc quan tim trong y hoc tai tao nhd' dé thu nhan, c6 thé st dung truc
tiép sau tach chiét hodc sau nudi cdy mo rong, va di duoc tmg dung & ca ché pham tu than
1dn dong loai trong mot s bénh 1y cy the, 41143
Ngoai cac ung dung trong tai tao mo, xuong khop, tim mach, than kinh va bénh ty mién,
TBGTM-MM con duoc nghién ctru trong linh vue sinh san nit, chl yéu & suy budng trimg
som va hoi chimg Asherman.'*'% Két qua ban dau cho thay liéu phap nay c6 tiém ning
cai thién noi tiét sinh duc va hd tro phyc hdi chirc ning sinh san,'*+4
1.7.2. Co ché tic dong ciia té bao goc trung mé tir mé mé lén chirc nang tinh duc niv
Céc nghién ctru tién 1am sang trén md hinh dong vat va hé thong in vitro cho thdy TBGTM-

MM c6 thé cai thién chirc ning sinh san nit thong qua ba co ché chinh:
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(1) biét hoa thanh cac té bao dich, bao gém té bao biéu md va md dém cua ndi mac tir
cung;

2) tiét cac yéu t6 hoat tinh sinh hoc theo co ché can tiét, thic déy tan sinh mach va tai tao
mo;

(3) diéu hoa dap Gmg mién dich tai ving ton thuong.

Trong diéu kién mé bi ton thuong, cac cytokine viém tai chd c6 vai trd thu hut TBGTM-
MM di chuyén dén vi tri cAn phuc héi. Tai ddy, cac té bao nay giai phong cac yéu td ting
trudng va hoat chét chong viém, gop phan thiic day qua trinh stra chita va tai tao mo.
Hinh 1.7 minh hoa céc co ché tiém nang cia TBGTM-MM trong diéu trj cac rdi loan chirc
ning sinh san nit, bao gdm: phuc héi ciu trac va chirc ning co quan sinh san, ting ndng
d6 estradiol, diéu hoa mién dich va kiém soét phan tmg viém, tir d6 gop phan lam cham
tién trinh ld0 hoa cua hé sinh san.

Dang cht1 y, TBGTM-MM c6 kha ning huéng dich va luu lai tam thoi tai co quan sinh
san. O budng trimg, cac t& bao nay c6 thé biét hoa thanh té bao vo (theca cells) va tham
gia hinh thanh mang day, hd trg qua trinh phat trién va truéng thanh ctia noan. Tai tir cung,
TBGTM-MM c6 thé tham gia tai tao ca mo dém va 16p biéu md cua ndi mac tir cung.”’
Tuong tu cac ngudn TBGTM khac, TBGTM-MM c6 thé tiét ra nhiéu yéu td hoat tinh sinh
hoc (cytokine, yéu t6 ting truong, miRNA) dudi dang protein hoa tan hodc théng qua céc
t0i ngoai bao. Nhitng yéu t6 ndy dong vai tro trung tim trong viéc diéu hoa dap Gmg mién
dich va hd tro qua trinh tai tao mo ton thuong.

Cu thé, TBGTM c6 thé tiét ra nhiéu cytokine va yéu t6 diéu hoa, bao gdm HGF (hepatocyte
growth factor), VEGF (vascular endothelial growth factor), IGF - 1 (insulin like growth
factor 1), FGF - 2 (fibroblast growth factor 2), EGF (epidermal growth factor), cung cac
yéu t6 dinh dudng than kinh nhu GDNF (glial cell - derived neurotrophic factor) va BDNF
(brain - derived neurotrophic factor), qua d6 thuc day ting sinh t& bao, giam chét té bao
theo chuong trinh (apoptosis) va hd trg phuc hdi mé ton thuong. Trong d6, VEGF, PDGF
(platelet-derived growth factor), HGF, Ang-1 va Ang-2 dong vai tro quan trong trong viéc

kich thich tao mach mau méi.*’
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Bén canh d0, cic phan tir diéu hoa mién dich nhu PGE2 (prostaglandin E2), IDO
(indoleamine 2,3-dioxygenase), TGF-f (transforming growth factor-beta) va PD-LI
(programmed death-ligand 1) gop phan tic ché hoat dong cua té bao Th1, thiic day biét hoa
té bao T diéu hoa (Treg), giam hoat tinh cta té bao B, cling nhu diéu chinh qua trinh san
xuét khang thé. TBGTM-MM ciing dinh hudng dap tmg mién dich bam sinh bang cach
chuyén cuc dai thuc bao tir kiéu tién viém (M1) sang kiéu chéng viém (M2), dong thoi
anh hudng dén su biét hoa va truong thanh cia té bao tua, mot thanh phan quan trong trong
hé thong trinh dién khang nguyén.’’
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Hinh 1.7. Co ché tiém ndng ciia té bao goc trung mé tiv mé mé trong diéu tri

RLCNTD

1.7.2.1. Kha nang biét hoa

TBGTM la loai té bao da tiém ning, c6 thé biét hoa thanh cac mo ngudn gde trung md nhur
xuong, sun, md, co, gin va tiy xuong trong diéu kién in vitro va in vivo. Mot s6 nghién
ctru ciing ghi nhan tiém ning biét hoa thanh té bao than kinh, gan va tuy: Chen va cong su

lan dau chimg minh kha ning hinh thanh té bao dao tuy."*® Sasaki va cong su cho thiy
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TBGTM sinh ra té bao simg (keratinocyte) va t& bao da.'*” Li va cong sy ghi nhan TBGTM
biét hoa thanh biéu mé dng than.'* Do do, truyén TBGTM c6 thé hd trg phuc hdi co quan
dich théng qua co ché biét hoa va thay thé té bao.

Trong md hinh chudt suy budng trimg nguyén phat, TBGTM-MM khong tao nodn hay té
bao hat, nhung déng gbép vao hinh thanh mang day va 16p theca, tir d6 hd trg té bao hat.'*
O md hinh hoi chung Asherman, TBGTM-MM biét héa thanh té bao biéu md va md dém
ndi mac tir cung, déng thoi co thé chuyén thanh t bao ndi mé mach mau.'™

1.7.2.2. Tdc dung ciia co ché cdn tiét trong thiic day tao mach va ting truong t€ bao

Bang chimg gan day cho thdy hiéu qua chinh cia TBGTM chii yéu dua trén co ché can
tiét: t& bao tiét ra cytokine, hoa chat huéng dong (chemokine) va cac yéu tb ting trudng
(growth factors). Khi dén vi tri ton thuong, TBGTM tuong tic v6i mdi truong vi mo, giai
phong cac yéu td sinh hoc nay dé tc ché qua trinh chét té bao va kich thich ting sinh, qua
d6 thiic day stra chita mo.'>"1%2

Khi dén vi trf ton thuong, TBGTM dap tmg tin hiéu viém va giai phong nhiéu phan tir hiéu
Iye, gdm céc chat diéu hoa mién dich (IL-6, IL-8, MCP-1, TGF-B), enzym phan giai chat
nén ngoai bao va yéu td ting truéng nhu VEGE, GM-CSF, BMP-2, bFGF, IGFBP3,
IGFBP4, IGFBP7.!3:153

Trong sinh san nit, cac yéu t6 nay diéu hoa sy phat trién va chirc ning ciia budng trimg.'>*
IGF thuc déy sy phat trién nang non théng qua kich thich ting sinh t& bao hat va san xuat
estradiol, progesterone; dong thoi phdi hop v6i FSH dé diéu hoa qua trinh biét hoa té bao
mam.'> VEGF, dic biét 1a VEGE-A, giit vai tro thiét yéu trong qua trinh tao mach quanh
nang noan. Thiéu hyt hay trc ché VEGF-A dén dén giam ting sinh té bao vo va té bao hat,
Jam suy giam su phat trién ctia nang nodn va can tré qua trinh rung trimg. Giam biéu hién
VEGF-A cling c6 thé anh hudng bét loi dén tao mach & giai doan som cua thai ky. Ngugc
lai, TBGTM-MM c6 xu hudng tang tin hiéu VEGF va nang d& qua trinh nay. Trén chudt
teo am dao, truyén TBGTM-MM lam tang biéu hién VEGF, tang BCL2 (chéng chét té
bao) va cai thién ton thuong biéu mé.'* Twong t, trén mo hinh thd, TBGTM ciing cho
thy kha ning cai thién chtrc ning budng trimg théng qua biét hoa tryc tiép hodc théng
qua co ché tiét VEGF."
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1.7.2.3. Piéu hoa mién dich

Tac dung diéu hoa mién dich cia TBGTM di duge ghi nhan tr khodng nam 2000, véi
nhiing bang chimg ban dau cho thiy hiéu qua trong diéu tri cac rdi loan lién quan dén hé
mién dich."*® TBGTM tuong tac véi nhiéu loai t& bao mién dich va gop phan kiém soat
c4c phan tmg mién dich qua mirc, bao g?)m té bao T, té bao B, té bao dudi gai, dai thuc
bao va té bao diét tw nhién (NK) (Hinh 1.8)."° Ngoai ra, TBGTM thiic day su phat trién
ctia t& bao T diéu hoa va duy tri chitc ning trc ché ciia cac té bao nay ddi vdi té bao T hiéu
ung; dir liéu thuc nghiém in vivo cho théy su hién dién cia TBGTM hd tro su ton tai va
tang sinh cla té bao T diéu hoa.'® Mot s6 nghién ctru ciing ghi nhan rang, can thiép
TBGTM ngén han ¢6 thé 1am ting s6 lwong té& bao T didu hoa dic hiéu khang nguyén, qua
d6 tang cuong diéu hoa mién dich.'®' Nho cac co ché didu bién da ting, TBGTM c6 tiém

ning ing dung trong diéu tri bénh tr mién, dy phong thai ghép va kiém soat tinh trang
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Hinh 1.8. Co ché diéu hoa mién dich ciia té bao géc trung mo'™

1.7.2.4. Co ché tham nhdp chon loc (homing)
Co ché tham nhap chon loc cho phép TBGTM huéng dén va tiép can mo ton thuong thong
qua tuong tic giita thu thé bé mit té bao va cac phan ttr tin hiéu. Héa chat hudng dong,
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phén tir bam dinh va enzyme phén giai nén ngoai bao qua truc SDF-1/CXCR4 cling cac
thy thé CCR1, CCR4, CXCR5 va CXCR6 déng vai tro then chdt.'®'% Bén canh do, tuong
taic VLA-4/VCAM-1, hoat dong cua MMP-2, MT1-MMP va cytokine viém nhu TNF, IL-
1 ciing anh hudng dén kha ning xam nhap va hiéu qua diéu tri cia TBGTM tai mé dich.'*>
167

Qué trinh tham nhap chon loc cia TBGTM gdm bén bude lién tiép: (1) tiép xtic va di
chuyén doc thanh mach, (2) hoat héa, (3) bam dinh vitng va (4) xuyén mach.'*® Ban dau,
TBGTM lin doc ndi md nho tuong tac giita selectin clia té bao ndi mé va ligand tuong
ung trén TBGTM. Khi nhan tin hi¢u chemokine, TBGTM dugc hoat héa va st dung
integrin dé bam dinh chit vao ndi md. Cudi cliing, té bao tiét protease dé phan gii chat nén
ngoai bao, xuyén qua 16p ndi mé va di chuyén vao moé ton thuong (Hinh 1.9). O mé hinh
truyén truc tiép vao budng trimg, TBGTM-MM gin GFP xuat hién trong mo k& quanh
nodn trong 7—14 ngay nhung hau hét bién mat sau 4 tuan.'* Nguoc lai, Sun va cong su
ghi nhan TBGTM van hién dién sau 1 thang, ca khi truyén tinh mach 1an truyén truc tiép
vao budng trimg.'®
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1.7.2.5. Co ché lam ting s6 lwong nang nodn va nong dg estradiol

Trong co ché nay, TBGTM-MM biét hoa thanh cac té bao hd tro va tiét cac yéu 6 ting
truong dé phat trién nang nodn va cai thién vi moi truong budng trimg. Nghién ctru cho
thdy TBGTM-MM kich thich ting sinh té bao, ldm ting s6 nang nodn truéng thanh,'”
ddng thoi thuc day phat trién nang trimg va thé vang, dan dén ting estradiol huyét thanh
va giam FSH."”! Hon nira, TBGTM-MM con kich thich tao mach mau méi trong budng
trimg, gop phan ting estradiol.'*

Su phdi hop giita cac co ché tai tao mo, ting tudi mau va giam viém duge cho 1a dong vai
trd quan trong trong viéc cai thién vi méi trudng tai co quan sinh duc nir. Mot s6 nghién
ctru tién 14m sang cho thdy TBGTM-MM c6 kha ning cai thién cdu trac mo budng trimg
t6n thuong, ting s6 lwong nang trimg va thuc dy tdn sinh mach trén mé hinh dong
vat.'®*!70 Tyuy nhién, két qua nghién ciru hién c6 goi ¥ ring TBGTM-MM c6 thé gop phan
cai thién triéu chimg 1dm sang va chat lugng séng thong qua co ché can tiét tai chd, nhu
ting twdi mau, gidm viém va cai thién cu trac am dao.'”

Tt goc do tam 1y va hanh vi, tac dong cia TBGTM-MM ddi v6i RLCNTD nit duge gia
dinh chu yéu thong qua céc co ché trung gian sinh hoc va cai thién triéu chimg 1am sang.
Viéc cai thién tudi mau, gidm viém tai chd, ting tai tao biéu mé Am dao va diéu hoa ndi
tiét sinh duc c6 thé gop phan lam giam céc triéu chimg khé chiu lién quan dén thiéu hut
estrogen, nhu kho 4m dao, dau khi giao hop, réi loan gidc ngt va cac biéu hién tién man
kinh. Khi cac tri¢u chung thuc thé va kho khin trong hoat dong tinh duc dugc cai thién,
nguoi bénh c6 thé giam lo au lién quan dén tinh duc, cai thién hinh anh co thé, tang su tur
tin va nang cao mirc d6 hai long trong doi séng tinh duc. Do do, su cai thién vé tam 1y
trong bdi canh nay khong duoc xem 14 tac dong truc tiép doc 1ap cia TBGTM-MM, ma
nhiéu kha nang la h¢ qua thir phat cua qua trinh cai thién sinh hoc, triéu chirg sinh dyc va
chit luong song tong thé.

1.7.3. Thir nghigm tién lim sang sir dung té bao goc trung mé tir mé mé trong diéu
tri cdc roi logn sinh sin nir

Trén md hinh dong vat, TBGTM tu than tir md md cho thay kha nang cai thién mot sb chi
s6 sinh san va ndi tiét, goiy tiém nang hd tro diéu tri RLCNTD & ni. Truyén TBGTM
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lam ting ndng d6 E2 va AMH, giam FSH & chudt mén kinh, dong thoi ting biéu hién
HGF, VEGF va IGF-1, nhiing yéu tb then chét ctia chirc ning budng trimg.'”

TBGTM tir md md dugc ghi nhan c6 kha nang cai thién cdu triic mo budng tring, gia ting
sO lwong nang trimg va thiic day tan sinh mach trén mé hinh déng vat.'>!”° Trong mé hinh
chudt suy budng trimg sém do hoa tri, Afifi va cong su ghi nhan TBGTM gitp giam LH,
FSH va ting E2 huyét thanh.'™ Li va cong su ciing cho thiy sau 6 tuan truyén TBGTM,
cac chi s E2 va FSH cai thién theo hudng twong dwong nhom ching.'”> O mé hinh chudt,
phdi hop estrogen voi TBGTM tir md md thiic day tai tao ndi mac tir cung va cai thién hoi
chimg Asherman,'* dong thoi ting estradiol huyét thanh va ty 1é mang thai.'”" Trén tho,
TBGTM cai thién mo budng trimg théng qua biét hoa truc tiép hodc thong qua co ché tiét
VEGEF."’

Ngoai ra, TBGTM con duoc nghién ctru trong mo hinh teo &m dao ¢ dong vat, véi hiéu
qua tang do day biéu mo, tang mat d6 mach mau va phuc hdi cau trac co va collagen, qua
d6 1am giam cac biéu hién teo 4m dao.8*'*° Zhang va cong sy tiém tai chd TBGTM tir day
ron trén khi rhesus cat budng trimg va quan sat thay hinh thanh soi collagen I, elastin, co
tron, ting mat do vi mach va ting biéu hién VEGF.'°

Téng hop cac bang ching tién 14m sang cho thdy TBGTM c6 tiém nang nhu mot liéu phéap
bé tro nham cai thién méi trudng mo, giam céc tridu ching lién quan dén thiéu hyt estrogen
va hd tro nang cao chét lugng cude sdng & phu nit trung nién.

1.7.4. Thir nghiém lam sang sir dung té bao goc trung mé tiv mé mé trong diéu tri
cdc réi loan sinh sin niv

Céc thir nghiém 1am sang vé liéu phap TBGTM trong diéu tri rdi loan sinh san nit van ¢
giai doan dau.'**!"-'"® Mot s nghién ctru da thyc hién can thiép tiém té bao gdc vao budng
tir cung két hop liéu phap thay thé hormone ¢ phu nit méc hoi chimg Asherman ning hodc
c6 ndi mac tir cung mong.'”*'% Két qua budc dau ghi nhan kha ning tai sinh noi mac tir
cung t6t hon va ty 1€ c6 thai cao hon so voi trudc can thiép; déng thoi o cai thién vé triéu
chimg kinh nguyét, bao gdm phuc héi kinh & cac truong hop vo kinh hozc chu ky kéo dai,
va ting luong kinh & cac trudng hop con kinh, 13181
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Bén canh do, TBGTM cling dugc nghién ctru trong diéu tri teo 4m dao & phu nit man kinh,
mdt tinh trang do giam estrogen dan dén biéu mo am dao mong, giam twdi mau, va cac
triéu chimg nhu kho, ngira, rat, dau khi tiéu tién hodc giao hop.%

Péi v6i suy giam chitc ning budng trimg nguyén phat, cac thir nghiém giai doan I-1I sir
dung TBGTM (bao g6m nguén mod md) cho théy mdt s6 tin hiéu cai thién vé hoat dong
nang nodn sau can thiép.'$>'%® Mot s6 nghién ctru bao c4o nong do estradiol ting sau diéu
tri bang TBGTM tir ngudn day ron hodc tiy xwong,'*>'% di kém giam triéu chimg mén
kinh va phuc héi kinh nguyét.'®'%¢1% Trong mot nghién ctru gdm 14 bénh nhan dugc tiém
TBGTM tir ddy ron, ghi nhan 2 truong hop mang thai sau nhiéu nim vo sinh.'®> Gupta
ciing bdo cao mot trudong hop tién méan kinh sinh con khoe manh sau truyén TBGTM tu
than ngudn tiy xuong.'”

Mashayekhi va cong sy danh gid truyén TBGTM ty than véi ba murc lidu trén 9 bénh nhan;
& nhom liéu cao nhét, 2 trong 3 bénh nhan phyc hdi kinh sau 2 thang va 4 bénh nhan giam
FSH xuéng dudi 25 TU/L.'® Gan day, Nguyén Thanh Liém va cong su (2021) truyén tinh
mach TBGTM ty than tr m6 md cho 16 phu nir thiéu hut hormone sinh duc, ghi nhan an
toan, khong c6 bién cb bat loi nghiém trong va cai thi¢n mac do hai 1ong vé doi séng tinh
duc, tuy nhién cac chi s6 AMH, FSH va estradiol khong thay d6i c6 y nghia.'"!

Nhin chung, mic di cac két qua ban dau goi ¥ tiém ning cua liéu phap TBGTM trong mot
s r6i loan sinh san nit, phan 16n nghién ctru hién c6 con han ché bai ¢& mau nho, thoi gian
theo ddi ngan va/hodc thiéu nhom dbi chimg. Do 0, can trién khai cac thir nghiém 1am
sang ngau nhién c6 ddi chimg v6i ¢& miu du 16n va tiéu chi danh gia chuan hoa nham
khéng dinh hi€u qua cling nhu dd an toan cua liéu phap TBGTM, déc bi¢t TBGTM tir mo6
ma, trong diéu trj cac roi loan sinh san ni.

1.7.5 Khung Iy thuyét nghién ciru

Khung 1y thuyét ctia nghién ctru hé théng hoa cac yéu t6 lién quan dén RLCNTD theo bon
linh vyc chinh thuong dugc str dung trong nghién ciru va thyc hanh 1dm sang, gém: nhan
khéu hoc, kinh té - x3 hoi, 16i séng va hanh vi strc khoe, tam ly, va sinh hoc - ndi tiét. Bén
canh do, nghién ctiru xem xét chét lugng cudc séng nhu mot két cuc lién quan va dugc

lugng hoa béng thang UQOL. Mot ) yéu t6 lién c4 nhan, dic biét 1a giao tiép vé nhu ciu
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tinh duc, ciing dugc xem xét nhu yéu t6 c6 thé tac dong truc tiép hodc gian tiép dén chuc
ning tinh duc (So'do 1.1).

Trén co s& do, can thi¢p truyén TBGTM ty than tr m6 m& dugc ky vong ¢6 thé cai thién
chirc ning tinh dyc théng qua cac yéu t6 trung gian bién doi theo thoi gian, tap trung vao
hai co ché chinh: (i) cai thién truc noi tiét sinh duc théng qua tai lap can bang cac hormone
lién quan, va (ii) cai thién strc khoe tAm 1y gdm giam triéu chtng lo 4u, trim cam, cai thién
hinh anh co thé, ting chit luong gidc ngl va giam céc triéu chimg tién mén kinh. Trong
mo hinh gia thuyét nay, cai thién tim 1y dugc xem 13 két qua trung gian sau cai thién triéu
chiig sinh duc, noi tiét, giﬁc ngu va cam nhan co thé, thay vi la tac dong truc tiép doc lap
ctia TBGTM 1én hé than kinh trung wong. Céc thay ddi thuan loi nay duoc cho 1 s& dan

t6i cai thién chat luong cudce séng cuia phu nir tham gia nghién ctru (Sor do 1.2).
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Chuong 2
POI TUQNG VA PHUONG PHAP NGHIEN CUU

2.1. Pia diém va thoi gian nghién ctru
2.1.1. Dia diém nghién ciru
Nghién ctru dugc thuc hién tai Bénh vién Pa khoa Quéc té Vinmec Times City, Ha
NoO1. Bénh vién c6 hé théng kham chira bénh chuyén khoa San Phu khoa, ho so bénh
an dién tor va nang luc theo doi, thu thap dir li€u lién tuc phuc vu nghién ctru can
thiép.
Niam 2020, Bénh vién Vinmec Times City da hoan tat thir nghiém 1am sang giai doan
I sir dung té bao gdc trung mé tu than tir mdé md dé diéu tri RLCNTD. Két qua cho
thdy liéu phap an toan va c hiéu qua budc dau, dong thdi cung cip nén tang chuyén
mon va quy trinh trién khai cho nghién ciru hién tai.
2.1.2. Thoi gian nghién cviru
Thoi gian nghién ctru: Tir thang 10/2023 dén thang 12/2025.
- Muc ti€u 1: Thyc hi¢n tir thang 10/2023 dén thang 12/2024.
- Muyc ti€u 2: Thyc hién tir thang 10/2023 dén thang 12/2025.

2.2. Poi twong nghién ciru
2.2.1. Péi twong nghién civu cho muc tiéu 1
Phu nit trong d6 tudi tir du 40 dén dudi 51, dén kham tai Trung tdm Sirc khoe Phy nir
— Bénh vién Da khoa Quéc té Vinmec Times City, trong khoang thoi gian tir thang
10/2023 dén thang 12/2024.
2.2.1.1. Tiéu chudn lia chon doi twong nghién cuu
Céac dbi tuong duoc lya chon vao nghién ctru can thoa man déy du cac tiéu chi sau:

- Tu nguyén dong y tham gia nghién ciru.

- Nir gi6i trong d6 tudi tir da 40 dén dudi 51 tai thoi diém ky cam két tham gia

nghién ctru, dén kham tai Bénh vién Pa khoa Quéc té Vinmec Times City.
- Chua man kinh.

2.2.1.2. Tiéu chuan logi trir d6i tirong nghién ciru
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Cac doi tugng bi loai trir khdi nghién ctru néu thudéc mot hodc nhiéu ti€u chi sau:

Mic cac bénh 1y tam than, khong c6 kha ning giao tiép hiéu qua hodc khong
da niang luc dé tu tra 1i chinh x4c cac bang cau hoi dang ty dién.

Khoéng c6 hoat dong tinh duc.

Mit kinh hoan toan trong thoi gian tdi thiéu 12 thang lién tuc.

Ung thu tién trién hoidc dang diéu tri.

2.2.2. Péi twong nghién ciru cho muc tiéu 2

Trong so cac doi twong cua muc tiéu 1, nhitng ngudi dap tmg ti€u chuan cua muc ti€u 2

va dong y tham gia s& dugc dua vao nghién ctru can thiép va phan ngau nhién theo khbi

vao hai nhom.

2.2.2.1. Tiéu chudn lia chon cho nhém can thiép va nhom chung

Céc ddi twong dugc dwa vao nghién ciru (ca nhom can thiép va nhoém chimg) phai

déap g céc ti€u chi sau:

Thoéa mén cac tiéu chuin lya chon sd 1, 2 va 3 da néu tai muc tiéu 1.

Chi s6 FSH < 29,8 IU/L; mau dugc ldy vao budi sang, trong ngay thir 2 dén
thtr 7 cta chu ky kinh.

C6 diém FSFI (Chi s chirc ning tinh duc nit) < 26,55 HOAC diém AMS
(Bang diém chan doan suy giam noi tiét sinh duc nit cia AMS) > 15.

Chtrc ning gan, than va tuyén giap trong giéi han binh thuong.

Khéng c6 bénh truyén nhiém hoat dong (HIV, HBV, HCV, giang mai).

Péng y tham gia diéu trj bang liéu phap truyén té bao gdc trung mo tir md md
(lidu 10° té bao/kg can ning), sau khi dugc bac si giai thich day du vé loi ich

va nguy co.

2.2.2.2. Tiéu chuan logi trir cho nhém can thiép va nhém chimg

Doi tugng s€ bi loai trir néu thude mot hodc nhicu tiéu chi sau:

1. Roi loan ndi tiét — chuyén hoéa nghiém trong

- Da cat bdé hoan toan tuyén noi tiét.

- Khong c6 mé md dudi da du di€u kién dé lay té bao goc.

- Suy tuyén yén, suy tuyén thuong than, cuong giap hodc suy giap.
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Dai thao duong khong kiém soat 6n dinh.
Man kinh tu nhién (v6 kinh >12 thang).

Di tat bam sinh hé noi tiét sinh duc.

2. Bénh Iy toan than ning c6 thé dnh hwéng dén an toan can thi¢p

Suy chirc nang tim, gan, than hodc ho hip.
Tién sir d6t quy hodc nhdi mau co tim.

Sa stt tri tu€ (vi du: Alzheimer).

Roi loan dong mau mirc d6 trung binh — ning.
Nhiém trung cdp tinh tai thoi diém sang loc.

Ung thu tién trién hodc dang diéu tri.

3. Yéu to anh huwdng dén hoat dong tinh duc hoic dinh gia 1am sang:

Khong c6 hoat dong tinh duc trong thoi gian nghién cuu.
Ch@)ng hodc ban tinh hién tai c6 biéu hién suy giam 1o rét ham muén tinh duc.
Té6n thuong tily séng anh hudng dén chirc nang tinh duc.
Bénh 1y tdm than, mat kha ning giao tiép, khong thé tw hoan thanh bang hoi

tu dién.

4. Sir dung thudc hodc bién phap anh huwdng dén ndi tiét:

Pang sir dung ndi tiét t6 trong vong 2 tuan trudc nghién ciru hoic c6 ké hoach
si dung trong thoi gian nghién clru.

Dang st dung cac bién phép tranh thai c6 chira hormone toan than.

Pang mang thai hodc ¢ ké hoach mang thai trong qu4 trinh tham gia nghién

cuu.

2.3. Thiét ké nghién ctru

2.3.1. Thiét ké nghién citu cho muc tiéu 1

Nghién ctru mé ta cat ngang,

2.3.2. Thiét ké nghién citu cho muc tiéu 2

Nghién ctru can thiép ngu nhién c6 dbi ching pha 2 duoc thiét ké theo mo hinh nhém

chimg cho (wait-list randomized controlled trial). Thiét ké nay dugc lua chon dé vira dam
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bao c6 dbi chimg dé danh gia hiéu qué can thiép, vira phi hop nguyén tic dao dirc. Do can
thiép c6 loi ich tiém ning va chua c6 bién phép diéu trj thay thé trong duong trong bbi
canh nghién ctru, nhdm ching dugc theo doi & giai doan dau va s& nhan can thi¢p theo
cuing phéc d6 & giai doan sau.

Nguoi tham gia dugce phan ngau nhién vao hai nhom. Nhom can thiép sém (Nhom A)
duoc truyén tinh mach TBGTM liéu 10° té bao séng/kg tai thoi diém ban dau va nhic lai
sau 3 thang. Nhom chimg chd (Nhém B) duoc theo dbi trong 6 thang dau, sau d6 nhan
can thiép theo cting phac dd vao thang thtr 6 va thang thi 9 (Hinh 2.1).

Céc thoi diém danh gia chinh bao gom: TO0, T1, T3, T6 va T12. Ca hai nhém déu duoc bo
sung vitamin sau khi sang loc va sau mdi 1an truyén TBGTM, véi tong thoi gian st dung

la 3 thang.

J10%6 16 bso | J10%16bao |
|_sbngkg | s6ngrkg
Nhom A
_

Randomization (n=25) '

f_
\—) | e /1076 16 bao

|__sbng/kg

v

J10"616 bao |
|_sbng/kg |

Theo doi
Nhom B
(n=25)
[. < @ .I .1
| )
i

Giai doan so sanh chinh vé hiéu qua

Hinh 2.1. So' d6 can thiép muc tiéu 2
2.4. C& mau
2.4.1. C& méu cho nghién civu cit ngang (Muc tiéu 1)
Pé xac dinh ty 18 rdi loan tinh duc ¢ nit gidi trong d6 tudi tir 40 dén 50 tudi, nghién ctru
nay dya vao cong thirc tinh ¢ miu udc lugng cho mot ty 18 vai sai s6 trong dbi:

Z*1.a2(1 - P)
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e’P
Trong do:

- n:1a ¢& miu tdi thiéu

- Za- w2y 12 gia tri tir phan bd chuén, duge tinh dya trén mic ¥ nghia thong ké
(Z- o2y = 1,96 khi a. = 5%)).

- Platy 1& wdc tinh ngudi tham gia mac RLCNTD theo Chi s chirc nang tinh
duc nir (FSFI). Theo H6 Thi Thanh Tam va cong sy (2022), ty 16 RLCNTD
la 43,8%. Trong cong thuc tinh ¢& mau hién tai, gia tri p lya chon theo ty 1¢
twong duong 1a 43,8%

- & 1a sai s6 twong d6i chap nhan dugc; trong nghién ciru nay chung toi lwa
chon € =0,20.

Thay vao cong thuc trén, tinh dugec:
n=1,96x (1 —0,438) /(0,20*> x 0,438) = 124
Du kién ty 1€ tu chdi tham gia la 20%, co mau can thiét duogc diéu chinh theo cong
thure:
N=n/(1-d)=124/(1—-0.20) =155
Nhu vy, c¢& mau tdi thiéu can thu thap cho muc tiéu 1 1a 155 doi tuong.
Trén thuc té, nghién ctru 4p dung phuong phap chon mau lién tiép, tuyén chon tit ca
phu nir tir 40 dén 50 tudi dén kham tai Bénh vién Pa khoa Quéc té Vinmec Times
City, dap tng ti€u chuan lua chon, khong thude tiéu chuan loai trir va d@)ng y tham
gia trong thoi gian nghién ctlru.
Trong thoi gian thu tuyén, sb dbi twong thuc t& dugc dua vao phan tich 1a 204 nguoi,
bao dam yéu cau ¢ mau cho muc tiéu 1. Vi myc tiéu niy chi thu thap thong tin nhan
khau hoc va dir liéu qua cac bang hoi FSFI, DASS-21, khong thyc hién tha thudt xam
14n, nén viéc thu tuyén toan bo dbi tuong du diéu kién trong thoi gian nghién cuu la
phu hop.

2.4.2. Cé méu cho nghién ciru can thiép cé déi chirng (Muc tiéu 2)
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Nghién ctru duge thiét ké ngdu nhién hai nhém theo mé hinh di chimg chd: nhém can
thiép som nhan can thiép ngay, nhom ddi chimg chd chua nhan can thiép trong 6 thang
theo doi chinh. So sanh chinh 1a muc thay d6i diém FSFI tir thoi diém ban dau dén 6 thang
gitra hai nhom.

Dura trén két qua nghién ctru pha I, diém FSFI trung binh trudc can thiép 1a 20,66 + 6,99.
Tai thoi diém 12 thang sau can thi€p, chi s6 FSFI dat 27,12 diém véi d6 1éch chuan 1a
3,92."! Do chua c6 uéc tinh thay doi tai 6 thang tir pha I, nghién ctru nay gia dinh chénh
léch thay doi tai 6 thang gitra nhom can thiép sém va nhom di ching chd 1a A = 6,46
diém. Véi nhom ddi chimg cho, gia dinh trong 6 thang dau muc thay do6i trung binh x4p
xi 0 diém.

C& mau dugc tinh theo cong thirc so sanh hai trung binh doc lap:'

o 2
ni
(af + O'%./K)(Z[—a,iz + Zl—ﬁ)z
np =
A2
- (6.997 + 6.99%/1)(1.96 + 1.28)°
‘ 6.46
np = 25
np=K=+*n; =25

A =lp,-p,| = absolute difference between two means
0,0, = variance of mean #1 and #2

n, = sample size for group #1

n, = sample size for group #2

a = probability of type I error (usually 0.05)

p = probability of type II error (usually 0.2)

z = critical Z value for a given o or

k = ratio of sample size for group #2 to group #1

Thay vao cong thuc trén, tinh dugc ¢& mau toi thiéu cho ca hai nhom (can thiép va

d6i ching) 13 50 ngudi tham gia, mdi nhom 25 ddi tuong.
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2.5. Phwong phap chon miu

2.5.1. Phwong phdp chon mdu cho nghién ciru cit ngang

Nghién ctru 4p dung phuong phap chon miu toan b dbi véi tat ca phu nir dap tmg
tiéu chuan lua chon, dén kham tai Trung tam Strc khoé phu nir, Bénh vi¢n Pa khoa
qudc t& Vinmec Times City trong khoang thdi gian tir thang 10/2023 dén thang
12/2024. Béi tugng duoc moi tham gia, ky ban chip thuan tham gia nghién ctru cho

muc tiéu 1 (Phu luc 2) va ty dién bd cau hoi khao sat theo huéng dan (Phu luc 4).

Phu ni dén kham tai Trung tam Strc khde Phu ni, Bénh
vién Da khoa Quéc té Vinmec trong giai doan tir théng
10/2023 dén théng 6/2024

(N=288) Géu chuén lira chon: \

o Phy ni ti 40 dén 50 tudi

o Chwa méan kinh

Tiéu chudn loai trir:

o Gap kho khan trong giao tiép

o Mac bénh tam than,

o Vo kinh lién tuc 12 thang

o Méc bénh ung thu

o Khong hoat ddng tinh duc trong vong 4 tuan
\gén day

y

D didu kién tham gia nghién ctru
(N=246)

» | Khong dong y tham gia nghién ctru
(N=42)

Pong y tham gia nghién ctru
(N=204)

Hinh 2.2. So dé nghién ciru muc tiéu 1
2.5.2. Phwong phdp chon mdu cho nghién citu can thiép cé doi chirng
Péi tugng nghién ctru bao g@)m toan b phu nir du diéu kién tai Bénh vién Pa khoa
Qudc t& Vinmec Times City, dugc tuyén chon trong khoang thoi gian nghién ciru va
dap ung cac tiéu chi tuyén chon. Chan doan RLCNTD duya trén diém s ctia Chi sd
chure nang tinh duc nit (FSFI) do nguodi tham gia ty hoan thanh va dugc bac si chuyén

khoa San — Phu khoa xac nhan.



39

Nguoi tham gia di diéu kién sau khi k¥ vin ban dong thuan cho muc tiéu 2 (Phu luc
3) duoc phan nhom ngiu nhién theo khdi véi ty 16 1:1. Kich thudc khéi ¢b dinh 14 4,
trong mdi khdi gdm 2 d6i tuong vao nhém can thiép sém (nhom A) va 2 d6i tuong
vao nhom ddi chimg—can thiép muon (nhom B). Cu thé, khi c6 du 4 nguoi dang ky
tham gia nghién ciru, danh sach ctia nhitng nguoi ndy s& duoc mot chuyén vién thong
ké (khong thuéc nhom nghién ciru) nhip vao phan mém may tinh dé phan ngiu nhién
thanh hai nhém: nhom A (2 d6i tugng) va nhom B (2 d6i tuong). Két qua phan nhom
dugc ghi vao cac phiéu, bo vao tirng bao thu duc déan kin va danh s6 thir tu lién tuc.
Khi c6 nguoi tham gia dat du tiéu chuan va ky gidy dong y tham gia, bac si nhom
nghién ctru mé bao thu theo ding thir tu sb di danh sin dé phan ngudi tham gia vao
nhom A hoac nhéom B.

Tong cong, 50 nguoi tham gia trong nghién ctru nay duoc phan ngiu nhién thanh hai
nhom: 25 ngudi trong nhom A va 25 nguoi trong nhém B. Véi kich thude khdi 1a 4,
c6 tong cong 12 khdi day du (48 ngudi) va khdi cudi ciing gdm 2 ngudi (Phu luc 1).
2.6. Bién s6/chi s6 nghién ctru va phwong phap thu thip s6 liéu

Nguon dir lidu ciia nghién ctru bao gdm bénh 4n nghién ctru, cac bd cong cu tur bao céo
chuan hoa gom FSFI, AMS, DASS-21, UQOL va két qua xét nghiém estradiol (E2), FSH
theo chi dinh chuyén khoa. Trudc khi trién khai nghién ctru, toan bd nghién ciru vién da
duoc tip huan bai Cong ty giam sat doc 1ap vé quy trinh nghién ctru, quy trinh thu thap sb
liéu, nhap liéu va kiém tra dir liéu. Noi dung tap huan nham bao dam sy tun thu thong
nhét trong qua trinh thuc hién, han ché sai khéc giira cac nghién ctru vién va ting do tin
cay cua dir liéu. Céac bién s6 nghién ctru dugc tom tat trong Bang 2.1.

Bing 2.1. Tém tit cdc chi so nghién civu

TT Bién sd/chi s6 nghién ciru Phuong tién Muc

I C4c bién sé/chi s6 diu ra tiéu
Ty 1€ phu Thang diém dénh gia

1 |nit Dénh gia Tilé RLCNTD Chi s6 chirc nang tinh 1
RLCNTD duc nir - FSFI
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(1) Panh gié tinh trang tram

Thang DASS - 21 1&2
cam
Strc khoe
2 . (2) Banh gia tinh trang lo au Thang DASS - 21 1&2
tam than
(3) DBanh gia tinh trang cang
, Thang DASS - 21 1&2
thang
Nong d6 (1) Nong do hormone FSH Bénh an nghién ctu 2
3 hormone E2 .
(2) Nong do hormone E2 2
va FSH Bénh an nghién ctu
Thang diém dénh gia
bénh gia churc nang tinh duc Chi s6 chtic nang tinh 1&2
Chtrc nang
4 duc nit -FSFI
tinh duc .
Danh gia tri¢u ching suy gidm | Thang diém tri¢u chung 182
ndi tiét sinh dyc nit man kinh - AMS
Panh gia (1) Theo ddi cac bién c6 bat loi | Bénh an nghién ctru 2
tinh an toan | (AE)
S cta liéu (2) Theo ddi bién cb bat loi Bénh an nghién ciru 2
phap truyén nghiém trong (SAE)
TBGTM- ) Bénh 4n nghién cou 2
(3) Xét nghiém can lam sang
MM
II | Cac bién so/chi sé ddc lap
Tubi (nim) Bénh 4n nghién ciru 1&2
Noi cu trtt (Thanh thi, Nong _
Bénh an nghién ctru 1&2
thon)
Dicdiém | Nghé nghiép Bénh an nghién ciru 1&2
6 nhan khau Trinh d6 hoc van Bénh an nghién ctru 1&2
hoc - kinh té | Tinh trang hon nhan Bénh an nghién ctu 1&2
Thoi gian két hon (nim) Bénh an nghién ctu 1&2
Tudi ban doi (nam) Bénh an nghién ctu 1&2
Thu nhap trung binh/thadng Bénh an nghién ctru 1&2
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Can va thudce do chiéu

Chi s6 BMI (Body Mass Index) 1
, cao
Chi s0 stic . :
.| Hinh thtrc sinh con Bénh an nghién ctu 1
khoe va tién | :
Bién phap tranh thai dang su ' |
su san khoa Bénh an nghién ctru
dung
Quy md gia dinh (S6 con) Bénh an nghién ctru 1
Panh gi4 tan sut quan hé tinh .
- Bénh 4n nghién cou 1
duc (moi thang)
Panh gid muc do trao doi nhu '
. . . Bénh an nghién ciru 1
cau tinh duc véi ban doi
Danh gid thoi gian ngu trung 1

. Bénh 4n nghién cou
< .2 x| binh moi dém (gio
bac diém ve (g10)

hanh vi Thoi quen thire khuya sau 0 o L 1
Bénh an nghién ctu
gio.
Muc do hoat dong thé chat (tap 1
) L Bénh an nghién ctru
theé duc >3 lan moi tuan).
Ht thude 14 Bénh 4n nghién ctru 1
Ubng ruou bia Bénh an nghién ctu 1
Pic diém vé Thang diém dénh gia
chat lugng | Panh gia chat luong cudc séng | chat luong cudc séng 2
cudc sdng UQOL

2.6.1. Bién s6 xdc dinh RLCNTD

RLCNTD duoc x4c dinh bang thang Chi sé Chiic ning Tinh duc Nir (Female Sexual
Function Index, FSFI).**®* Ngudng 1am sang 26,55 duoc st dung dé phéan loai c6
RLCNTD.” (Chi tiét cong cu xin xem muc 2.6.3.3 va Phu luc 5)

2.6.2. Bién s6 do lwong sirc khée tim than
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Thang danh gid tram cam, lo du va cing thang (Depression Anxiety and Stress Scale
- 21, DASS-21)
DASS-21 1a cong cu danh gia ba thanh phan chinh cua rdi loan tim 1y: trAm cam, lo
au va cang thang.'” Thang do gdm 21 cau héi (7 caw/linh vyc), yéu cau ngudi tham
gia danh gia mic d6 rdi loan trong hai tudn gin nhét dua trén thang diém Likert 4
murc d6 (0 = khong xdy ra, 1 = doi khi, 2 = thuong xuyén, 3 = rit thudng xuyén xay
ra); tong diém chung ciia DASS-21 tir 0 dén 63 diém, v6i diém cang cao phan anh
murc do rdi loan tAm 1y cao hon.
Ngudng phan loai triéu chimg theo ting tiéu muc nhu sau:
e Tram cam: 0 - 9 (binh thudng), 10 - 13 (nhe), 14 - 20 (vira), 21 - 27 (ndng), >
28 (rat ning).
« Lo 4u: 0 - 7 (binh thuong), 8 - 9 (nhe), 10 - 14 (vira), 15 - 19 (ning), > 20 (rat
nang).
« Cing thing: 0 - 14 (binh thudng), 15 - 18 (nhe), 19 - 25 (vira), 26 - 33 (ning),
> 34 (rit ning).
DASS-21 di dugce Vién Stre khoe Tam than Qudc gia bién dich va chimg minh gia
tri do ludng trén nhiéu ddi twong khac nhau. Tran Ptic Thach va cong su (F2013) tiép
tuc hiéu chinh phu hop v6i bdi canh ngudi Viét Nam.'** Phan tich do tin cdy cho
théy cac linh vuc va téng diém c6 hé sb Cronbach alpha > 0,85, phan anh d¢ nhat
quan ndi tai t6t va phu hop dé sir dung trong danh gia tim Iy & quan thé nguoi Viét
Nam. Chi tiét cong cu xin xem Phu luc 6.
2.6.3. Cdc bién sé do lwong chirc nang tinh duc niv
2.6.3.1. Chi s6 ndi tiét estradiol huyét thanh (E2) va hormone kich thich nang trirmg
(FSH)
O phu nit trung nién quanh va sau mén kinh, suy giam chirc ning tinh duc c6 lién quan
chat ché dén giam estradiol, trong khi khong ghi nhan méi lién quan 13 véi
testosterone.'*>'% Vi vay, nghién ctru lya chon estradiol (E2) 14 chi s ndi tiét chinh; FSH
duoc do dé)ng thoi nhu mot chi déu sinh hoc b6 trg cta chirc nang sinh duc.

2.6.3.2. Thang diém Chi sé chirc néng tinh duc nit (FSFI)
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FSFI 14 cong cu chudn hoa, duoc sir dung rong rii trén toan cau dé danh gia chic ning
tinh duc nit trong 1 thang trude thoi diém khao sat.®>* Thang do do Rosen va cong su xiy
dung, gém 19 cau héi thudc 6 linh vuc: ham mudn, hung phén, boi tron, cuc khoai, thoa
mén va dau khi giao hop. Mbi cau duoc chdm theo thang Likert 5 muic, v&i tong diém tir
2 dén 36 diém 5.
Theo khuyén nghi ctia nhom tac gia, FSFI < 26,55 xac dinh c6 RLCNTD, FSFI > 26,55
x4c dinh khong c6 RLCNTD.”
Do tin cay va tinh 1ap lai ctia thang do duge bao cao ¢ mirc cao dén rat cao.”'
Ngudng goi ¥ 16i loan theo timg linh vic:

e Ham muén:<3.,6

e Kich thich: <4,8

e Boitron:<5,1

e Cuckhoai: <44

e Suhailong: <44

e Dau khi giao hop: <5,6
Ly do lya chon FSFI: (1) dé hiéu, thoi gian tra 161 <15 phut,® (2) d6 tin cay va hiéu luc
cao (Cronbach's o va test-retest dat ngudng, cau triic 6 linh vuc phit hop DSM-IV), v
(3) phién ban tiéng Viét da dugc HO Thi Thanh Tam va cong su (2019) hiéu chinh va kiém
dinh.”® Chi tiét cong cu xin xem Phu luc 5.
2.6.3.3. Thang diém triéu chirng man kinh cia Héi man kinh Uc (AMS)
Thang diém triéu chimg man kinh (AMS Diagnosing Menopause: Symptom Score
Sheet - Modified Greene Climacteric Scale) ctia Hoi mén kinh Uc phat trién gdom 21
muc, mdi muc danh gia mic do nghiém trong cta triéu ching trén thang Likert 4 murc
(0 = khong co, 3 = nang). Trong qua trinh Viét hoa va danh gia tinh phu hop trén ddi
tuong ngudi Viét Nam, muc “swong mu nio” (brain fog) dugc ghi nhan d& gay hiéu
nham, kho dién dat thong nhat va khong bao dam gia tri ndi dung, do d6 da duoc loai
khoi phién ban st dung trong nghién ctru ndy, con lai 20 muc dé chAm diém va phan

tich. Piém tong cang cao cho thay triéu chimg cang nghiém trong. Cac triéu ching
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dugc phan chia thanh ba linh vyc: tAm than (muc 4 dén 8), thé chit (muc 1 dén 3 va
9 dén 16), niéu sinh duc (muc 17 dén 20). Hiéu lyc do luong va doé tin cay cua AMS
d3 duoc chimg minh qua nhiéu nghién ciru.'*'°® Chi tiét cong cu xin xem Phu luc
8.

2.6.4. Cdc bién sé dinh gid tinh an toan ciia liéu phdp can thigp

Tinh an toan dugc lugng gid dya trén:

« Bién cd bitlgi (AE) va bién c6 bét loi nghiém trong (SAE): AE, SAE dugc dinh
nghia 1a bat ky su kién y khoa khéng mong mudn nao xay ra trong thoi gian tham
gia nghién ciru, khong phu thudc vao viéc co hay khong lién quan dén can
thi€p; SAE 1a AE c¢6 muc d§ nghiém trong theo quy dinh thir nghiém 1am sang.
Céc AE va SAE duoc ghi nhan tan sudt, thoi diém xuét hién, mic d6 va mbi lién
quan vai can thi¢p trong toan bo qua trinh theo doi.

« Thaoi gian theo ddi AE va SAE: tir thoi diém nguoi tham gia bit diu nghién ctu
dén 1an kham két thiic tai ngay 365 + 14 cho ca nhém A va nhom B.

« Thu thap va xir tri AE va SAE: bac si nghién ctru huéng dan va thu thap thong
tin tai cac 1an tai kham theo phiéu danh gia AE. Khi xuét hién SAE, ngudi tham
gia phai thong bao ngay cho bac si diéu tri dé tham kham va ghi nhan; quy trinh xir
tri AE va SAE thuc hién theo quy dinh thir nghiém 1am sang.

o Xét nghiém céan lam sang: cong thirc mau, sinh hda, chirc nang gan, than va dong
mau nham phat hién sém bat thudng, bao gdm céc bat thuong cé thé lién quan dén
truyén TBGTM.

2.6.5. Bién so do lwong chit lwong cujc song

Thang diém déanh gid chat lwong cudc song UQOL

Thang UQOL (The Utian Quality of Life Scale) da dugc chimg thuc hiéu qua 1am sang
trong d4nh gia chat luong cudc song & phy nit giai doan chuyén tiép méan kinh.”

Thang gém 23 muc, chia thanh bdn linh vyc: cong viece (7 muc), stc khoe (7 muyc), tinh
than (6 muc) va tinh duc (3 muc). Tong diém UQOL dao dong tir 23 dén 115 va duoc tinh
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bang téng diém cta bdn linh vire; diém linh vuc 14 tong diém cac muc tuong tmg. Diém
tong va diém linh vuc cao hon phan 4nh chét luong cudc song tét hon. Trong nghién ctru
nay, dé thuan tién so sanh giita cac linh vyrc va theo ddi thay doi theo thoi gian, diém linh
vuc va tong diém UQOL duoc chuyén doi vé thang 0 dén 100. D9 tin cdy test - retest va
tinh hop 1& cau triic cia UQOL di dugc kiém chimg.'*>?* Chi tiét cong cu xin xem Phu
luc 8.

2.6.6. Cdc bién sé djc lgp khdc

GOm dic diém nhan khau hoc, kinh té - xa hoi, tién sir san khoa, hanh vi va 16i séng. Chi
tiét xin xem Phu luc 9.

2.7. Sai s6 va bién phap han ché sai so

Nghién ctru c6 thé phét sinh sai s6 théng tin do thu thap dit liéu bang bang hoi tu dién, nhat
14 khi noi dung strc khoe tinh duc con nhay cam, d& 1am ngudi tham gia tra 101 chua day
du hodc chua hoan toan chinh xac. O muc tiéu 2, thiét ké nhom chung cho cling chua kiém
soat day du hiéu img gia duoc, do ngudi bénh biét tinh trang can thiép, nén két qua tw danh
gid c6 thé chiu anh hudng cta yéu t6 ky vong.

Pé han ché cac sai s6 nay, nghién ciru d giai thich rd muyc tiéu, huéng dan chi tiét vé bang
hoi va b tri khong gian riéng tu, yén tinh dé ngudi tham gia tu dién phiéu. Quy trinh thu
thap s6 liéu duoc chuan hoa; cac thang do st dung déu 1a cong cu da dugc hiéu chinh cho
nguoi Viét Nam; viée danh gid dugc thuc hién tai cung céac thoi diém & ca hai nhém nham
bao dam tinh so sanh.

Trude khi nghién ctru dugc trién khai, tit ca nghién ctru vién déu dugc tp huin trude
nghién ctru boi cong ty giam sat doc 1ap dé han ché sai sé do khac biét giita nguoi thu thap
s6 liéu. Sau thu thap, s6 liéu duoc kiém tra, 1am sach va phén tich theo quy trinh théng
nhét. Ngoai ra, cic nghién ciru trong tuong lai can ap dung thiét ké mu doi c6 ddi chimg

gia dugc dé kiém soat hiéu tmg gia duoc tt hon.
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Sang loc, tuyén chon bénh nhan

=204
Nghién b
clu mé 14 Bénh nhan chan doa
& nnn nc n aoan
cat ngang RECNTD:
(n=204) ——

= Tiéu chuén lya chon
* Tiéu chuén loai trir

v

Tuyén bénh nhan tham gia nghién ciru
(2n = 50)

Nghién ctru

can thiép co
ddi chirng
X
('n mol Phan nhém ngau nhién
nhém = 25) (n = 25)
|
B v
, Nhém A (n = 25) Nhém B (n = 25)
A&BDanhgiaT | rryyan TBGTM MM I3n 1 (TO) Déi chirng (T0)
' !
A oS | Truyén TBGTM MM 13n 2 (T3) | | éi chlt'mg (T3) |
A & B Danh gia 3 '. Déi chirng (T6)
(sau 6 trl‘wéngg) | banh gia (T6) | Truyén TBGTM MM I3n 1
Do6i chivng (T9)
Truyén TBGTM MM lan 2
| !
& B Dénh gi
= 12'&1525 3 \ Dénh gia (T12) | | Dénh gia (T12)

Hinh 2.3. So dé nghién ciru muc tiéu 2
2.8. Can thiép bing liéu phép truyén té bao goc trung mé tir mdé mé&
2.8.1. Liéu va phdc dé diéu tri
Liéu truyén 1,0 triéu té bao/kg can ning trong 100 mL dung dich truyén. Pudng truyén
tinh mach, thoi gian truyén khoang 60 phut. Phac d6 gdm hai 1an truyén cach nhau 3 thang.
Nhoém can thi¢p som truyén tai TO va T3, nhém chung cho truyén tai T6 va T9. Lich theo

ddi va danh gia dugc thuc hién theo cac mdc thoi gian da néu tai muc 2.3.2
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2.8.2. Tuyén chon, sing loc va cdp ma so nghién ciru

Trudce khi thue hién bat ky tha tuc ndo, ngudi tham gia duge cung cap thong tin nghién
ctru, giai thich day di va ky dong thuan tu nguyén. Sau khi sang loc du diéu kién, mdi
ngudi tham gia dugc cap ma sé nghién ctru dé sir dung trén toan bd hd so nham bao mat
thong tin.

2.8.3. Quy trinh hiit mé, phén ldp, nuéi cdy, bio quan, kiém sodt chit lwong, chudn
bi va truyén TBGTM

Quy trinh thu thap va xir Iy m6 md tuan thi du an da duoc BO' Y € phé duyét (Quyét dinh
6191/QD-BYT ngay 04/4/2023).37 Té bao gbc tir mé m& duge phan 1ap, nudi cdy va bao
quén trong moi truong dat tiéu chuin phong sach ISO 14644 -1 Class 6, str dung enzyme
va moi trudng khong huyét thanh. Kiém soat chat luong dam bao té bao dat cc tiéu chudn
vé vi khuan, ty 18 sdng (> 70%), d6 tinh khiét dau 4n bé mdt (CD73, CD90, CD105 > 98%)
va cac marker 4m tinh MSC (< 2%), cling karyotype binh thuong. San pham té bao sau
khi chun bi s& dugc truyén theo céc tiéu chuin chit luong cua Hiép hoi Quéc té vé Liéu
phap Té bao (ISCT) va Bo Y té. Ty 16 té bao song (cell viability): Ludn duy tri & mirc cao,
trén 70% trong tat ca cac mau.

Toan bd quy trinh thao tac chi tiét, tiéu chuan kiém soat chét lugng, quy trinh truyén
TBGTM duoc trinh bay tai Phu luc 10.

2.8.4. Phwong phap theo doi va danh gia

2.8.4.1 Banh gia tinh an toan

Theo d&i bién cb bét lgi va bién ¢ bat loi nghiém trong tir khi tham gia dén két thic theo
ddi theo ké hoach nghién ctru.

2.8.4.2 bBanh gia tinh hi€u qua

Hiéu qua can thiép dugc danh gia bang cac thang do chudn hoa va xét nghiém ndi tiét. Bac
si nghién ctru huéng dan ngudi tham gia hoan thanh bang hoi, kiém tra tinh day du va ghi
nhan s6 liéu vao phiéu CRF (Phu luc 11 va Phu luc 12).

Céng cu danh gia: Nong do Hormone sinh duc FSH, estradiol; Chi s6 chirc ning tinh duc
ni - FSFI (Phu luc 5); Thang diém triéu chimg man kinh - AMS (Phu luc 8); Thang do
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DASS-21 danh gia trim cam, lo 4u va cang thang (Phu luc 6); Thang danh gia chét luong
cudc séng - UQOL (Phu luc 7).
Pbi v6i cac chi s6 ndi tiét, mau mau duge 1ay vao budi sang, trong ngay thir 2 dén ngay
thtr 7 ctia chu ky kinh. Mau dugc phan tich theo quy trinh xét nghiém tiéu chuan tai Khoa
Xét nghiém, Bénh vién Da khoa Quéc t& Vinmec Times City bang hé thong Cobas
(Roche). Gi6i han dinh lugng thap nhét cua estradiol 1a 5 pg/mL.
Thoi diém danh gié:

- Nhoém A (can thiép som): TO (trude truyén lan 1); T1 (ngay 30 + 14); T3 (ngay 90

+ 14); T6 (ngay 180 + 14); T12 (ngay 365 + 14).
- Nhom B (d6i ching - chuyén can thiép): TO (ngay 0), T1 (ngay 30 + 14); T3 (ngdy
90 £ 14), T6 (ngay 180 £ 14), T9 (ngay 270 & 14), T12 (ngay 365 + 14).

2.9. Xir Iy va phan tich s6 liéu
2.9.1. Xir Iy va phan tich sé liéu thu dwoc tiv b cau héi (Poi véi muc tiéu 1)
Dit liéu cho muc tiéu 1 (diéu tra cit ngang) duoc thu thap qua phong véan va phiéu ty
dién tai Bénh vién Pa khoa Qudc t& Vinmec Times City. Dir liéu cho muc tiéu 2
(nghién ctru can thiép ngau nhién c6 nhém ching) dugc thu thap tir bénh an nghién
ctru thiét ké riéng cho du an. Tat ca dit liéu sau khi thu thap duoc nhap liéu, quan 1y
va kiém tra tinh hop 1é trén phan mém REDCap. Pay 1a nén tang dién tir bio mat do
Pai hoc Vanderbilt (Hoa Ky) phat trién, hd trg kiém tra logic, nhay cau hoi (skip
patterns) va gi6i han gi4 tri hop 1& dé kiém soét chat lwong dit liéu, giam sai s6t nhap
ligu.*"!
- Bién lién tuc duoc md ta bang trung binh + do 1éch chuan khi phan phdi gan
chuén, hodc trung vi [KTV 25% - 75%] khi phan phdi 1éch. Bién phan loai duoc mo ta
bang n (%) va khoang tin cay 95% khi phu hop.

- Phan phdi cua bién lién tuc duoc danh gia bang kiém dinh Shapiro - Wilk két
hop xem xét do thi. So sanh hai nhom doc 1ap dung kiém dinh t doc 1ap néu bién s6
c6 phan phdi gan chuan hoic Mann—Whitney U test néu phan phéi khong chuén.
Poi véi muc tiéu 1- Xac dinh cdc yéu té anh hwéng dén RLCNTD:

- Kiém dinh Chi-Square (2) hoic Fisher's exact test (khi tin suat ky vong nho)

dugc ap dung cho cac bién phan loai.



49

- Phan tich don bién bang hdi quy logistic duoc st dung dé khao sat mdi lién
quan gitta ting yéu t6 nguy co tiém ning va RLCNTD. Céc bién ¢ p < 0,1 trong
phan tich don bién duoc xem xét dua vao mo hinh hdi quy logistic da bién. Pong
thoi, cac bién nhifu tiém tang duoc xac dinh trude da trén bang chimg y vin duoc
giit lai trong mé hinh da bién, khong phu thudc vao p cua phan tich don bién. M
hinh da bién duoc str dung dé wdc tinh ty sb chénh d hiéu chinh (aOR) va khoang
tin cdy 95%, nham lugng héa mirc do lién quan doc lap giita cac yéu to du bao va
RLCNTD. Ngudng ¥ nghia théng ké dugc xac dinh 1a p < 0,05.2%?

2.9.2. Phédn tich danh gia hiéu qud can thiép (Déi véi muc tiéu 2)
2.9.2.1 So sanh trudc—sau trong tung nhom va so sanh gitta nhom can thiép voi
nhém doi ching:

- Trude khi phén tich, phan phéi ciia E2 va FSH dugc mo ta va kiém tra theo timg
thoi diém (0, 3, 6, 12 thang) va theo nhom bang thong ké mé ta (trung vi, KTV 25% dén
75%, gi4 tri nho nhét, gia tri 16n nhat) va biéu do (histogram, boxplot); dong thoi danh gia
kha nang phan phéi chuan ctia logE2 va logFSH bang QQ plot va kiém tra phuong sai
thay di theo thoi diém. Do E2 va FSH phan phdi 1éch phai, phan tich suy luan chinh dugc
thyc hién trén bién log ty nhién: logE2 va logFSH. Cac u6c lugng tir mo hinh logE2 va
logFSH duoc back transform bang ham mii dé thu duogc trung binh hinh hoc (geometric
mean) va ty sb trung binh hinh hoc gitra nhém tai timg thoi diém.

- Trong timg nhém, so sanh trudc - sau dung kiém dinh t ghép cip (paired t - test)
khi dit liéu gan chuan; néu khong, ding kiém dinh Wilcoxon ghép cip (Wilcoxon matched
- pairs signed - rank test).

- Dé so sanh mirc d6 cai thién (chénh I¢ch trudc—sau) gitra hai nhom, phan tich trén
bién chénh léch va lya chon kiém dinh theo phan phéi: kiém dinh t doc lap (independent
t-test) néu phan phdi gan chuan; néu khong phan phdi chuan, ding Mann-Whitney U test.

- Ngoai ra, d6i véi cac chi s6 noi tiét E2 va FSH tai mdc 6 thang, nhém nghién ctru
thyc hién phan tich bd sung bang hdi quy tuyén tinh c6 hiéu chinh theo gia tri nén
(ANCOVA) trén mirc thay doi tir thoi diém 0 dén 6 thang (AE2 = log(E2s) — log(E20);
AFSH = log(FSHs) — log(FSHo)), trong d6 bién phu thudc 1a muc thay doi (A), bién doc
lap chinh 14 nhom, va dua gia tri nén tuong tmg (gia tri log(E20) hodc log(FSHo) tai thoi
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diém trudc can thiép) vao mé hinh nhu hiép bién nham hiéu chinh khéc biét ban dau va
tang do chinh x4c ctia woc lwong. Két qua duoc back - transform bang ham mii dé thu dugc
trung binh hinh hoc (geometric mean) gitra nhom tai timg thoi diém.
2.9.2.2 Panh gia hiéu qua can thiép

- Chi s6 hiéu qua Cohen’s d va kiém dinh khac biét giira hai nhém
Hiéu qua can thiép dbi v6i diém triéu chimg man kinh AMS duoc lugng gia bang chi sb
kich thudc hi€u qua Cohen’s d; déng tho1, sy khac biét gitra hai nhom tai ting thoi diém
duoc kiém dinh bang Mann—Whitney U test (hai mau doc lap).
Cohen’s d phan anh murc d6 khac biét trung binh gitta nhom can thiép va nhém ddi ching
tai mdi thoi diém dénh gia. Hé s6 nay duoc tinh theo cong thire:
Cohen’s d = (M2 — M) / SDpooled
Voi:

SDpooled = J ((SD,* + SD,*) / 2)

Trong do:

M 1a gia tri trung binh ctia nhom ddi chimg tai thoi diém khao sat

M: 13 gi4 trj trung binh ctia nhom can thiép tai thoi diém khao sat

SD: va SD: lan luot 13 d6 1éch chuén ctiia nhom d6i chung va nhém can thiép

SDpooled 12 d6 1éch chuan gop ctia hai nhom

Gia tri |d| cang 16n cho thiy mirc 46 khéc biét giita hai nhém cang rd. Theo quy udc thuong

dung, d khoang 0,2 dugc xem la nhd, 0,5 1a trung binh, 0,8 1a 16n va tir 1,2 tré Ién la rat

16n. D4u ctia d cho biét huéng khac biét: d duong nghia 13 gia tri trung binh cta nhém can

thiép cao hon nhom ddi ching tai thoi diém danh gia, d 4m cho két qua nguoc lai.

Do diém triéu ching mén kinh AMS khong tudn theo phan bd chuan, nghién ctru ude

lugng thém khoang tin cay 95% cho Cohen’s d bang phuong phap bootstrap véi 5.000 lan

tai chon mau nham ting do tin cdy ctia wéc luong trong bdi canh dit liéu khong chuan.**
- MO hinh hdn hop tuyén tinh (linear mixed - effects model):

Céc chi s6 két qua chinh gdm FSFI va UQOL dugc phan tich bang mé hinh hdn hop tuyén

tinh (linear mixed-effects model) nham danh gia hiéu qua can thiép theo thoi gian. Mo
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hinh phtt hop véi dir liéu theo ddi doc vi cho phép xir Iy dit lidu thiéu dudi gia dinh phu
hop thong qua cu trac hiéu tmg ngau nhién, dong thdi phan anh bién thién c4 thé. >

Trong mdi md hinh, ba hiéu tmg c¢b dinh dugc khao sat: (1) nhom (can thiép so véi ddi
chimg), (2) thoi gian (cac thoi diém danh gid), va (3) tuong tic nhom x thoi gian; dong
thoi dua hiéu img ngiu nhién theo ca thé dé kiém soat trong quan gitta cac quan sat 1ap
lai. Cach tiép can nay tan dung toan bd dir li¢u theo thoi gian va danh gid khac biét xu

hudng thay doi giita hai nhom.

Péi véi estradiol (E2), LLOQ 1a 5 pg/mL; cac gia tri “<5 pg/mL” dugc xem 1a di liéu
kiém duyét trai va dugc thay thé biang LLOQ/2 = 2,5 pg/mL dé phuc vu théng ké mé ta va
mo hinh hoéa theo thoi gian.

- Mirc y nghia théng ké dugc xac dinh & ngudng p < 0,05.

- Phan tich s liéu dugc thuc hién béng phﬁn mém R phién ban 4.4.0 (thang 4 nam
2025) va RStudio.
2.10. bao dirc nghién ctru
Nghién ctru nay da dugc Hoi ddng Pao dirc Nghién ctru Y sinh hoc Cong ty CP Bénh
vién Pa khoa Quéc té Vinmec — Trudng Pai hoc VinUni phé duyét theo Quyét dinh
s6 117/2023/CN-HPDPD VMEC ngay 16/10/2023 va dugc Hoi ddng Pao dirc Nghién
ctru Y sinh hoc — Truong Pai hoc Y Ha Noi cép Giéy chirng nhan chép thuan khia
canh dao dirc trong nghién ctru y sinh hoc theo Gidy chimg nhan s6 NCS2024/GCN-
HMUIRB ngay 15/5/2024. Viéc trién khai tai Bénh vién Pa khoa Quéc té Vinmec
dugc chap thuan theo don xin x4c nhan ngay 01/10/2023 cuia nghién ctru sinh.
Nghién ctru ndy 1a mot nhanh cua thir nghiém 1am sang pha II phan nhém ngau nhién
“Panh gia tinh an toan va hiéu qua cta liéu phap truyén té bao gdc trung mo tu than
tir md m& diéu tri suy giam chirc nang sinh duc nit: Thir nghiém 1am sang pha II phan
nhom ngau nhién”, da duoc Bo Y té phé duyét theo Quyét dinh s6 6191/QD-BYT
ngay 04 thang 04 nam 2023. Nghién ctru da dang ky thtr nghi€ém Iam sang trén
ClinicalTrial.gov v&i ma s NCT06726538.
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Céc ddi twong dap ung tiéu chuan lya chon dugc giai thich 18 vé muc dich, quy trinh,
nguy co va loi ich ctia nghién ctru, va dugce tra 1oi moi thic mic. Sau khi dong y tham
gia, nguoi tham gia ky ban dong thuan ty nguyén; nguoi tham gia c¢6 quyén rat lui
bat ¢l lic ndo. Nghién ciru khong ghi nhan nguy co ton hai truc tiép cho ngudi tham gia.
Tét ca dit liu déu dugce thu thap dudi dang 4n danh. Nghién ctru vién va can bo lién quan
ky cam két giir bi mat thong tin ciia ngudi tham gia . Thong tin lién quan dén nghién ctru
dugc luu trit an toan tai co s¢ nghién ctru. Hb so nghién ctru dugc bdo quan an toan trong
t khoa, chi mét s can bd duoc uy quyén moi duoc tiép can; qua trinh thu thap va xu ly

sO liéu dugc ma hoa dé bao dam bao mat.
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Chuong 3
KET QUA NGHIEN CUU
3.1. Thuc trang va mét sé yéu to lién quan dén rdi loan chirc niing tinh duc &
phu nir 40 — 50 tudi
3.1.1. Pdc diém chung ciia quan thé nghién ciru
Trong giai doan tir thang 10/2023 dén thang 12/2024, c6 288 phu nit dén kham tai Trung
tam Strc khoe Phu nit, Bénh vién Pa khoa Quéc té Vinmec Times City. Sau khi sang loc

theo tiéu chi lua chon va loai trir ctia nghién ctru, sb dbi tuong dua vao phan tich 1a 204

truong hop.
Bing 3.1. Pic diém nhan khiu hoc va kinh té - xi héi ciia quan thé nghién civu
(n=204)
n (%) hoac
Bién s6 Trung binh + PL.C hoac

Trung vi [KTV (25%-75%)]

444+ 30
44,2 [41,5; 46,7]

Tudi (nim)

22,6 £ 2,07

Chi s6 khoi co thé (BMI) (kg/m?)
22,5 [21,0;24,2]

Tinh trang hon nhan

DPakéthon 199 (97,5%)

Doc than/ly hon/god 5 (2,5%)

Trinh dj hoc van

Tiéu hoc va Trung hoc co so 4 (2,0%)

Trung hoc pho théng 16 (7,8%)

Trung cap/hoc nghé 5 (2,5%)

Dai hoc 115 (56,4%)

Sau dai hoc 64 (31,4%)

Tinh trang nghé nghiép




54

Bién so

n (%) hoac
Trung binh + PLC hoac
Trung vi [KTV (25%-75%)]

Cé viéc lam

192 (94,1%)

That nghiép

12 (5,9%)

Noi cu tru

Khu vuc do6 thi

187 (91,7%)

Khu vyc nong thon

17 (8,3%)

Tudi ciia ban doi (nim)

470+ 4,1
46,0 [44,0; 50,0]

Thoi gian két hon (nim)

173+ 44
17,0 [15,0; 20,0]

Ghi chii: BMI: Chi s6 khoi co thé; PLC: DG léch chuan, KTV: Khoang tir phdn vi

Nhdn xét: Do tudi trung binh cua dbi trong nghién ciru 13 44,4 + 3,0 tudi. Phan 16n ngudi
tham gia d4 két hon (97,5%) va sinh séng tai khu vuc do thi (91,7%). Trinh d hoc véan
chu yéu la dai hoc (56,4 %) va sau dai hoc (31,4 %). Tubi trung binh cta ban doi 1a 47,0
+ 4,1 nam; thoi gian két hon trung binh 17,3 + 4,4 ndm. Cac dic diém nhan khau hoc va

kinh té—x4 hoi chi tiét duoc trinh bay tai Bang 3.1.

Bing 3.2. Pic diém san phu khoa va hoat dgng tinh duc (n=204)

Bién so0

n (%) hoic

Trung binh £ PLC hoac
Trung vi [KTV (25%-75%)]

Quy mo gia dinh (N=204)

Khong c6 con 2 (1,0%)

1-2 con 168 (82,4%)

Nhiéu hon 2 con 34 (16,7%)

Phuong phap sinh con (N=202)

Sinh thuong 93 (46,0%)
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Bién so

n (%) hoic
Trung binh + PLC hoac
Trung vi [KTV (25%-75%)]

Sinh mo

81 (40,1%)

Ca sinh thuong va sinh mo

28 (13,9%)

Bién phap tranh thai
Bao cao su 59 (28,9%)
bat dung cu tr cung 24 (11,8%)
Thudc tranh thai udng 12 (5,9%)
Céy que tranh thai 15 (7,4%)
Thit éng dan trimg 9 (4,4%)
Tinh chu ky/xuét tinh ngoai 76 (37,3%)
Két hop nhiéu bién phép tranh thai 9 (4,4%)

Tan suit quan hé tinh duc (mdi thang)

1-2 lan 39 (19,1%)
3-4 lan 74 (36,3%)
5-8 lan 79 (38,7%)
9-12 lan 7 (3,4%)
>12 lan 2 (1,0%)
Khong co dir ligu 3 (1,5%)
Trao d6i nhu ciu tinh duc véi ban doi
Khéng trao d6i hodc hau nhu khong 136 (66,7%)
Trao d6i & muc trung binh 51 (25,0%)
Trao d6i coi md/thudng xuyén 17 (8,3%)

Ghi chu: BLC: D¢ léch chudn, KTV: Khoang tr phan vi

Nhan xét: Trong nhom nghién ctru, 46,0% phu nit cd tién sir sinh thuong, 40,1% sinh mé;
82,4% c6 1-2 con. Ba bién phap tranh thai str dung phd bién nht 13 tinh chu ky/xuét tinh
ngoai (37,3%), bao cao su (28,9%) va dat dung cu tir cung (11,8%).
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Tan suét quan hé tinh dyc theo thang tap trung & muc 5-8 1an (38,7%) va 34 lan (36,3%).

Vé giao tiép nhu cau tinh dyc voi ban doi, 66,7% it hodc hau nhu khong trao doi, 25,0%

trao d6i & mirc trung binh va 8,3% trao d6i cdi mo/thudng xuyén.

Bing 3.3. Pdc diém vé hanh vi 16i song (n=204)

Bién so

n (%) hoac
Trung binh + PLC hoac
Trung vi [KTV (25%-75%)]

Thirc khuya (sau 0 gio)
Co 82 (40,2%)
Khong 122 (59,8%)
Thoi gian ngi (gid) 087+ 103
7,0 [6,0; 8,0]
Hoat ddng thé chat
Khong/hiém khi 96 (47,1%)
Thinh thoang 87 (42,6%)
Thuong xuyén 21 (10,3%)
Huit thubce l4
Co6 0(0%)
Khong 204 (100%)
U(‘Sng rugu
Co 14 (6,9%)
Khoéng 190 (93,1%)

Thu nhap trung binh h¢ gia
dinh/thang (tri¢u VND)

<20

64 (31,4%)

>20

140 (68,6%)

Ghi chu: BDLC: B¢ léch chuan, KTV: Khoang tir phan vi
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Nhdn xét: V& hanh vi 161 song, 40,2% phu nit thudng xuyén thirc khuya (sau 0 gid) véi
thoi gian ngt trung binh 6,87 + 1,03 gio/dém. Pa sb khong thuong xuyén hoat dong thé
chit, chi 10,3% tap luyén thuong xuyén. Khéng ghi nhan trudng hop hit thude 14; ty 16 sir
dung ruou 1a 6,9%. Vé kinh té, 31,4% béo céo thu nhap ho gia dinh/thang <20 tri¢u VND.
3.1.2. Ty Ié roi logn chirc ning tinh duc, tram cdm, lo du va cing thing

3.1.2.1. Ty l¢ roi logn chirc nang tinh duc

Bing 3.4. Ty I¢ réi loan chirc ning tinh duc theo Chi sé Chikc ning Tinh duc Nir

- FSFI (n=204)

Gia tri

Chi sb
n (%)

C6 RLCNTD 92 (45,1%), KTC 95%: 38,4% - 52,0%
Linh vue FSFI Gia tri trung binh £ PLC
Téng diém 2520 + 5,87

Ham mudn 4,04 +1,32

Hung phéan 4,02 1,06

B6i tron 4,39 + 1,18

Cuc khoai 4,13+ 1,14

Thoa man 4,07+ 1,10

Pau khi giao hop 4,55+1,27

Ghi chit: FSFI: Chi s6 Chitc nang Tinh duc Nit; DLC: PG léch chudn; KTC: Khoang tin cdy.

Nhan xét:

Trong 204 phu nit duoc danh gia bang FSFI, ¢6 92 truong hop ¢6 RLCNTD (FSFI <
26,55), twong tng ty 1¢ hién mac 45,1% (KTC 95%: 38,4%—52,0%) tai thoi diém khao sét.
Diém FSFI trung binh cta toan bo mau 1a 25,20 + 5,87; diém trung binh theo 6 linh vuc
dugc trinh bay & Bang 3 4.
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3.1.2.2. Ty Ié tram cam, lo du va cang thang

Theo thang DASS-21, tram cam/lo au/cang théng dugc phan murc binh thuong, nhe, trung
binh, nang; phan bd chi tiét duoc trinh bay tai Biéu dd 3.1. Ty 1¢ hién méc: trdm cam 26,0%
(nhe 17,2%; trung binh 8,8%; khong ghi nhan muic nang); lo au 43,1% (nhe 3,4%; trung
binh 33,8%; nang 5,9%); cang théng 31,4% (nhe 17,2%; trung binh 12,3%; nang 2,0%).

100+
80
2% Binh thuong
S 60- W8 Nhe
(=]
‘é’ B8 Trung binh
’g BB Ning
=
2 40
A
20
0 i

Trim cam Lo du Ciing thiing
Biéu d6 3.1. Ty Ié hién mic tram cim, lo du va cang thdng theo thang dinh gid

DASS-21

Phan tich so sanh diém DASS-21 giita hai nhém cho thiy phu nit c6 RLCNTD c6 diém
trAm cam, lo 4u va cing thang cao hon so v6i nhom khong RLCNTD; khac biét c6 y nghia

théng ké & ca ba linh vuc (p < 0,05), thé hién tai Biéu d6 3.2.
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Biéu dé 3.2. So sdanh diém trung binh DASS-21 giita phu nit ¢é va khong cé

RLCNTD

3.1.3. Mpt s6 yéu t6 lien quan dén RLCNTD ciia quan thé nghién ciru
3.1.3.1. Phén tich don bién cdc yéu té lién quan dén RLCNTD

Phén tich don bién dugc thuc hién nhim sang loc cac bién co lién quan trude khi xay dung

md hinh da bién.
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Bing 3.5. Pic diém nhin khiu hoc va kinh té - xa héi theo tinh trang RLCNTD

(n=204)
Khong Tilé
Cé
, RLCNTD RLCNTD
Bién phan loai RLCNTD 2 Giatrip
(n=112), trong nhon
(n=92),
n (%) (%)
n (%)
P tudi
Nhom 40 - 45 tudi 74 (66,1%) 51 (55,4%) 40,8
- 1,98 >(,05
Nhom 46 - 50 tudi 38 (33,9%) 41 (44,6%) 51,9
BMI
<25kg/m* 94 (83,9%) 83(90,2%) 46,9
1,24 >0,05
>25kg/m?> 18 (16,1%) 9 (9,8%) 33,3
Trinh d§ hoc vin
Pai hoc & Saudai hoc 102 (91,1%) 77 (83,7%) 43,0
1,92 >0,05
Dudidai hoc 10 (8,9%) 15(16,3%) 60,0
Nghé nghiép
Nai trg/Lao dong phé 32,7
66 (58,9%) 32 (34,8%)
thong
10,85 <0,0071***
Cong viéc doi hoi ky 56,6
5 46 (41,1%) 60 (65,2%)
nang
Noi cu tra
Khu vyc do thi 98 (87,5%) 89 (96,7%) 47,6
4,50 0,03*
Khu vuc nong thon 14 (12,5%) 3 (3,3%) 17,6

Ghi chii: Ti Ié RLCNTD trong nhém (%) = s6 ca RLCNTD / (RLCNTD + khéng RLCNTD) trong timg hang » 100.

2% kiém dinh Chi-square cho so sanh hai ti Ié hodc Fisher exact; p < 0,05 coi la c6 y nghia thong ké.

Nhdn xét: Két qua phan tich cho thdy nghé nghiép va noi cur trii lién quan c6 y nghia thong
ké voi RLCNTD. Ty 1¢ RLCNTD ¢ nhom cong viée doi hoi ky nang cao hon nhom ndi
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tro, lao dong phod thong (56,6% so voi 32,7%:; p < 0,001). Ty 16 RLCNTD & nhom cu tri
tai d6 thi cao hon nhoém nong thon (47,6% so voi 17,6%; p =0,03). Tubi, BMI va trinh do
hoc van chwa ghi nhan khac biét c6 ¥ nghia thong ké.

Bing 3.6. Pdc diém hon nhan, sinh sin va tinh duc theo tinh trang RLCNTD

(n=204)
Tilé
Khong
Cé RLCNTD
. RLCNTD
Bién phan loai RLCNTD trong ) Giatrip
(n=112),
(n=92), nhom (%)
n (%)
n (%)
Tudi ban doi (niim)
<50 tudi 91 (81,3%) 60 (65,2%) 39,7
. 5,94 0,015%*
>50tuoi 21 (18,8%) 32 (34,8%) 60,4
Thoi gian két hon (nim)
<15nam 48 (42,9%) 22 (23,9%) 314
7,22 0,007*
>15nam 64 (57,1%) 70 (76,1%) 52,2
Quy mé gia dinh
Tuwr1-2con 97 (86,6%) 81 (88,0%) 45,5
- 0,01 >(,05
Nhiéu hon 2 con 15 (13,4%) 11(12,0%) 423
Bién phap tranh thai
Co str dung céc bién phap
73 (65,2%) 55(59,8%) 43,0
tranh thai hién dai
] 0,42 >(,05
Tinh chu ky/Xuat tinh
39 (34,8%) 37 (40,2%) 48,7

ngoai am dao

Tén suit quan hé (lan/thang)

(Khong RLCNTD: n=112, C6 RLCNTD: n = 89)

Nhiéuhon21an 91 (81,3%)  71(79,8%) 43,8
T 1-21an 21(18,8%)  18(202%) 46,2

0,01 >0,05

Trao doi nhu cau tinh duc v4i chong/ban tinh
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Tilé
Khong
Céo RLCNTD
. RLCNTD
Bién phan loai RLCNTD trong ) Giatrip
(n=112),
(n=92), nhom (%)
n (%)

n (%)

Trao d6i muc trung binh
, 48 (42,9%) 20 (21,7%) 294
dén cd1 md/thuong xuyén 9,21 0,002%#*

Khong trao déi/né tranh 64 (57,1%) 72 (78,3%) 52,9

Ghi chii: Ti Ié RLCNTD trong nhém (%) = s6 ca RLCNTD / (RLCNTD + khéng RLCNTD) trong timg hang x 100.
% kiém dinh Chi-square cho so sanh hai ti Ié; p < 0,05 coi la ¢6 y nghia thong ké.

Nhan xet:

Vé dic diém hon nhén va hoat dong tinh duc, ghi nhan sy khac biét c6 ¥ nghia théng ké
vé ty 16 RLCNTD giita cdc nhom (Bang 3.6): ban doi >50 tudi (60,4% so véi 39,7%:
¥*=5,94; p=0,015), thoi gian két hon >15 nam (52,2% so v6i 31,4%; y>=7,22; p=0,007) va
khong trao ddi/né tranh nhu cau tinh duc v6i ban doi (52,9% so voi 29,4%; ¥=9,21;
p=0,002). Cac bién con lai (quy mé gia dinh, nhém bién phap tranh thai, tan suit quan hé)
su khac biét chua c6 ¥ nghia thong ké (p>0,05).




63

Bing 3.7. Pic diém 16i song, hanh vi sicc khée va kinh té theo tinh trang

RLCNTD (n = 204)

Khong Co Tile
. RLCNTD RLCNTD RLCNTD
Bién phan loai ) Giatrip
(n=112), (n=92), trong nhom
n (%) n (%) (%)
Thirc khuya sau nira dém
Khong (ngu trude 0 gio) 78 (69,6% 44 (47,8% 36,1
g(ng g (69,6%) (47,8%) O11 0002+
Co (ngu sau 0 gio) 34 (30,4%) 48 (52,2%) 58,5
Hoat ddng thé chat
Thuong xuyén & thinh
74 (66,1%) 34 (37,0%) 31,5 16,0
thoang ) <0,00] ***
Khong/hiém khi 38 (33,9%) 58(63,0%) 604
Str dung rugu
Khong/hiém khi 105 (93,8%) 85(92,4%) 44,7
0,01 >0,05
Co 7(6,3%) 7(7,6%) 50,0
Thu nhép trung binh ho gia dinh/thang (tricu VND)
>20tricu 89 (79,5%) 51(55:4%) 364 12,4
<0,0071 ***
<20tricu 23 (20,5%) 41 (44,6%) 64,1 5

Ghi chii: Ti Ié RLCNTD trong nhém (%) = s6 ca RLCNTD/(RLCNTD + khéng RLCNTD) trong timg hang * 100.

X% kiém dinh Chi-square cho so sanh hai ti I¢; p < 0,05 coi la c6 Y nghia thong ké.

Nhan xét:

D061 vai 161 song, hanh vi stre khoe va kinh t€, ghi nhan sy khac biét c6 y nghia

thdng ké véi ty 16 RLCNTD ciia ba nhom gdm: thirc khuya sau 0 gid (58,5% so v6i
36,1%; p=0,002), thiéu hoat dong thé chit (60,4% & nhom khong/hiém khi so véi

31,5% & nhom thinh thoang/thuong xuyén; p<0,001) va thu nhap ho gia dinh/thang
<20 tri€u (64,1% so v&i 36,4%; p<0,001). Str dung rugu khdng ghi nhan khéc biét co

y nghia thong ké (p>0,05).
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Pé danh gia cac yéu 6 lién quan véi RLCNTD sau khi hiéu chinh dong thoi cac bién sb

khac, ching t6i xay dung mé hinh héi quy logistic da bién tir cac bién c6 y nghia trong

phan tich don bién hodc c6 ¥ nghia theo y van.

Bing 3.8. Cdc yéu to nhin khdu — xi hi lién quan dén RLCNTD (hoi quy

logistic da bién)

Bién djc 1ap Nhém Hésop | aOR | KTC95% | Giatrip
i 46-50 0,43 1,54 0,71-3,33
Tuoi >0,05
40-45 0 1
i Duo1 BH 1,19 3,30 1,08-10,83
Trinh d§ hoc van 0,04*
PH & sau DH 0 1
Cong viéc doi hoi ky
Ve K 1,03 2,80 1,39-5,78
3 nang
Nghé nghi¢p 7 0,004+
N1 tro/Lao dong pho 0 .
thong
Nong thon -1,39 0,25 0,05-1,97
Noi cw tru >(0,05
bo thi 0 1
Thu nhap hé gia <20 tri¢u VND 1,06 2,90 1,42-6,09
0,004 **
dinh/thang >20 tricu VND 0 1

Ghi chii: aOR: Ti s6 chénh hiéu chinh, KTC: khodng tin cdy; dau “*”, “**” biéu thip < 0,05 va p < 0,01.

Nhan xét:

Két qua tir mo hinh hdi quy logistic da bién cho thidy mot s6 yéu t6 nhan khau - xa

hdi ¢6 lién quan vdi kha nang mac RLCNTD sau khi hi¢u chinh cac bién s6 khéc. Cu thé,

phu nir ¢6 trinh d hoc van duéi dai hoc co kha nang méc RLCNTD cao hon so v6i nhém
tir dai hoc tr¢ 1én (aOR = 3,30; KTC 95%: 1,08-10,83; p = 0,04). Nhém phu nir lam cong

viée doi hoi ki nang/chuyén mon c6 kha ning mic RLCNTD cao hon so voi nhom noi
trg/lao dong phé thong (aOR = 2,80; KTC 95%: 1,39-5,78; p = 0,004). Ngoai ra, phu nir
thudc ho gia dinh c6 thu nhap < 20 triéu dong/thang c6 kha ning mac RLCNTD cao hon
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s0 v6i nhom ¢ thu nhap > 20 triéu ddng/thang (aOR = 2,90; KTC 95%: 1,42-6,09; p =

0,004). Trong khi d6, d6 tudi va noi cu tra khong ghi nhan méi lién quan c¢6 ¥ nghia thong
ké v6i RLCNTD trong mé hinh da bién (aOR = 0,25; KTC 95%: 0,05-1,97; p >0,05).

Bdng 3.9. Cac yéu to hon nhdn, 1oi song va hanh vi sirc khoe lién quan dén

RLCNTD
Bién doc lap Nhém Hé s6 B aOR |KTC 95%| Giatrip
. >50 tudi 0,26 1,30 0,54-3,13
Tuoi ban doi _ >0,05
<50 tuoi 0 1
) >15 nam 0,48 1,62 0,75-3,54
Thaoi gian ket hon >0,05
<15 ndm 0 1
Thirc khuya sau nira Co6 (sau 0 gio) 0,73 2,08 1,01-4,35 0.049*
dém Khong (trude 0 gio) 0 1 ’
Khong/hiém khi 0,93 2,53 1,25-5,18
Hoat dong thé chit Thuong xuyén & 0,009%*
0 1
thinh thodng
Khong trao d6i/né
0,86 2,36 1,13-5,08
. . tranh
Trao doi nhu cau _
Trao do6i murc trung 0,025%*
tinh duc véi ban doi ,
binh dén cdi 0 1
mo/thudng xuyén

Ghi chii: aOR: Ti s6 chénh hiéu chinh, KTC: khodng tin cdy; dau “*”, “**” biéu thip < 0,05 va p < 0,01,

Nhan xét:

D061 voi cac yeu to hon nhan, 161 song va hanh vi suc khoe, két qua tir mo hinh da bién cho

thay phu nit ¢ thoi quen thirc khuya sau 0 gior c6 kha nang mac RLCNTD cao hon so véi
nhom ngt trude 0 gio (aOR = 2,08; KTC 95%: 1,01-4,35; p =0,049). Phu nir khong hodc

hiém khi van dong thé chit c6 kha nang mic RLCNTD cao hon so v6i nhom van dong
thinh thoang hodc thuong xuyén (aOR = 2,53; KTC 95%: 1,25-5,18; p = 0,009). Ngoai
ra, phu nit khong trao d6i/né tranh nhu cau tinh duc véi ban doi ¢6 kha nang RLCNTD
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cao hon so v6i nhom co giao tiép tir trung binh dén thuong xuyén (aOR =2,36; KTC 95%:
1,13-5,08; p = 0,025). Trong khi d6 tudi ban doi va thoi gian két hon khéng ghi nhan mdi
lién quan c6 y nghia théng ké vai RLCNTD trong mé hinh da bién (p > 0,05).

3.2. Hiéu qua ciia liéu phap truyén té bao géc trung mé tw than tir mé mé doi

v6i chire ning tinh duc, sirc khée tim thin va chét lwgng cudce séng & phu nir

40-50 tudi tai Bénh vién Pa khoa Quéc té Vinmec

3.2.1. Pdc diém chung ciia doi twong nghién ciru

Bing 3.10. Pdc diém lam sang va cdn lim sang ban dau ciia doi twong nghién ciru

Nhom A Nhom B Giatrip
Pic diém (N=25) (N=25) (so sanh 2
N (%) hoac TB+=DPLC | N (%) hoac TB + PLC nhom)
Trung vi [KTV (25%- Trung vi [KTV (25%-
75%)] 75%)]
Tudi (nim) 45,29 + 3,00 44,38 +£2,98 >0,05
Chiéu cao (cm) 157,0 + 4,7 1570+ 4.8 >0,05
Can nang (kg) 57,6 £ 6,4 553+64 >0,05
Chi s6 khdi co thé
23,3+£2,0 22,4+20 >0,05
(BMI) (kg/m?)
Nhom mau
(0] 12 (48,0%) 6 (24,0%)
>0,05
A 4 (16,0%) 5(20,0%)
B 5(20,0%) 10 (40,0%)
AB 4 (16,0%) 4 (16,0%)
Gia tri xét nghiém
., 7,9+4,9 9,1 +£6,2
FSH tai thoi diém >0,05
6,40 [5,22 - 8,56] 7,82 [4,83 - 12,0]
sang loc (IU/L)
Gia tri xét nghiém 97,7+ 119,0 101,0 + 104,0
>0,05

Estradiol tai thoi

53,3 [32,0 - 78,0]

66,8 [37,4 - 123,0]
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Nhom A Nhom B Giatrip
Pic diém (N=25) (N=25) (so sanh 2
N (%) hoac TB + PL.C N (%) hoac TB + PL.C nhom)
Trung vi [KTV (25%- Trung vi [KTV (25%-
75%)] 75%)]
diém sang loc
(pg/mL)
Diém FSFI 19,8 + 5,4 20,1 6,1 >0,05
Khong cé tién sir 25 (100%) 25 (100%)
ung thw
Thoi gian xuat hién
cac triéu chirng roi
loan chirc nang tinh 25+1,6 2,0+£1,0 >0,05
duc cho dén Kkhi can
thiép TBGTM (nam)
C()odl‘mg thudc/thue 4 (16,0%) 3 (12,0%) 50,05
pham chirc nang
Thirc khuya (sau 0
gio) >0,05
Co 14 (56,0%) 14 (56,0%)
Khong 11 (44,0%) 11 (44,0%)
Thoi gian ngu (gio) 6,7+1,0 6,9+0,9 >0,05
Khong hut thudc 14 25 (100%) 25 (100%)
Khéng udng 23 (92,0%) 23 (92,0%)
>0,05

rugu/bia hing ngay

Nhan xet:
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Nghién ctru gdm 50 phu nit, duoc phan ngau nhién thanh hai nhém (A va B), mbi nhém
25 nguoi. Tai thoi diém TO, hai nhém tuong dong vé dic diém nhan tric, chi s xét nghiém
noi tiét, mirc do suy giam chirc ning tinh duc va hanh vi 16i séng (p > 0,05). Tudi trung
binh lan luot 13 45,29 + 3,0 (nhom A) va 44,38 + 2,98 (nhém B); BMI trung binh 23,3 +
2,0 va 22,4 + 2,0 kg/m?. Trung vi néng d6 FSH nhém A 1a 6,40 IU/L, nhom B 1a 7,82
TU/L; trung vi E2 ctia nhém A va B 1an luot 14 53,3 va 66,8 pg/mL. Khong ghi nhan tién
str ung thu & ca hai nhém. Thoi gian tir khi xuét hién triéu chimg dén khi tham gia nghién
ctru 14 2,5 + 1,6 ndm (nhém A) va 2,0 + 1,0 ndm (nhém B). V& 16i sdng, ty 1¢ thire khuya
sau 0 gid trong duong (56,0% & ca hai nhém), thoi gian ngu trung binh ctia hai nhém lan
luot 14 6,7 + 1,0 gid va 6,9 + 0,9 gid; khong ghi nhan hut thudc; ty 18 uéng ruou/bia hang
ngay 1a 8,0% & mdi nhom.

3.2.2. Tinh an toan ciia phwong phdp truyén té bao géc trung mé tw than tic mé mé
3.2.2.1. Pdc diém ciia khéi té bao goc phén lgp tir mé mé

Trong nghién ctru ndy, té bao gdc trung md (TBGTM) duge phan 1ap tir md m& ty thén,
tién hanh nuoi cAy-ting sinh dén pha P2. Mot phan san pham dugc dong lanh bao quan,
phan con lai tiép tuc tang sinh dé str dung cho 1an truyén dau tién. Sau 3 thang, mau dong
lanh dugc ra dong, nudi céy tiép va thu hoach cho 1an truyén thir hai.

Quy trinh nudi ciy sir dung méi truong khong huyét thanh va khong c6 ngudn goe dong

vat ngoai lai, nhdm ting an toan sinh hoc va giam nguy co phan tng mién dich. Té bao
sau nudi cdy c6 hinh thai dién hinh cia TBGTM (dang nguyén bao sgi thon dai, bam dinh
bé mit nhya — Hinh 3.1) va ¢6 kha nang biét hoa thanh té bao md, sun va xwong (Hinh

Hinh 3.1. Hinh thdi TBGTM tai cdc thoi diém: Trwéc cdy chuyén, P1, P2, P3
Tiém ning biét hoa cia TBGTM
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Té bao m& Té bao sun Té bao xuong
Té bao : '
doi
chimg

Hinh 3.2 Khd néng biét hod ciia TBGTM thanh cdc té bao mé, sun va xwong

San phém TBGTM dat tiéu chuan kiém soat chat luong voi kiéu hinh CD73, CD90,
CD105 duong tinh khoang 99%, cac marker am tinh gém CD45, CD34, CD19, CD11b
va HLA-DR < 2%, ty 1¢ séng > 70%, xét nghiém mycoplasma am tinh, khong phat hién
vi khuén va vi nim, nong d6 endotoxin < 5 EU/mL va karyotype binh thuong.
Liéu truyén duoc chuan hoa theo can niang (1x10° té bao song/kg) cho ca hai lan truyén.
S luong té bao truyén trung binh: nhom A 1an 114 57,8 + 6,52 triéu va 1an 2 13 54,7 + 6,58
triéu; nhom B 1an 113 58,1 + 7,39 triéu va 1an 2 13 55,5 + 6,39 triéu.
Chat luong san pham duoc kiém soat: ty 18 séng 70%, am tinh véi mycoplasma, vi khuan,
nam, endotoxin < 5 EU/mL, va karyotype binh thudng & tat ca mau (Bang 3.11).

Bing 3.11. Thong tin san pham TBGTM tir mé mé diéu tri RLCNTD

i Lan 1 Lan 2
Thong so
Nhom A Nhom B Nhom A Nhom B
Cac marker nhan dién TBGTM
CD73 (%) 99,9+0,2 99,9 + 0,05 99,8+0,5 99,9+ 0,03
CD90 (%) 99,8+ 0,2 99,9+ 0,1 99,7+ 0,3 99,9+ 0,1
CD105 (%) 98,8+ 0,97 99,3+0,9 99,2+0,8 99,3+0,5
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, Lan 1 Lan 2

Thong so

Nhom A Nhom B Nhom A Nhom B
CD45, CD34, CD19,

<2% <2% <2% <2%

CD11b, HLA-DR
Chi s6 chat lugng té bao
Ty 1é té bao song (%) | 97.4+1,7 97,7+ 1,7 97,6+ 1,8 97,5+ 1,6
Mycoplasma Am tinh Am tinh Am tinh Am tinh
Endotoxin <5 EU/mL <5 EU/mL <5 EU/mL <5 EU/mL
Vi khuan, vi nim Am tinh Am tinh Am tinh Am tinh
Karyotype Binh thuong | Binh thuong Binh thuong Binh thuong

* Dir lieu mo ta dwoi dang trung binh + do léch chudn

3.22.2.5 lwong va ti l¢ cac bién cé bat loi va bién cé bat loi nghiém trong

Theo yéu cau clia thir nghiém 14m sang, bién cd bat loi (AE) duoc dinh nghia 1a bat ky su
kién y khoa khong mong muén nio xay ra trong thoi gian theo ddi sau can thiép, bat ké c6
hay khéng c6 mdi lién quan véi liéu phap nghién ciru, va déu dugc ghi nhan. Trong toan
bo thoi gian nghién ciru, chiing t6i khong ghi nhan bién ¢ bét loi nghiém trong (SAE).
Téng cong ghinhan 15 AE, chu yéu muc do nhe (14 AEdo 1, 1 AE d6 2), tat ca hoi phuc
hoan toan.

Vé mébi lién quan véi can thiép, 4/15 AE (26,7%) dugc danh gia c6 lién quan, con 11/15
AE (73,3%) khong lién quan; khong ghi nhan AE d¢ >3.

Xét theo timg nhom nghién ctru, Nhém A ghi nhan 5 AE, déu khong lién quan va déu do
1, gdm: mé day (n=2), nhiém tring ho hép trén (n=1), dau thit lung sau chan thuong (n=1),
viém am dao (n=1). Trong khi d6, nhém B ghi nhan 10 AE, trong d6 4 AE lién quan (dau
tai vi trf truyén VAS 1-2 diém (n=1), dau dau sau truyén (n=3), déu do 1). Cac AE con lai
khong lién quan, gdm: viém hong cip (n=2), viém am dao (n=1), ndt nht 4m ho (n=1),
tang men gan (n=1), thoat vi dia dém cot séng cd kém viém diém bam gin nhi dau dui
phai (n=1); trong nhom khéng lién quan c¢6 1 AE d¢ 2. Két qua tong hop AE va SAE dugc
trinh bay tai Bang 3.12; danh muc chi tiét AE theo nhom va muc do lién quan véi li¢u
phap can thi€p dugc trinh bay tai Phu luc 13.




71

Bing 3.12. Tong hop bién cé bit lgi (AE) va bién cé bit loi nghiém trong

(SAE) trong thoi gian nghién ciru

Bién co

Bién co bat loi (AE)

. Ghi chu
bat lgi N (%)
Nhom nghiém | Khong lién | Lién quan
can thi€p | trong quan dén | dén liéu
Mikc do
(SAE) | liéu phap | phap can
N (%) | can thiép thiép
-Po 1 (nhe): ‘ R
- M¢ day (n=2), nhiém
100% .
trang ho hap trén (n=1),
Nhom A -D0 2 (trung , )
5(33,3%) 0 dau that lung sau chan
0 binh): 0% _
thuong (n=1), viém am dao
- D0 3 (nang):
(n=1)
0%
- Dau tay tai vi tri truyén
-Do 1 (nhe): VAS 1-2 diém (n=1), Pau
90% dau sau truyén (n=3),
-Do 2 (trung - Viém hong cép (n=2),
Nhom B binh): 10% Viém am dao (n=1), N6t
6 (40%) | 4(26,7%) .
0 - D0 3 (ndng): nht tai am ho (n=1), Tang
0% men gan (n=1), Thoat vi dia
dém cot séng cd, viém
diém bam gan nhi dau dui
phai (n=1).
Tong sd 0 11 (73,3%) | 4 (26,7%)

Ghi chii: Ty I % trong cdc cot AE dwoc tinh trén tong s6 bién co bat loi ghi nhdn trong nghién ciru (n = 15).
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Céc xét nghiém theo ddi cong thirc mau, dong mau, chirc nang gan, chirc nang than nhin
chung 6n dinh theo thoi gian, khong ghi nhan bién doi c6 ¥ nghia sau truyén TBGTM. Chi
tiét vé& cac chi s6 xét nghiém mau theo ddi tinh an toan theo cac thoi diém danh gia duogc
trinh bay tai Phu luc 13.

3.2.3. Thay doi cdc chi sé ngi tiét (E2, FSH)

3.2.3.1 Thay déi nong dé estradiol huyét thanh (E2)

Biéu dd 3.3 mo ta sy thay doi néng do hormone E2 ¢ nhom A (can thiép som) va nhom B
(d6i chung - can thiép mudn) trong vong 12 théang theo ddi. Nong do E2 ¢ ca hai nhom
bién thién qua cac thoi diém nhung khong cho thdy xu hudng thay doi nhat quan sau can
thiép. Khong c6 su khac biét co y nghia thong ké vé trung vi ndng do E2 giita nhom can
thiép va nhom dbi chimg tai bat ky thoi diém danh gia nao.

Phan tich b6 sung bang kiém dinh ANCOVA dé so sanh mirc tir thoi diém trudc can thiép
(T0) dén 6 thang (AE2 = E2s — E20), hiéu chinh theo gia tri E2 trudc can thiép, cling khong
ghi nhan khac biét gitta hai nhém (p = 0,846); tuy nhién E2 trudc can thi€p co lién quan
chiat ché voi muc thay doi trong 6 thang, voi E2 nén cao hon du bao mic giam 16n hon (p

<0,001).
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Biéu dé 3.3 Nong d¢ hormone E2 truéc va sau 12 thing can thiép
Bing 3.13. Thay déi nong dé estradiol huyét thanh tai cdc thoi diém trude va sau

can thiép

X . Nhom B
Nong do E2 huyet Nhom A .
(doi chirng - can Gia tri p*
thanh (pg/mL) (can thi€p sé'm)
thiép muon)
Sang loc (24:25)"
TB + BLC 97,7+ 119,0 101,0 + 104,0
Trung vi [KTV (25%- >0,05
53,3[32,0 - 78,0] 66,8 [37,4 - 123,0]
75%)]
0 thang (25:25)"
TB + BLC 121,2+98,5 101,4 +106,7
Trung vi [KTV (25%- >0,05
92,8 [55,2 - 155,0] 65,5 [35,1 - 133,8]
75%)]

Sau 1 thang (25:25)"




74

TB + PLC 76,0+ 565 1201 + 1273

Trung vi [KTV (25%- >0,05
51.6[368-121.0] | 71,7 [42.4 - 159,0]

75%)]

Sau 3 thang (25:25)"

TB + BLC 834+ 672 1248+ 1210

Trung vi [KTV (25%- >0,05
743[334-1120] | 85.9[544 - 152.0]

75%)]

Sau 6 thang (24:25)"

TB + PLC 79.0+ 845 757+ 64.1

Trung vi [KTV (25%- >(0,05
415[257-1068] | 54.1[32.7-99,1]

75%)]

Sau 12 thang (25:25)"

TB £ bLC 110,0+ 1349 97,3+ 66,4

Trung vi [KTV (25%- >0,05
619[302-1290] | 81,9[414-139.0]

75%)]

Ghi chii: TB: Trung binh, PLC: B¢ léch chudn; KTV: Khodng tir phdn Vi.

#86 hwong doi twong ciia nhom can thiép sém (nhém A) va nhom can thiép mudn (nhém B) tai méi thoi diém danh gid.

# Kiém dinh su khdc biét vé néng do E2 gitra hai nhom bc%ng Mann—Whitney U test cho hai mau doc lap.

Nhan xét:

Bang 3.13 trinh bay néng d6 hormone E2 tai cac thoi diém sang loc, trudc can thi¢p, sau
1, 3, 6 va 12 thang ¢ hai nhém. Tai thoi diém sang loc, trung vi E2 cua nhom A 1a 53,3
pg/mL va cta nhom B 13 66,8 pg/mL. O cac thoi diém tiép theo, trung vi E2 dao dong &
ca hai nhom, cu thé: trudce can thi¢p 1a 92,8 & nhém A va 65,5 & nhém B; sau 1 thang 1a
51,6 6 nhém A va 71,7 ¢ nhom B; sau 3 thang 1a 74,3 va 85,9; sau 6 thang 1a 41,5 va 54,1;

sau 12 thang 13 61,9 va 81,9 pg/mL.

Tai tat ca cac thoi diém theo doi, su khac biét vé ndng d6 E2 giita hai nhom déu khong c6
¥ nghia théng ké (p > 0,05). Két qua nay cho thiy chua c6 bang chimg ring can thiép tao
ra thay doi dang ké vé E2 huyét thanh so v6i nhom chimg cho trong thoi gian theo ddi.

3.2.3.2 Thay déi nong dé hormone kich thich nang trismg (FSH)
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Biéu d6 3.4 mé ta sy thay d6i ndng d6 hormone FSH ¢ nhém A (can thiép som) va nhom
B (dbi chimg - can thiép muon) trong vong 12 thang theo ddi. Tuong tw E2, ndng d6 FSH
& ca hai nhom c6 dao dong qua thoi gian nhung khong cho thiy xu hudng thay dbi nhat
quén lién quan dén can thiép. Khong ghi nhan sy khac biét c6 ¥ nghia théng ké vé trung
vi néng do FSH giita nhom can thiép va nhém ddi ching tai cac thoi diém danh gia.
Phan tich bo sung bang kiém dinh ANCOVA trén muirc thay d6i FSH tir thoi diém trude
can thiép (T0) dén 6 thang (AFSH = FSHs — FSHo), hiéu chinh theo gié tri FSH trudc can
thiép, ciing khoéng ghi nhan khac biét gitra hai nhom (p = 0,589); dong thoi gia tri FSH
trudc can thiép khong lién quan c6 y nghia v6i mirc thay doi trong 6 thang (p = 0,702).

<&~ Nhom can thiép (Nhém A)
25+ <@ Nhom chimg (Nhom B)

20+
S

= 154
!
W
=
e
=]

g.o 10+
=]
7z,

3.

0

Sang loc Truée CT 1 thiang 3 thiang 6 thang 12 thang

Biéu d6 3.4 Nong dp hormone FSH trudc va sau 12 thing can thiép
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Bing 3.14. Thay déi nong d¢ FSH truwde va sau 12 thdng can thiép

Nhom B
5 Nhém A .
Nong do FSH (IU/L) (doi chimg - Can | Gia tri p™
(can thi€p sé'm)
thiép mudn)

Sang loc (25:25)"

TB + BLC 79+49 9,1+6,2

Trung vi [KTV (25%-
6,40 [5,22 - 8,56] 7,82 [4,83 - 12,00]

75%)]

0 thang (25:25)%

TB + BLC 7,78+ 5,15 8,97+ 6,27

Trung vi [KTV (25%- >0,05
5,86 [4,38 - 9,79] 7,82 [4,50 - 12,00]

75%)]

Sau 1 thang (25:25)*

TB + BLC 10,50 + 14,53 8,10+ 7,81

Trung vi [KTV (25%- >0,05
6,13 [3,10 - 8,25] 5,56 [4,00 - 8,41]

75%)]

Sau 3 thang (25:25) *

TB + BLC 8,06+9,15 9,98 + 11,69

Trung vi [KTV (25%- >0,05
6,04 [3,20 - 8,52] 5,99 [3,90 - 8,63]

75%)]

Sau 6 thang (24:25) "

TB + BLC 10,13 +9,56 12,91+ 15,45

Trung vi [KTV (25%- >0,05
7,25 5,00 - 12,32] 7,05 [5,33 - 9,44]

75%)]

Sau 12 thang (25:25) %

TB + BLC 12,22+ 15,57 9,74 + 10,54

Trung vi [KTV (25%- >0,05

75%)]

7,63 [4,35 - 12,40]

6,38 [3,92 - 11,30]

Ghi chii: TB: Trung binh, PLC: Bg léch chuan; KTV: Khodng tir phdn Vi.
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#S6 lwong doi twong ciia nhém can thiép sém (nhém A) va nhém can thiép mudn (nhém B) tai moi thoi diém danh gia.

## Kiém dinh su khdc biét vé néng do hormone FSH giita hai nhom bcing Mann—Whitney U test cho hai mau déc lap.

Nhan xét:

Bang 3.14 trinh bay gié tri nong d6 hormone kich thich nang trimg (FSH) tai céc thoi diém
sang loc, trudce can thi¢p, sau 1, 3, 6 va 12 thang ¢ hai nhom. O thoi diém sang loc, trung
vi FSH ctia nhém A 1a 6,40 IU/L va cua nhom B 1a 7,82 IU/L. Trong qua trinh theo doi,
trung vi FSH & c4 hai nhém dao dong quanh gia tri nén, 1an luot tai thoi diém trude can
thi€p 1a 5,86 IU/L va 7,82 IU/L; sau 1 thang 1a 6,13 TU/L va 5,56 IU/L; tai 3 thang 1a 6,04
IU/L va 5,99 TU/L; tai 6 thang 1a 7,25 IU/L va 7,05 IU/L; tai 12 thang la 7,63 TU/L va 6,38
IU/L.

Tai tt ca céc thoi diém danh gia, su khac biét vé n6ng do FSH gitra hai nhom déu khong
c6 ¥ nghia thong ké (p > 0,05). Két qua nay cho thdy chua c6 bang chimg rang can thiép
som tao ra thay doi dang ké vé FSH so véi can thiép mudn.

3.2.4. Thay doi chi sé chirc ning tinh duc niv (FSFI)

Biéu d6 3.5 cho thdy sau can thiép, diém FSFI ctia nhém A c6 xu hudng ting dan va on
dinh theo thoi gian, trong khi nhém B dao dong quanh mirc ban dau va khong ghi nhan xu
thé cai thién rd rét.

30-

Diém FSFI

10-

Trwéce can thigp 1 thang 3 thang 6 thang Trwée can thiép 1 thang 3 thang 6 thang

Biéu dé 3.5 Diém chi so chirc nang tinh duc nir trudc va sau 6 thang can thiép
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Bing 3.15 Chi s6 chivc néing tinh duc ni truwéc va sau 12 thing can thiép

Nhom A (n=25)

Nhom B (n=25)

Linh vue Thoi diém Gia tri p#
TB +PLC TB + PLC
Trudc truyén >0,05
2,76+ 0,71 2,59+ 0,84
TBGTM
, Sau 1 thang 3,17+0,51 2,69+ 0,92 >0,05
Ham mudn
Sau 3 thang 3,17+£0,59 2,83+0,77 >0,05
Sau 6 thang 3,72+0,55 2,76+ 0,78 <0,00]%**
Sau 12 thang 4,56 + 0,65 3,4+0,93 <0,001%**
Trudc truyén >0,05
2,78 + 1,04 2,98+ 1,12
TBGTM
, Sau 1 thang 3,28+0,86 2,90+ 1,45 >0,05
Hung phan
Sau 3 thang 3,64+ 0,84 2,82+ 1,51 >0,05
Sau 6 thang 3,94+0,42 2,89+ 1,53 0,003**
Sau 12 thang 4,56+ 0,52 4,0+0,78 0,005%%*
Trudc truyén >0,05
3,59+ 1,22 3,68+ 1,31
TBGTM
Sau 1 thang 4,34+ 0,98 3,67+1,58 >0,05
Boi tron
Sau 3 thang 4,64+ 0,83 3,53+1,75 0,009**
Sau 6 thang 4,74 + 0,46 3,72+ 1,77 0,005%*
Sau 12 thang 5,23+0,48 4,99 + 0,65 >0,05
Trudc truyén >0,05
3,25+125 341+1,33
TBGTM
Sau 1 thang 4,00+ 1,06 347+1,78 >0,05
Khoai cam - *
Sau 3 thang 429+ 0,99 3,34+ 1,74 0,04
Sau 6 thang 4,51+0,44 3,34+ 1,66 0,003%**
Sau 12 thang 4,96 + 0,50 4,69+ 0,79 >0,05
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Nhom A (n=25)

Nhom B (n=25)

Linh vuc Thoi diém Gia tri p#
TB +PLC TB + PLC
Trudc truyén >0,05
3,33+0,92 3,44+ 0,98
TBGTM
Sau 1 thang 3,81+0,71 3,60+ 1,30 >0,05
Thoa man
Sau 3 thang 4,11+0,84 3,30+ 1,08 0,013*
Sau 6 thang 4,51+0,47 3,30+ 1,34 <0,00]%**
Sau 12 thang 4,75+0,51 4,45+ 0,68 0,045%
Trudc truyén >0,05
4,08+ 1,18 3,98+ 1,47
TBGTM
Pau khi giao | Sau 1 thang 4,61 +1,04 4,16+ 1,46 >(0,05
hop Sau 3 thang 4,94 +0,77 4,00 £ 1,62 0,0128*
Sau 6 thang 4,96 + 0,62 3,89+ 1,78 0,015%
Sau 12 thang 5,39+ 0,68 5,02+ 0,99 >0,05
Trudc truyén >0,05
19,8 + 5,36 20,1+6,12
TBGTM
Tong diém Sau 1 thang 23,2+433 20,5 + 7,44 >0,05
FSFI Sau 3 thang 24,8 +3,99 19,8 + 7,33 0,004*%*
Sau 6 thang 26,4+ 1,72 19,9+ 7,63 < 0,001 ***
Sau 12 thang 29,5+ 2,65 26,6 + 3,55 0,001 **

Ghi chu: Gia tri dwoc trinh bay dudi dang trung binh £+ do léch chuan.

*Kiém dinh su khac biét gitta hai nhom bc%ng Mann—Whitney U test cho hai mau déc lap
*p <0,05; **p <0,01; ***p <0,001.

Nhan xét:

Béng 3.15 cho thay tai thoi diém TO va sau 1 thang, tong diém FSFI va diém ciia timg linh

vyc gitra hai nhém chua ghi nhan khéc biét c6 y nghia thong ké (tat ca p > 0,05). Tix thoi

diém 3 thang, nhom A c6 diém cao hon nhom B va khac biét dat ¥ nghia théng ké & 4 trén
6 linh vuc gdm boi tron (p = 0,009), khodi cam (p = 0,04), thoa man (p = 0,013) va dau
khi giao hop (p = 0,0128). Pong thoi, tong diém FSFI ciia nhém A cao hon nhom B (24,8
so voi 19,8; p =0,004).
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Pén 6 thang, khac biét giita hai nhom trd nén rd rét va ¢ y nghia thdng ké & ca 6 linh vuc
g6m ham muén (p < 0,001), hung phan (p = 0,003), bdi tron (p = 0,005), khoai cam (p =
0,003), thoa man (p < 0,001) va dau khi giao hop (p = 0,015), cing véi tong diém FSFI
(26,4 s0 v6i 19,9; p <0,001). Téng diém FSFI ctia nhom A ting 6,6 diém sau 6 thang (tir
19,8 1én 26,4), trong khi nhom B hau nhu khong thay déi (20,1 xudng 19,9), goi y khac
biét gitta hai nhom bét du xuét hién tir mdc 3 thang va rd nhit tai 6 thang.
Tai 12 thang khi nhom B da duogc can thiép, diém FSFI tiép tuc cai thién & ca hai nhom.
Tuy vay, nhém A van cao hon nhém B & mot s6 chi s6 v6i khac biét c6 y nghia thong ké
g6m ham mudn (4,56 so v6i 3,4; p < 0,001), hung phan (4,56 so véi 4,0; p = 0,005), thoa
mén (4,75 so voi 4,45; p = 0,045) va tong diém FSFI (29,5 so vdi 26,6; p = 0,001). Nguoc
lai, cac linh vuc boi tron, khodi cam va dau khi giao hop tai 12 thang khong con khéc biét
c6 ¥ nghia théng ké gitra hai nhém (p > 0,05), cho thay mirc cai thién & nhom B di ting
1én theo thoi gian.
Két qud phén tich mé hinh dnh hwéng hén hop (mixed-effects Model) vé tong diém
FSFI cua hai nhom

Bing 3.16 Két qud mé hinh anh hwéng hén hop (mixed-effects model) vé tong

diém FSFI ciia hai nhém

Anh huéng c6 dinh Udc Saisé chuian | Giatrit | Giatrip
lwgng
(Hé s6 chan) 21,11 1,09 19,35 <0,001
Can thiép —0,87 1,54 —0,56 >0,05
Thoi gian (thang) 0,97 0,19 4,89 <0,001
Can thiép: Thoi gian —1,04 0,28 —3,69 <0,001

Twong quan giira cac anh huwdng co dinh:

(Hé s Can thiép Thoi gian

chin)
Can thi¢p —0,71
Thoi gian (thang) —-0,487 0,344

Can thi¢p: Thoi gian 0,344 —0,487 -0,71
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Nhan xét:
Két qua mo hinh anh huong hdn hop (Mixed-effects Model) cho thay c¢6 su khac biét
dang ké vé xu hudng thay doi tong diém FSFI theo thoi gian giira hai nhom. M6 hinh
téng quat duoc biéu dién nhu sau:

y=21,11—-0,87 x Can thi¢p + 0,97 x Thoi gian — 1,04 x (Can thi€p % Thoi gian)

Do6i véi nhém truyén TBGTM: yi= 21,11 + 0,97 x Thoi gian

Doéi véi nhém doi chitng: yo=20,24 — 0,07 x Thoi gian
Nhu vay, vao thoi diém ban dau, diém FSFI trung binh giira hai nhom twong ty nhau
(19,8 so vdi 20,1; p > 0,05). Trong 6 thang theo ddi, mé hinh cho thiy xu hudng thay
d6i theo thoi gian khac biét rd rét giita hai nhém. O nhém A, tong diém FSFI ting
trung binh khoang 0,97 diém sau mdi thang (p < 0,001). Trong khi d6, & nhom ddi
ching diém FSFI hau nhu khong ting va ¢6 xu huéng giam nhe (wdc tinh khoang
—0,07 diém mdi thang). Hé sb twong tac gitra nhom va thoi gian (B=—1,04; p <0,001)
cho thay tdc do cai thién theo thoi gian & nhém A cao hon c6 ¥ nghia thong ké so véi

nhém dbi chimg.

3.2.5. Thay doi diém triéu chirng man kinh (AMS)

Biéu dd 3.6 trinh bay tong diém triéu chimg man kinh AMS ctia hai nhém theo 4 thoi
diém: trude can thiép, sau 1 thang, sau 3 thang va sau 6 thang. Trudc can thiép, sau 1 thang
va sau 3 thang, tong diém AMS giira hai nhom chua khac biét ¢6 y nghia thong ké (p >
0,05), trong khi tir sau 6 thang, nhom A c¢6 tong diém AMS thip hon nhom B vdi khac
biét c6 ¥ nghia théng ké (p = 0,014).
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Biéu dé 3.6 Diém triéu chirng man kinh AMS trudc va sau 6 thdng can thiép

Bing 3.17. Piém trigu chirng man kinh (AMS) truwéc va sau truyén té bao goc

trung mo tw than tir moé mé'

Nhém A (n=25)

Nhém B (n=25)

Linh vac | Thoi diém Gia tri p#
TB +DPLC TB +PLC
Tam than Trudce truyén
13,6 £ 6,99 12,0+ 5,29 >0,05
TBGTM
Sau | thang 12,3+ 6,49 10,4 £ 5,35 >0,05
Sau 3 thang 10,4+ 5,92 10,5+ 6,01 >0,05
Sau 6 thang 6,20 + 4,65 10,0 £ 6,66 0,03*
Sau 12 thang 420+ 3,43 7,52+5,10 0,006%**
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. Nhom A (n=25) | Nhom B (n=25)
Linh vue Thoi diem Gia tri p#
TB +DPLC TB+DPLC
Thé chat Trude truyén
9,72+ 4,64 7,80 + 3,85 >0,05
TBGTM
Sau 1 thang 7,12+4,76 7,04+ 3,34 >0,05
Sau 3 thang 6,64 + 3,64 7,40+ 2,74 >0,05
Sau 6 thang 4,80+ 2,53 6,64+ 3,24 >0,05
Sau 12 thang 3,00+ 2,55 4,80+ 2,93 0,011*
Ni¢u  sinh | Trude truyén
2,72+ 1,81 2,52+1,29 >0,05
duc TBGTM
Sau 1 thang 2,16+ 1,77 2,00+ 1,32 >0,05
Sau 3 thang 1,92+ 1,55 2,00+ 1,71 0,03*
Sau 6 thang 1,32+ 1,46 2,36+ 1,58 0,005%*
Sau 12 thang 0,88 + 1,01 1,48 + 1,08 0,002%**
Tong diém | Trudce truyén
26,0+ 11,2 22,3+ 8,86 >0,05
AMS TBGTM
Sau 1 thang 21,6 £12,1 19,5+ 8,19 >0,05
Sau 3 thang 19,0+ 104 19,9 +£9,20 >0,05
Sau 6 thang 123+ 7,17 19,0+ 10,30 0,014*
Sau 12 thang 8,08 + 6,37 13,8+ 7,60 0,001**

Ghi chu: Gia tri dwoc trinh bay dudi dang trung binh £ do léch chudn.

# Kiém dinh sw khdc biét gitta hai nhom bcfng Mann—Whitney U test cho hai mau déc lap
*p <0,05; **p <0,01; *** p <0,001

Nhan xét:

Béng 3.17 cho thiy trudc can thiép, diém AMS (timg linh vuc va tong diém) khong khac
biét c6 ¥ nghia théng ké (p > 0,05). Sau can thiép, tong diém AMS cia nhém A giam 16
rét hon nhém B, khéc biét bat ddu xuét hién chi yéu tir thoi diém 6 thang va duy tri dén
12 thang. O linh vyc tAm than, nhom A thap hon nhém B tai 6 thang, va duy tri dén 12
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thang. O linh vuc thé chit, khac biét co y nghia tir 12 thang. O linh vuc niéu sinh duc,

nhom A cai thién sém hon, v&i khac biét c6 ¥ nghia tir 3 thang va tiép tuc 15 tai 12 thang.

3.2.5.1. Thay déi diém linh vuec tam than

Bing 3.18. Thay déi diém AMS linh vuc tam than sau can thiép ddnh gid tai cdc
thoi diém 0, 1, 3, 6 va 12 thang

Nhom B
Piém AMS linh Nhom A (@dichimg- | Giatri | Cohen' | 95% CI
vue tim than (can thicp Can thiép p# sd Bootstrap
so'm)
muon)

Trudc can thig¢p (25:25)#
TB + PLC 13,6 + 6,99 12,0+ 5,29 >(,05 0,26 (0,27, 0,92)
Trung vi [KTV|15,0[9,0-18,0] | 11,0[10,0-13,0]
(25%-75%)]
Sau 1 thang (25:25)#
TB + BLC 12,3+ 6,49 10,4+ 5,35 >0,05 0,32 (—0,23;0,91)
Trung vi [KTV|12,0[8,0-16,0] | 10,0[8,0-12,0]
(25%-75%)]
Sau 3 thang (25:25)#
TB + BLC 10,4 +5,92 10,5+ 6,01 >0,05 —0,01 | (-0,58;0,56)
Trung vi [KTV |10,0[6,0-14,0] | 10,0 [6,0 - 14,0]
(25%-75%)]
Sau 6 thang (25:25)#
TB + BLC 6,20 + 4,65 10,0 + 6,66 0,03* —0,66 | (~1,29;-0,11)
Trung vi [KTV |6,0[3,0-38,0] 10,0 [5,0 - 13,0]
(25%-75%)]
Sau 12 thang (25:25)#
TB + BLC 4,20+ 3,43 7,52+ 5,10 0,006** | -0,76 | (-1,39;—0,25)
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Nhém B
2 Nhom A )
Diém AMS linh (doi ching - Giatri | Cohen' 95% CI
. (can thiép
vue tAm than Can thiép p# sd Bootstrap
so'm)
mudn)

Trung vi [KTV |3,0[20-60] |6,0[4,0-10,0]
(25%-75%)]

Ghi chii: TB: Trung binh, PLC: B¢ léch chudn; KTV: Khodng tir phdn Vi.
#S6 hwong doi tirong ciia nhém can thiép va nhom chimg trong moi vong déanh gid.

# Kiém dinh s khdc biét gitta hai nhom b&ng Mann—Whitney U test cho hai méu doc lap.

Nhan xet:
Trudc can thi€p, diém linh vuc tAm than (g@)m cac biéu hién nhu cau gét, trAm cam, cam
gidc khong duogc ai yéu thuong, lo 4u va thay doi tim trang) ctia hai nhom gin twong
dwong. Sau 1 thang, diém AMS linh vyc tim than giam nhe ¢ ca hai nhom, nhung chwa
ghi nhan khéc biét c6 ¥ nghia thong ké, véi trung vi trong tmg 1a 12,0 [8,0 - 16,0] va 10,0
[8,0 - 12,0] (p > 0,05). Tai thoi diém 3 thang, diém sb gitra hai nhém hau nhu khong khac
nhau, voi cung trung vi 1a 10,0 [6,0 - 14,0] (p > 0,05).
Tur thoi diém 6 thang, nhom A c¢6 diém AMS linh vuc tim than thap hon ¢6 ¥ nghia thong
ké so voi nhém B, véi trung vi lan luot 13 6,0 [3,0 - 8,0] va 10,0 [5,0 - 13,0] (p = 0,03),
kich thudc hi€u qua mirc trung binh (Cohen’s d = —0,66; KTC 95% bootstrap: —1,29 dén
—0,11). Khac biét nay tiép tuc duy tri tai thoi diém 12 thang, véi trung vi 13 3,0 [2,0 - 6,0]
& nhom A so vai 6,0 [4,0 - 10,0] & nhom B (p = 0,006; d = —0,76; KTC 95% bootstrap:
—1,39 dén —0,25). Két qua cho thiy can thiép som giup cai thién triéu ching tim than rd
hon tir sau 6 thang va duy tri dén 12 thang,
3.2.5.2. Thay déi diém linh vuee thé chat

Bing 3.19. Thay déi diém AMS linh vuc thé chit sau can thiép tai cdc thoi diém

truwdc can thiép, sau 1, 3, 6 va 12 thang
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Piém AMS linh Nhom A Nhom B (@01 Giatri | Cohen' | 95% CI
vire thé chat (can thicp chimg - Can p* sd Bootstrap
s6'm) thiép mudn)

Trudc can thigp (25:25)#

TB+DLC 9,72 + 4,64 7,80+ 3,85 >0,05 0,45 (-0,1; 1,05)

Trung vi [KTV|9,0[6,0-12,0] | 7,0[6,0-10,0]

(25%-75%)]

Sau 1 thang (25:25)#

TB + BLC 7,12+£4,76 7,04+ 3,34 >0,05 0,02 (—0,59; 0,56)

Trung vi [KTV |5,0[4,0-10,0] |6,0[5,0-8,0]

(25%-75%)]

Sau 3 thang (25:25)#

TB £ BLC 6,64 + 3,64 7,40 +2.74 >0,05 -0,24 | (-0,85;0,32)

Trung vi [KTV |6,0[4,0-9,0] 8,0[5,0-9,0]

(25%-75%)]

Sau 6 thang (25:25)#

TB + BLC 4,80+2,53 6,64 + 3,24 >0,05 -0,63 | (—1,30;—-0,09)

Trung vi  [KTV |5,0[3,0-6,0] 6,0 [5,0-10,0]

(25%-75%)]

Sau 12 thang (25:25)#

TB £ BLC 3,00+2,55 4,80+2,93 0,011* | -0,66 |(—1,36;—0,11)

Trung vi [KTV |2,0[1,0-4,0] 5,0[3,0-6,0]

(25%-75%)]

Ghi chu: TB: Trung binh, PLC: D¢ léch chuan,; KTV: Khoang tir phan vi.

#S6 lirong doi twong ciia nhom can thiép va nhém chimg trong méi vong danh gid.

## Kiém dinh su khdc biét gitta hai nhom boing Mann—Whitney U test cho hai mau déc lap.

Nhdn xét: Trube can thiép, diém AMS linh vyc thé chat (gdm mat ngt, mét moi, dau lung,

dau khép, dau co, moc 16ng mit, da kho, cam giac kién bo duéi da) giira hai nhém twong
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d6i twong duong va chua ghi nhan khac biét c6 y nghia thong ké. Trong 3 thang dau diém

giam nhe & ca hai nhdm va chua ghi nhan khac biét. Tai thoi diém 6 thang, nhom A ¢6 xu

hudng c6 diém AMS linh vire thé chat thdp hon nhém B, véi trung vi 1an lugt 13 5,0 [3,0 -

6,0] so vo1 6,0 [5,0 - 10,0]; tuy nhién khac biét gitra hai nhom chua dat y nghia théng ké

theo kiém dinh Mann—Whitney U (p > 0,05). Kich thuéc hiéu qua tai thoi diém nay ¢ mic
trung binh (Cohen’s d =—0,63; KTC 95% bootstrap: —1,30 dén —0,09). Bén 12 thang, khac

biét tré nén 16 rét va dat y nghia thong ké, voi diém AMS linh vuc thé chit & nhom A thép
hon nhém B, trung vi lan Iugt 14 2,0 [1,0 - 4,0] va 5,0 [3,0 - 6,0] (p = 0,011). Kich thudc
hi¢u qua ¢ murc trung binh (Cohen’s d =—0,66; KTC 95% bootstrap: —1,36 dén —0,1 1).

3.2.5.3. Thay doi diém linh viee niéu sinh duc

Bing 3.20. Thay déi diém AMS linh viee niéu sinh duc sau can thiép tai cdc thoi

diém truwéc can thigp, sau 1, 3, 6 va 12 thang

Nhom B
2 Nhom A )
biém AMS linh (doi chimg - | Giatri | Cohen's 95% CI
(can thi¢p
vuc niéu sinh duc m) Can thiép p* d Bootstrap
sém
mudn)
Trudc can thigp (25:25)#
TB+DLC 2,72+ 1,81 2,52+1,29
Tl'lll’lg Vi [KTV >0,05 0,1 1 (_0,42, 0,71)
7,0[4,0-8,0] |5,0[4,0-7,0]
(25%-75%)]
Sau 1 thang (25:25)#
TB + BLC 2,16+ 1,77 2,00+ 1,32
Trung vi [KTV >0,05 -0,10 (—0,70; 0,46)
5,0[3,0-7,0] |5,0[3,0-7,0]
(25%-75%)]
Sau 3 thang (25:25)#
TB + BLC 1,92+1,55 2,00+ 1,71 0,03* —0,63 | (-1,28;—0,09)
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Nhom B
2 Nhom A )
biém AMS linh (doi chiung - | Giatri | Cohen's 95% CI
(can thiép
vue ni€u sinh duc m) Can thiép p# d Bootstrap
sém
mudn)

Trung vi [KTV

4,0[2,0-6,0] |6,0[4,0-8,0]
(25%-75%)]
Sau 6 thang (25:25)#
TB + BLC 1,32+ 1,46 2,36+ 1,58

Trung vi [KTV 0,005** | —0,85 | (—1,60;—0,30)

3,0[1,0-4,0] |5,0[4,0-8,0]
(25%-75%)]
Sau 12 thang (25:25)#
TB + BLC 0,88 £ 1,01 1,48 1,08 173
—1,73;

Trung vi [KTV 0,002** | —0,92 035

1,0 [0,0-3,0] |4,0[2,0-5,0] ,35)

(25%-75%)]

Ghi chu: TB: Trung binh, PLC: D¢ léch chudn,; KTV: Khoang tir phan vi.

#S6 heong doi tirong ciia nhém can thiép va nhom chimg trong moi vong déanh gid.

# Kiém dinh sy khac biét gitta hai nhom bcing Mann—Whitney U test cho hai mau déc lap.

Nhan xét:

Trudc can thi€p va sau 1 thang, diém AMS linh vuc niéu sinh duc gitra hai nhém chua

khac biét co ¥ nghia thong ké. Tir mdc 3 thang, nhom A ¢ diém AMS linh vuc niéu sinh

duc thép hon c6 y nghia théng ké so vo1 nhom B, véi trung vi lan luot 12 4,0 [2,0 - 6,0] so
voi1 6,0 [4,0 - 8,0] (p = 0,03), kich thudc hi€u qua mirc trung binh (Cohen’s d = —0,63;
KTC 95% bootstrap: —1,28 dén —0,09). Khac biét tiép tuc 10 hon tai 6 thang, véi trung vi
14 3,0 [1,0 - 4,0] & nhém A so v6i 5,0 [4,0 - 8,0] & nhom B (p = 0,005), kich thudc hi¢u
qua lon (d = —0,85; KTC 95% bootstrap: —1,60 dén —0,30), va duy tri dén 12 thang, voi
trung vi twong ung la 1,0 [0,0 - 3,0] va 4,0 [2,0 - 5,0] (p = 0,002; d =—0,92; KTC 95%
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bootstrap: —1,73 dén —0,35). Két qua cho thiy can thiép som giup cai thién triéu chimg

niéu sinh duc tir sau 3 thang va 16 hon & giai doan 6 dén 12 thang.

3.2.5.4. Thay doi tong diém AMS

Bing 3.21. Thay déi tong diém AMS sau can thi¢p dinh gid truéc va sau 12

thang can thiép

Nhom B
Tong diém Nhém A (@i chiing - Cohen' 95% CI
Gia tri p*
AMS (can thi€p sé'm) Can thiép sd Bootstrap
mudn)
Trudc can thi¢p (25:25)#
TB+DLC 26,0+ 11,2 22,3+ 8,86
Trung vi [KTV >(,05 0,37 (—0,18; 1,04)
25,0 [16,0 - 34,0] | 18,0[16,0 -26,0]
(25%-75%)]
Sau 1 thang (25:25) #
TB + BLC 21,6 £12,1 19,5+38,19
Trung vi [KTV >0,05 0,1 (—0,46; 0,65)
18,0 [14,0 - 30,0] | 18,0[13,0 - 24,0]
(25%-75%)]
Sau 3 thang (25:25) #
TB + bLC 19,0+ 10,4 19,9+9,20
Trung vi [KTV >0,05 —0,6 (-1,28;—0,03)
18,0 [10,0 - 22,0] | 24,0[18,0 - 28,0]
(25%-75%)]
Sau 6 thang (25:25)#
TB + BLC 12,3+7,17 19,0 + 10,30
Trung vi [KTV 0,014* -1,0 | (-1,71;-0,45)

(25%-75%)]

10,0 [8,0 - 15,0]

20,0 [14,0 - 26,0]

Sau 12 thang (25:25) #
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Nhém B
Téng diém Nhém A (d6i chirng - Cohen' 95% CI
Gia tri p™
AMS (can thi€p sé'm) Can thiép sd Bootstrap
mudn)
TB + BLC 8,08 + 6,37 13,8+ 7,60
Trung vi [KTV 0,001** | —0,82 | (—1,56;—0,26)
' 5,0[4,0-10,0] 12,0 [9,0 - 15,0]
(25%-75%)]

Ghi chii: TB: Trung binh, PLC: DG léch chuan; KTV: Khodng tir phdn vi.
#86 lwong doi tieong ciia nhém can thiép va nhom chiing trong méi vong déanh gid.

## Kiém dinh su khdc biét gitta hai nhom bcing Mann—Whitney U test cho hai méu doc lap.

Nhan xet:

Trudc can thiép va sau 1 thang, 3 thing tong diém AMS giira hai nhém chura khac biét co
¥ nghia théng ké (p > 0,05). Dén thoi diém 6 thang, nhom A ¢6 tong diém AMS thap hon
¢6 ¥ nghia thong ké so v6i nhom B, véi trung vi twong tng 1a 10,0 [8,0 - 15,0] va 20,0
[14,0 - 26,0] (p = 0,014), kich thude hi€u qua 16n (Cohen’s d =—1,0; KTC 95% bootstrap:
—1,71 dén —0,45). Khac biét nay tiép tuc duy tri tai thoi diém 12 thang, véi trung vi 13 5,0
[4,0 - 10,0] 6 nhém A so v6i 12,0 [9,0 - 15,0] & nhom B (p = 0,001), kich thudc hi¢u qua
muc trung binh kha dén 16n (Cohen’s d =—0,82; KTC 95% bootstrap: —1,56 dén —0,26).
Két qua cho thay hiéu qué ctia can thiép sém dbi voi tong diém AMS trd nén rd rét tir thoi

diém 6 thang va duy tri dén 12 thang.

3.2.5.5. So sanh ty 1é ddp vimg diéu tri theo tong diém triéu chimg man kinh giita hai nhom
Dé danh gia hidu qua cai thién tridu ching min kinh vé mit 1am sang, dap tng diéu tri
duoc x4c dinh khi tong diém thang AMS gidam xudng < 10. Biéu d6 3.7 cho thiy tai thoi
diém 1 va 3 thang, nhém A ghi nhan ty 1& dap tmg cao hon nhém B, nhung sy khac biét
van chua dat ngudng c6 ¥ nghia théng ké. Tai thoi diém 6 thang, ty 16 dap img & nhém A

tang 10 rét so voi cdc moc trudc va cao hon dang ké so voi nhom B (p = 0,005).
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Biéu dé 3.7 Ty 1¢ ngwoi tham gia ddp ing vdi liéu phdp can thiép theo tong

diém AMS sau 6 thang can thiép

Bing 3.22. So sanh ty 1¢ dat ngwéng ddp irng lim sang theo tong diém AMS tai

cdc thoi diém truwée can thiép, 1, 3 va 6 thing

. Nhom A Nhém B | Giatri | Ty sb chénh
Thoi diem
n (%) n (%) p## | OR[KTC 95%]

Trudc can thi¢p (TO)

1 (4,0%) 0 (0,0%) >0,05 | Khong udc tinh
(25:25)
Sau 1 thang (T1) 25:225)# | 5 (20,0%) 1 (4,0%) 0,189 | 5,81 [0,58 - 29,48]
Sau 3 thang (T3) (25:25)# | 7 (28,0%) 2 (8,0%) 0,138 | 4,34 10,71 - 47,98]
Sau 6 thang (T6) (25:25)
, 13 (52,0%) | 3(12,0%) | 0,005 | 7,59 [1,64 - 49,86]

Ghi chu: Gia tri dwoc trinh bay dudi dang 56 luong (11 I¢ %).

#: S6 lwong doi tiwong ciia nhom can thiép sém va nhom can thiép mudn trong méi thoi diém danh gid.
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# Kiém dinh s khdc biét vé ty 1é dat dép iing theo tong diém AMS giita hai nhém bang Fisher exact test hai phia. OR
va KTC 95% duwoc woc tinh theo phuwong phap exact.
*p<0.05; ** p<0.01; *** p<0.001.

Nhan xét:

Béng 3.22 cho thy tai thoi diém trudc can thiép, ty 1¢ dat ngudng dap tmg 1am sang theo
tong diém AMS & c4 hai nhom déu rét thip va chua ghi nhan khac biét ¢6 y nghia thong
ké. Tai thoi diém 1 va 3 thang, nhom A c6 ty 1& dép img (AMS < 10) cao hon nhém B (T1:
20,0% so v 4,0%; T3: 28,0% so voi 8,0%), tuy nhién su khac biét chua dat y nghia théng
ké (p > 0,05). Bén thoi diém 6 thang, ty 18 dap img & nhém A ting 1én 52,0%, cao hon 16
rét so vi nhom B 1a 12,0%, va khac biét co ¥ nghia théng ké (p = 0,005). Ty s6 chénh tai
thoi diém nay 1a OR = 7,59 (KTC 95%: 1,64-49,86), cho thdy odds dat d4p g & nhom
A cao gip khoang 7,6 1an so v6i nhom B.

3.2.6. Thay doi diém tram cam, lo Gu va cing thang (DASS-21)

3.2.6.1. So sanh diém DASS-21 giita hai nhém tai cdc thoi diém nghién ciiu

Bing 3.23 Diém tram cim, lo Gu va cing thing (DASS-21) trudc va sau 12 thing

can thiép

Nhém B
) Nhom A (n=25)
Linh vuc Thoi diem (n=25) Gia tri p#
TB +PLC
TB + PLC
Trudc truyén TBGTM 11,5+ 6,67 10,8 +7,59 >0,05
Sau 1 thang 8,56+ 5,18 8,24+ 5,08 >0,05
Trim cam Sau 3 thang 7,52 +4.41 7,92 + 4,67 >0,05
Sau 6 thang 4,88 + 3,56 7,76+ 3,97 0,01%*
Sau 12 thang 2,16+ 3,00 1,96 + 2,49 >0,05
Trudc truyén TBGTM 13,9 + 8,44 11,9+ 8,17 >0,05
Sau 1 thang 9,36 + 4,54 9,36+ 5,12 >0,05
Lo au
Sau 3 thang 8,88 + 5,54 8,00 + 4,08 >0,05
Sau 6 thang 5,44+ 430 8,32+ 4,89 0,032%*
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Nhom B
, Nhoém A (n=25)
Linh vue Thoi diem (n=25) Gia tri p#
TB+PLC
TB + PLC
Sau 12 thang 224+2.73 2,72 +2.76 >0,05
Trudc truyén TBGTM 17,3 + 6,37 14,1 + 5,99 >0,05
Sau 1 thang 12,6 + 5,38 15,2+ 5,48 >0,05
Cing thang Sau 3 thang 12,1 +4,18 14,6 + 4,53 0,026*
Sau 6 thang 9,04 + 3,96 14,6 + 5,71 <0,00]%**
Sau 12 thang 4,64 +2.98 500+3,19 >0,05
Trudc truyén TBGTM 42,7+19,9 36,8+ 17,5 >0,05
. Sau 1 thang 30,6+ 13,7 32,8+ 13,7 >0,05
Tong diém
Sau 3 thang 28,5+ 12,8 30,5+ 10,6 >0,05
DASS-21
Sau 6 thang 19,4 + 8,86 30,7+ 11,7 <0,00]%**
Sau 12 thang 9,04 = 7,86 9,68 = 6,90 >0,05

Ghi chu: Gia tri dwoc trinh bay duwdi dang trung binh + do lech chudn.

# Kiém dinh sy khac biét gitta hai nhom bdng Mann—Whitney U test cho hai mau déc lgp
*p <0,05; **p <0,01; *** p <0,001.

Nhan xét:

Két qua & Bang 3.23 va Biéu d6 3.8-3.11 cho thay tai thoi diém trudc can thiép, diém trim

cam, lo 4u, cing thang va tong diém DASS-21 twong duong gitra hai nhom (p > 0,05). Sau

1 thang, diém cac linh vuc giam & ca hai nhém, nhung chua c6 khac biét gitra nhém A va
B (p > 0,05).
Tir thang thir 3, su khac biét bat dau xuét hién ¢ cing thang: nhém A thap hon nhém B

(12,1 so v&i 14,6; p = 0,026). Pén 6 thang, nhom A cai thién rd rét hon nhém B trén ca ba

linh vire va tong diém: tram cam (4,88 so v6i 7,76; p =0,010), lo au (5,44 so v6i 8,32; p =
0,032), cang thang (9,04 so voi 14,6; p < 0,001) va tong diém (19,4 so v6i 30,7; p <0,001).
Pén 12 thang, khi ca hai nhom déu da hoan tat hai 1an truyén TBGTM, diém DASS-21

tiép tuc giam & ca hai nhom va khac biét giita hai nhom khéng con c¢6 y nghia théng ké (p
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> 0,05). Ngoai sy khéc biét giita hai nhom tai thoi diém 6 thang, trong nhoém A, diém tram

cam

, 1o 4u, cang thang va tong diém DASS-21 déu giam rd so v6i thoi diém trudce can

thiép, lan luot tir 11,5 xudng 4,88; 13,9 xudng 5,44; 17,3 xubng 9,04; va 42,7 xubng 19.4.

Piém trdm cam - DASS 21
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Biéu dé 3.8 Thay déi diém tram cam (DASS-21) trwdc va sau 6 thdng can thiép

Piém lo au - DASS 21

25-
=k~ Nhoém can thiép (Nhém A)

T -®- Nhom chirng (Nhém B)
20+~ -+

154

10+

} p = 0,032

b“g
&
R N o ©
[4)
%'b

Biéu dé 3.9 Thay déi diém lo du (DASS-21) trwéc va sau 6 thing can thiép
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Biéu d6 3.10 Thay doi diém cing thing (DASS-21) trudc va sau 6 thing can
thiép
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Biéu dé 3.11 Thay déi tong diém DASS-21 trwéc va sau 6 thang can thiép
3.2.6.2. So sanh ty Ié roi loan theo thang DASS-21 giita hai nhom
Dé danh gia cai thién vé& mit 1am sang, tinh trang “bénh 1y’ dugc x4c dinh khi diém dat tir

mirc nhe trd 1én: trAm cam > 10, lo 4u > 8, cing thang > 15.
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Bdng 3.24. So sanh ty 1¢ phu ni co triéu chirng dat nguwong bénh ly theo DASS-

21 giita hai nhom sau 6 thang can thiép

Nhom B
. Nhom A (n=25) n
Linh vuc Thoi diem (n=25) Gia tri p#
N (%)
N (%)
. Trudc truyén
Tram cam 16 (64,0%) 10 (40,0%) >0,05
TBGTM
Sau 1 thang 10 (40,0%) 13 (52,0%) >0,05
Sau 3 thang 8 (32,0%) 12 (48,0%) >0,05
Sau 6 thang 2 (8,0%) 11 (44,0%) 0,008**
Trudc truyén
Loau 20 (80,0%) 14 (56,0%) >0,05
TBGTM
Sau 1 thang 18 (72,0%) 17 (68,0%) >0,05
Sau 3 thang 17 (68,0%) 13 (52,0%) >0,05
Sau 6 thang 5(20,0%) 14 (56,0%) 0,019*
, Trudc truyén
Cang thang 16 (64,0%) 12 (48,0%) >0,05
TBGTM
Sau 1 thang 8 (32,0%) 14 (56,0%) >0,05
Sau 3 thang 5(20,0%) 14 (56,0%) 0,019*
Sau 6 thang 0 (0,0%) 12 (48,0%) < 0,001 ***

Ghi chii: Gid tri dieoc trinh by dwi dang tan sudt va ty Ié phan tram.

# Kiém dinh Fisher’s exact test so sanh ty 1é bénh Iy giita hai nhom tai timg thoi diém.

p<0,05; ** p<0,01; *** p<0,001.

Nhan xet:

Theo Bang 3.24, tir thoi diém TO dén T3 chua ghi nhin khac biét c6 y nghia gitta hai nhém

(p > 0,05). Tai 6 thang, nhom A c6 ty 1& “bénh Iy thip hon rd rét so v6i nhém B: trim
cam 8,0% so v6i 44,0% (p = 0,008), 1o 4u 20,0% so v6i 56,0% (p = 0,019) va cing thang
0% so Vi 48,0% (p < 0,001), cho thiy hiéu qua 1am sang rd nhat ¢ thoi diém 6 thang.
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3.2.6.3. Thay déi diém tram cam, lo du va cing thang (DASS-21) truée va sau can thiép
trong tung nhom
Bing 3.25. Diém tram cam, lo du va cing thing (DASS-21) truwéc va sau 12
thang can thiép

Linh vuc Nhom A Nhom B
Sau 12 Sau 6
Truwdéc can | thang Trudc can | thang
Gia tri p# Gia tri p#

thiép (T0) | (T12) thiép (T6) (T12)
Tram cdm 11,5€6,7 |22+3,0 <0,001*** | 7.8+4,0 20+25 <0,001***
Lo au 139+84 [22+27 <0,001*** 1 83+49 2,728 <0,001%**
Cangthang |173+64 |4,6+3,0 <0,001*** | 14,6 5,7 50+3,2 <0,001%**
Tong diém <0,001*** <0,001 %%

42,7£199 19,0+79 30,7+ 11,7 9,7+6,9
DASS-21

Ghi chu: Gia tri dwgc trinh bay dwdi dang trung binh £ do léch chuan.
#Kiém dinh Wilcoxon Signed-Rank cho so sanh trwedc va sau can thiép trong timg nhom.

P<0,05; ** p<0,01; *** p<0,001.

Nhan xét:

Trong phan tich ndi nhom, diém trAm cam, lo 4u, cing thiang va tong diém DASS-21 déu
giam c6 ¥ nghia sau truyén TBGTM (p <0,001). O nhém A, téng diém giam tir 42,7 xudng
9,04 tai 12 thang, twong tmg giam khoang 78,8%. O nhom B, tong diém giam tir 30,7 tai
T6 xudng 9,68 tai 12 thang, tuong ing giam khoang 68,5%.

3.2.7. Thay doi diém chit lwong cuc song (Utian Quality of Life scale, UQOL)
3.2.7.1. So sanh diém UQOL giita hai nhém tai cdc thoi diém nghién citu

Trudc can thiép, diém UQOL ¢ 4 linh vuc (cong vige, stic khde, tinh than, tinh duc) va
tong diém gitra hai nhom khong khac biét ¢ y nghia thong ké. Biéu d6 3.12 cho thiy tong
diém chit lwong cudc sdng & nhém truyén TBGTM cai thién vuot trdi so véi nhom ddi
ching tai mbc 6 thang, dac biét & cac linh vuc cong viéc, stic khoe, tinh than va chuc nang
tinh duc.
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Biéu dé 3.12 Thay déi tong diém UQOL trwéc va sau 6 thing can thiép

Bing 3.26. So sanh diém UQOL giita hai nhém truwée va sau 12 thing can thiép

Linh vuc Thoi diém e i B Gia tri p#
TB +PLC TB + PLC

Cong viéc Trudc truyén | 65,29+ 17,24 69,86 + 16,97 >0,05
TBGTM
Sau 1 thang | 66,14+ 16,56 71,00 + 14,07 >0,05
Sau3thang | 69,14 + 12,28 68,14 + 17,82 >0,05
Sau 6 thang | 66,71 + 21,86 48,71 +9,77 < 0,001 ***
Sau 12 thang | 73,71+ 26,30 73,14+ 14,69 >0,05

Stic khoe Trudc truyén | 58,20+ 23,13 65,20 + 17,47 >0,05
TBGTM
Sau 1 thang | 57,60 + 20,52 66,00 = 16,65 >0,05

Sau 3 thang 62,60 + 15,69 67,00 + 14,43 >0,05
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. Nhom A (n=25) | Nhom B (n=25)
Linh vue Thoi diem Gia tri p#
TB+DPLC TB+DPLC
Sau 6 thang 61,40+21,04 49,80+ 9,07 0,001**
Sau 12 thang 68,60 + 19,50 68,20+ 17,25 >0,05
Tinh than Trudc truyén
67,67+ 19,52 78,00+ 13,79 >0,05
TBGTM
Sau 1 thang 74,33 + 19,38 81,50+ 12,79 >0,05
Sau 3 thang 78,17+ 16,42 79,50+ 12,38 >0,05
Sau 6 thang 73,00 + 22,92 62,00+ 10,58 0,005%*
Sau 12 thang 84,00 + 19,20 85,83+ 10,14 >0,05
Tinh dyc Trudc truyén
47,67+ 19,91 48,67+ 19,94 >0,05
TBGTM
Sau 1 thang 49,33 £ 13,59 46,00 £+ 14,85 >0,05
Sau 3 thang 53,67+ 17,69 49,00 £ 17,40 >0,05
Sau 6 thang 53,33+£22,82 28,00+ 15,00 < 0,001 #**
Sau 12 thang 65,00 + 22,69 62,00+ 18,33 >0,05
Tong diém | Trudc truyén
60,87 £ 16,26 68,04 £ 12,27 >0,05
UQOL TBGTM
Sau 1 thang 62,87+ 13,11 69,04 + 9,95 >0,05
Sau 3 thang 66,78 + 11,60 68,17+ 11,18 >0,05
Sau 6 thang 65,17+ 20,49 52,04+ 4,44 < 0,001 ***
Sau 12 théng 73,78 +£ 19,91 73,91+ 10,61 >0,05

Ghi chu: Gid tri dwoc trinh bay dudi dang trung binh + do léch chuan.
*Kiém dinh Mann—Whitney U Test cho 2 nhom doc lap
*p<0.05; ** p<0.01; *** p<0.001.

Nhan xét:

Bang 3.26 cho thdy trudc can thiép va trong 3 thang dau, diém sb cac linh vuc cta hai

nhém tuong duong (p > 0,05). Pén 6 thang, nhém A ¢6 diém trung binh cao hon 13 rét
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nhém B & ca bdn linh vye: cong viée (66,71 so véi 48,71; p < 0,001), sirc khoe (61,40 so
v6149,80; p =0,001), tinh than (73,00 so vo1 62,00; p = 0,005) va tinh duc (53,33 so voi
28,00; p < 0,001). Téng diém UQOL ciing cao hon ¢ nhém A (65,17 so véi 52,04; p <
0,001). Tai 12 thang, khi ca hai nhém déu da dugc can thiép, diém trung binh giira hai
nhém khong con khac biét c6 ¥ nghia thong ké.

3.2.7.2 Két qua phén tich mé hinh dnh hieéng hon hop (mixed-effects Model) vé tong
diém UQOL cuia hai nhém

Bing 3.27. Két qud mé hinh anh huwéng hén hop vé tong diém UQOL ciia hai

nhom sau 6 thang can thiép

Anh huéng c6 dinh | Uéclwong | Saisé chuin | Gidtrit Gia tri p
(Hé sb chan) 62,14 2,66 23,38 <0,001***
Can thiép 9,03 3,76 2,40 0,02*
Thoi gian (thang) 0,72 0,69 1,02 >0,05
Can thi¢p: Thoi gian -3,45 0,98 -3,49 0,001**
Twong quan giira cac anh huwéng co dinh:

(Hé sb chin) Can thi¢p Thoi gian
Can thiép -0,707
Thoi gian (thang) —-0,76 0,53
Can thi¢p: Thoi gian 0,53 —-0,76 —0,707

Nhan xét:

Két qua mo hinh anh hudng hdn hop cho tong diém UQOL trong giai doan 6 thang
theo ddi cho thiy xu hudng thay d6i tong diém UQOL theo thoi gian khac biét co ¥
nghia thong ké giita hai nhom (twong tac Can thiép x Thoi gian: p=-3,45; p=0,001).
M6 hinh téng quat dugc biéu dién nhu sau: y=62,14 + 9,03 x Can thiép + 0,72 x Thoi
gian — 3,45 x (Can thi€p x Thoi gian)

Déi véi nhém truyén TBGTM: y1= 62,14 + 0,72 x Thoi gian

Poi v6i nhém doi chimg: y>=711,16 — 2,74 x Thoi gian
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Nhin chung, trong 6 thang dau theo ddi, tong diém UQOL ctia nhom ddi chimg co xu
huéng giam theo thdi gian, trong khi nhém A ting nhe. Hé sé trong tic Nhom x Thoi
gian (B = —3,45; p = 0,001) cho thdy xu huéng thay d6i tong diém UQOL theo thoi
gian khac biét co y nghia thong ké giita hai nhom, vi mic cai thién theo thoi gian

cao hon & nhom A so véi nhom doi chung.
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Chuong 4

BAN LUAN
4.1. Thyc trang va mot so6 yéu to lién quan dén rdi loan chirc ning tinh duc &
phu nir 40 — 50 tudi tai Bénh vién Pa khoa Quéc té Vinmec, giai doan 2023-2024
4.1.1 Ti l¢ RLCNTD
4.1.1.1 So sanh véi s6 liéu quoc té
Phu nit 4050 tudi thudng & giai doan tién mén kinh, khi RLCNTD ¢6 xu huéng ting. Du
da c6 nhiéu khao sat dich t& trén thé gidi, dir liéu ¢ phu nitr Viét Nam van con han ché.
Nghién ctru ndy wdc tinh ty 1¢ hién mac va phan tich mot sb yéu 6 lién quan dén RLCNTD
¢ phu nir 40-50 tudi, thuc hién tai Bénh vién Pa khoa Quéc té Vinmec — co' s& y té dat
tiéu chudn chat luong quéc gia, cung cap dich vu y t& chit luong cao tai do thi.
Két qua cho thdy ty 16 RLCNTD ¢ phu nir 40-50 tudi 1a 45,1% (KTC 95%: 38,4%—
52,0%). Ty 1& nay nam trong khoang 5,8%—63,3% theo tong quan ctia Koops va cong su
(2018), phan anh sy khac biét vé quan thé va cong cu do luong giita cic nghién ciru.*
So v6i cac nude phuong Tay, két qua nghién ctru cia chiing i tuong dong voi ty 16 43,1%
duoc béo cao tai Hoa Ky boi Shifren va cong su.>® O Uc, khao sat 10.554 phu nit cho thay
ti 16 ham muon tinh dyc thap 14 58,9% & nhom 45 dén 49 tudi va ti 18 rdi loan ham muén
kém giam hoat dong tinh duc khoang 33,4% trong nhom 40 — 44 tudi.”*
So véi cac qudc gia chau A, ty 18 trong nghién ciru ndy thap hon so véi 63,3% ghi nhan tai
Bic Kinh, Trung Quéc®®’ va 75,7% & phu nit Iran cing d6 tu6i,”*® nhung cao hon so véi
39,2% & Hong Kong trong nhom 40 — 49 tu6i>” va 29,9% tai Thai Lan, tinh trén nhom
phu nit gap kho khan it nhat mot linh vyc chirc nang tinh dyc."
Tai chau Phi, nghién ctru & Nigeria cho thay ti 16 RLCNTD 14 53,3% néi chung va 1én téi
73,3% & nhom 41 — 50 tudi;?'® trong khi tai Kenya, ty 16 nay lan luot 12 31,2% & nhom phu
nit vo sinh va 22,6% & nhom dang sir dung bién phap tranh thai.?!' Mot nghién ctru khac
tai Iran st dung diém cit FSFI < 23 bao céo ti 16 RLCNTD la 36,2%, thép hon nghién

ctru cua chung i, c6 thé do tiéu chi phan loai nghiém ngit hon. 22
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Nhin chung, khéc biét vé ty 1¢ giira cac nghién ciru c¢6 thé lién quan dén béi canh van hoa
— xi hoi, dac diém mau nghién ctru, quy trinh d4nh gia va diém cit xac dinh RLCNTD. Vi
vay, két qua ctia chung toi vira phtt hop v6i xu hudng chung, vira goi ¥ didc thi bdi canh
xa hoi va sirc khoe ctia phu nir Viét Nam tudi trung nién.

4.1.1.2 So sanh véi s6 liéu tai Viét Nam

Hién nay, dit liéu dich t& hoc vé RLCNTD & phu nir Viét Nam con han ché, roi rac
va chu yéu tip trung & cac nhom quan thé dic thu; do d6 chua c6 ude tinh mang tinh
dai dién toan quéc. Nam 2023, mdt khao sat tai Bénh vién Bach Mai trén 151 phu nir
dang diéu tri trdim cam ghi nhén ty 1é giam ham mudn tinh duc 71,5%.2'> Nam 2024,
nghién ctru tai Bénh vién Pai hoc Y Dugc TP. HO Chi Minh trén 104 bénh nhan nit
mic rdi loan trdim cam diéu tri ngoai tra cho thay ty 18 nay 1a 59%.2'* Cung nim, mot
nghién ctru cat ngang dugc thuc hi¢n tai ba bénh vién cong 1ap & Budén Ma Thudt trén
384 nit nhan vién y t& ghi nhan ty 1& giam ham mudn tinh duc 69% (KTC 95%:
64,1%-73,7%).2°

Tiép ndi céac nghién ctru trén, nam 2025, nghién cru cit ngang tai Bénh vién Tu Dl
trén 426 nit nhan vién y t& bang bo cong cu FSFI cho thiy 12,0% dugc chan doan
RLCNTD; trong d6 giam ham muén tinh duc 1a biéu hién thudng gip nhét (42,0%).2'¢
Nhin chung, cac két qua trén cho thiy RLCNTD la vin dé dang luu ¥ & nhiéu nhém
phu nir tai Viét Nam. Tuy nhién, viéc thiéu dit liéu c6 tinh dai dién toan quéc van la
rao can quan trong trong danh gia chinh xac ganh nang cuda tinh trang nay.

Trong nghién ctru hién tai, ty 16 RLCNTD & phu nit 40—50 tudi dén kham tai Bénh
vién Pa khoa Qudc té Vinmec Times City 1 45,1%, cho thdy mirc hién méic dang ké
trong quan thé nghién ctru. Udc tinh nay cung cap dir liéu ban dau cé gia tri dé dinh
hudng cac chuong trinh sang loc, du phong va can thiép phu hop cho phu nir trung
nién, dong thdi gop phan bo sung bang chimg vé stic khoe tinh duc nir tai Viét Nam.

4.1.2 Tinh trang svurc khoé tam than (T y lé tram cdm, lo du va cing thang)
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4.1.2.1. Ty I¢ tram cam

Bang chimg vé mbi lién hé giira giai doan mén kinh va trim cam van chua nhat quan.
Badawy va cong su (2024) téng quan hé thdng va phan tich gép hon 30 nam (17
nghién ctru tién ctru, 16.061 phu nir) cho thiy nguy co trAim cam ting & tién mén kinh
s0 v&i trude man kinh, tuy nhién két qua chii yéu dua trén dir liéu chwa hiéu chinh
day du cac yéu té gay nhiéu.?!”

Trong chuyén san vé man kinh cta The Lancet (2024), Brown va cong su tong hop
12 nghién ctru tién clru va nhan thay & phu nit khong c6 tién sir réi loan tram cam
ning, nguy co xuat hién triéu ching trdm cam trong thoi ky méin kinh khong ting
dang ké.?'® Nguoc lai, nghién ctru doan hé trén 128.294 phu nit cta Shitomi-Jones va
cong su (2024) ghi nhan nguy co trAm cam ting 16 & giai doan quanh mén kinh, sau
d6 giam dan ¢ hau man kinh.?"

Ti 16 tram cam, lo 4u va cing thing & phy nir trung nién dao dong gitta cac nghién
ctru, tily thudc vao dic diém quan thé nghién ctru va phuong phap danh gia. Nghién
ctru cua chung t6i udc tinh ti 1¢ trAm cam 26,0%, phu hop véi mic 20-26% duoc
ghi nhan & phu nit trung nién tai cac qudc gia phat trién.?* Tai Trung Qudc, khao
sat trén 7.727 phu nir 40—60 tudi ghi nhan 19,5% co triéu ching tram cam,?' trong
khi mot nghién ciru ding cung thang do udc tinh khoang 26%.22? O cac quan thé dic
thu, ti 1¢ ¢6 thé cao hon dang ké: Brazil béo cdo 45,7% & phu nit tién man kinh;** tai
Tay Ban Nha, nhom phy nir mic ung thu v ghi nhan ty 18 25,6%.%** Pang luu ¥,
nhom > 65 tudi co ty 16 trAm cam 1én t6i 48,4%.%%° Nhiing két qua nay goi y giai doan
quanh mén kinh, tudi va bénh 1y nén 13 cac yéu t6 quan trong chi phdi strc khoe tim
than cta phu nit.

4.1.2.2. Ty l¢ lo au

Lo au khong chi 14 réi loan tim than ma con 14 yéu t6 anh hudng quan trong dén chire
nang tinh duc & phu nit trung nién. V& co ché, nhiing lo nghi vé “kha nang thé hién”
trong quan hé hodc mic cam hinh thé c6 thé lam phan tan chu y, tir d6 giam hung

phan va can trd dat cuc khoai.?® Nhiéu bang ching thyc nghiém cho thiy mic lo du
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cao lién quan chat ch€ véi diém FSFI tha”ip hon, dic biét & cac linh vue ham mudn va
khoai cam.?*® Pdng thoi, chirc ning tinh duc chiu tic dong clia trim cam va trang thai
ndi tiét; vi vay, RLCNTD thuong di kém lo au.??’

Trong nghién ctru nay, ty 18 lo au 1a 43,1%, cao hon mot sé bao cio qudc té. O Nepal,
phu nir 40-49 tudi c6 lo au khoang 25%.%2® Tai Trung Qudc, khao sat trén hon 7.200
phu nit 40-60 tudi ghi nhan 14,2% co lo au,”*' va mot ude tinh khic & cing nhom
tudi cho thay khoang 12,6%.2%?> Nguoc lai, mot s6 quan thé ghi nhan ty 18 cao hon: &
Lithuania, 49,0% phu nir 65-80 tudi c6 mire lo 4u cao, va néu tinh ca muc nhe, ty 1¢
& nhoém >65 tudi co thé téi 62%.225 Ngoai ra, & nhom phu nit méac bénh Iy nghiém
trong, ty 18 lo Au ciing rat dang ké; vi du, trong nhom phuy nit TAy Ban Nha bj ung thu
v, khoang 1/3 (xap xi 33%) duogc béo cdo co lo au 16 rét trong qua trinh bénh.??*

Su khac biét gitra cac nghién ctru co thé do dic diém mau (do tudi, tinh trang suc
khoé, bénh nén), cong cu sang loc va ngudng phan loai khong dong nhat. Ty 16 43,1%
trong nghién ciru cua chung t6i 1a twong ddi cao, c6 thé lién quan dén viéc mau nghién
ctru la phu nir dén bénh vién kham, nhiéu nguoi dang c6 triéu ching tién man kinh
hodc cac van dé strc khoe can duoc quan tam.

4.1.2.3. Ty I¢ cang thang

Dit liéu dich t& vé cing thing & phu nit trung nién con han ché do khac biét vé cong
cu do ludng va diém cit giita cac nghién ciu. Tuy vay, nhiéu bang chimg cho thiy
cing thing man tinh gy bt loi ddng ké cho chirc ning tinh duc nit: kich hoat truc
dap Gng cang thang, roi loan diéu hoa noi tiét va tuan hoan (giam tudi mau ving
chau), ting truong luc co san chau, khién giao hop kho khin; dong thoi giam tap
trung va rc ché hung phan, hiéu Gng twong tu cling dugc ghi nhan véi lo du kéo
42229230

Trén thé gidi, ty 1é phu nir trung nién gip ciang thang tim 1y c6 sy dao dong dang ké
gifta cac quan thé. Tai TAy Ban Nha, 17,6% phu nit bao céo cing thang & muc c6 ¥

nghia,?** trong khi & Lithuania, khoang 30% phu nit >65 tudi c6 triéu chiing tir nhe
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trd 16n.%%° Trong nghién ctru nay, ty 1¢ cing thing 1a 31,4%, cao hon mot sd bao cao
chau Au nhung turong dwong vi mot sd quan thé khac.

Téng hop két qua cua chung t6i cho thay lo 4u 43,1%, tram cam 26,0% va cing thing
31,4%. So v&i qudc té, lo du co xu hudng cao hon, trong khi trim cam va cing thang
& muc twong duong. Su khéc biét giita cac nghién ctru nhiéu kha ning lién quan dén
dic diém d6i tuong nghién ctru (tuéi trung binh, giai doan man kinh, bénh nén) va su
khong dong nhét cia tiéu chi phan loai. Cac két qua nay nhan manh nhu cau tam soat
va can thiép strc khoe tAm than thuong quy cho phu nit trung nién nham han ché tac
dong bat loi 1én chat lugng cudc song.

4.1.3 Mot s6 yéu to lién quan dén réi loan chirc ning tinh duc 6 phu niv 40 — 50
tuoi

4.1.3.1. Trinh d@ hoc van

Nhiéu nghién ctru cho thay trinh ¢ hoc van 1a yéu t6 lién quan quan trong dén chirc
nang tinh duc nit: trinh d6 hoc van c6 lién quan dén kha ning RLCNTD cao hon,
trong khi trinh d6 hoc van cao thuong lién quan dén chirc ning tinh duc t6t hon. Tai
Hoa Ky, Laumann va cong sy (1999) ghi nhan hoc van thap 1a mot yéu td nguy co
ctia RLCNTD nit.** Tai Uc, phu nit ¢6 hoc van cao it gap tinh trang giam hung phan
(OR =~ 0,5).* Nghién ctru tai Trung Qudc cho thay phu nit ¢6 hoc van thip c6 nguy
co RLCNTD cao hon 3,4 1an.2%7 Dit liéu tir Han Quéc ciing cho thdy nhom phu nit
chi hoc dén trung hoc pho thong c6 diém sé ham mubn, hung phan va cuc khoai thap
hon ¢6 ¥ nghia théng ké.*° Két qua twong ty dugc bao céo tai Iran (OR = 1,54; KTC
95%: 1,09-2,13),°° va An D6 (2022)**!, cho thdy RLCNTD phd bién hon ¢ phu nit
c¢6 hoc van va thu nhép thap.

Két qua nghién ctru cua ching t6i pht hop véi xu huéng trén. Cuy thé, trong mé hinh
hdi quy logistic da bién, sau khi hiéu chinh cac yéu td gy nhidu, phu nit c6 trinh d6
hoc van dudi dai hoc ¢6 kha nang méac RLCNTD cao hon 3,3 1an so v&i nhom tir dai
hoc tr¢ 1€n (aOR = 3,30; KTC 95%: 1,08-10,83; p = 0,04). Phat hién nay gogi y vai

tro bao v¢ cuia hoc van cao, c6 thé lién quan dén hiéu biét suc khoe tot hon, thai do
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tich cuc hon d6i véi tinh duc, va kha nang giao tiép — bdc 10 nhu cau hiéu qua hon.
Nguoc lai, thiéu gido duc gidi tinh va han ché tiép can thong tin c6 thé dan dén thiéu
hut kién thirc va thai d6 phu hop vé tinh duc, tir d6 1am tang nguy co RLCNTD &
nhém phu nir ¢6 hoc van thap.

4.1.3.2. Bdc trung nghé nghiép

Nghé nghiép dugc xem 14 yéu td lién quan quan trong dén RLCNTD & phu nit. Nghién
ctru cho thay phu nit 1am cac cong viée khong doi héi k¥ nang chuyén mén c6 nguy co
thap hon, trong khi nhém nghé doi hoi trinh d6 chuyén mén hoic tay nghé cao c6 nguy co
cao hon.** Thatikonda va cong su (2022) ciing bao céo ty 16 RLCNTD cao hon ¢6 ¥ nghia
& nhém lao dong trinh d6 cao so v6i cac nhom nghé khac (p = 0,03).2!

Két qua nghién ctru ctia chung t6i tuong dong véi cac bang chimg trén. Cu thé, phu nir
lam cong viéc doi hdi k§ nang chuyén mon hoéc lao dong tri 6¢ c6 nguy co RLCNTD cao
hon 2.8 1an so v&i nhom 1am néi trg hodc lao dong phé) thong (aOR = 2,80; KTC 95%:
1,39-5,78; p = 0,004). Phat hién ndy goi ¥ rang ap luc cong viéc, cuong do lao dong tri o¢
va thoi gian 1am viée kéo dai c6 thé gop phan 1y giai mdi lién quan véi RLCNTD.

Bang chimg qudc té cing ¢ thém cho nhan dinh nay. Li va cong sy ghi nhan cac nit
béc si tai Trung Qudc c¢6 nguy co rdi loan chirc ning tinh duc cao hon, dic biét &
nhitng ngudi lam ca dém.>> Safdar va cong sy tai Singapore ciing cho thiy trong sb
330 nhan vién y té, diéu dudng c6 nguy co réi loan thip hon 50% so v&i cac nhan
vién y té khac (OR = 0,5; KTC 95%: 0,28-0,90; p = 0,020).*> Nhitng két qua nay
nhin manh rﬁng khong chi loai hinh nghé nghiép, ma ca diéu kién lam viéc (vi du:
lam viéc theo ca, nhat 1a ca dém) va cang thang nghé nghiép déu co thé dong vai tro
quan trong trong nguy co RLCNTD.

Két qua clia chung toi cung ¢ tinh nhat quan ciia mdi lién hé giita nghé nghiép va
sttc khoe tinh duc nit trong cac bdi canh vin héa—xa hoi khac nhau. Tuy nhién, can
luu ¥ ring bang ching hién con han ché; cac nghién ctru twong lai nén tiép tuc lam

rd co ché sinh hoc, tdm Iy va xa hdi, cling nhu tac dong cua diéu kién lao dong, ap
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luc nghé nghiép va cin bang cong viéc—cudc sdng 1én chirc niang tinh duc ctia phu ni
trung nién.

4.1.3.3. Thirc khuya

Nghién ctru cia chiing t6i cho thiy thoi quen thirc khuya sau nira dém c6 lién quan
dén kha nang RLCNTD cao hon khoang 2 lan ¢ phu nit trung nién (aOR = 2,08; KTC
95%: 1,01-4,35; p = 0,049). Phat hién nay bo sung bang chimg tir chau A, noi dit liéu
vé mbi lién hé giira gidc ngu va strc khoe tinh duc nit con han ché.

Két qua nay phu hop véi cac bang ching qubc té cho thiy chit luong gidc ngi kém
va rbi loan nhip sinh hoc 1am ting nguy co RLCNTD. 3132234235 Cy thé, Zhang J.P
va cong su ghi nhan 55% phu nit tién man kinh Trung Qudc c6 chit lugng gidc ngl
kém,?¢ trong khi cac nghién ciru tai Hoa Ky cho thay réi loan gidc ngu lam gia ting
dang ké cac rdi loan vé ham mudn, hung phan va cuc khoai.*” Kalmbach va cong sur
cling bao c4o rang ngl thém maot gid ¢6 thé 1am ting 14% kha ning quan hé tinh duc
vao ngay hom sau.”* Ngoai ra, nghién ctru tai Ba Lan (2022) cho thiy phu nir 1am ca
dém (nhu y ta, ho sinh) thudng gip nhiéu van dé vé sic khoe sinh san va tinh duc
hon so v&i nhdm 1am gior hanh chinh.?*® Nhin chung, cac dit liéu nay goi y thirc khuya
hodc réi loan gidc ngu 13 yéu té lién quan doc 1ap, khong chi anh hudng stc khoe
chung ma con lién quan tryc tiép dén chirc nang tinh duc ¢ phy nit trung nién.
4.1.3.4. It hoat dong thé chat

Hoat dong thé chét thuong xuyén dugc xem 13 yéu t6 bao vé ddi véi chirc ning tinh duc
nir théng qua cai thién tuan hoan, diéu hoa ndi tiét, giam cang thing va nang cao hinh anh
co thé.?%?3* Nhiéu nghién ctru qudc té ghi nhan phu nit duy tri tip luyén c6 diém FSFI cao
hon, nguy co r6i loan thip hon va kha ning d4p tng tinh duc tot hon so véi nhom it van
dong.”’ Tap luyén muc do vira c6 lién quan dén nguy co thap hon clia gigam ham muén
va 161 loan cuc khoai.?* Maseroli va cong sur (2021) cho thdy phu nir tap luyén khoang 6
i mdi tuan co ty 16 rdi loan chire ning tinh duc thip hon dang ké va luu lugng mau dén

co quan sinh dyc cai thién rd so véi nhom it van dong.'*°



109

Trong nghién ctru cta chung t6i, nhém it hodc hiém khi van dong c6 nguy co
RLCNTD cao gip 2,53 1an so v6i nhom duy tri hoat dong thuong xuyén hodc thinh
thoang (aOR = 2,53; KTC 95%: 1,25-5,18; p = 0,009). Két qua nay ctng cb vai trd
ctia hoat dong thé chét trong duy tri stic khoe tinh duc, dong thoi bo sung dit liéu dich
t& tir Viét Nam vé mdi lién quan con chua duge nghién ctru day du.

4.1.3.5. Thu nhdp thap

Thu nhép thap hoic thudc nhém kinh té — x3 hoi thap duoc ghi nhan nhit quéan 13 yéu
t6 nguy co cia RLCNTD. Thatikonda va cong su (2022) ghi nhan phu nit trong nhém
thu nhap thap c6 ty 1é rdi loan cao hon dang ké so v&i nhom thu nhap trung binh va
cao (p=0,03).2! Cac nghién ctru khac cling ghi nhan RLCNTD pho bién hon & nhém
thu nhap thap.”** Tai Hoa Ky, Kim va cong su ghi nhan tinh trang kinh té — xa hoi
thap lién quan véi tan suat quan hé tinh dyc thap hon va nguy co RLCNTD cao hon.?*!
Ngoai ra, Allsop va cong su cho thdy ganh ning tai chinh trong qué trinh sinh con
1am giam hai long tinh duc, gidm ham mudn, déng thoi gia ting lo 4u va cing thing.>*
Két qua nghién ctru cua ching toi cing ¢b xu huéng nay: phu nir thudc ho gia dinh
c6 thu nhap < 20 triéu dong/thang (twong dwong khoang < 800 USD) ¢6 nguy co
RLCNTD cao gip 2,9 1an so voi nhém thu nhap cao hon (aOR = 2,90; KTC 95%:
1,42-6,09; p = 0,004). Phat hién ndy b6 sung dir liéu dich & tir Viét Nam, goi y rang
ap lyc tai chinh c6 thé tao moi trudng tam 1y bat loi, gia ting cang thang gia dinh, han
ché tiép can dich vu y té va gido duc stc khoe tinh duc, tir 46 1am suy giam chirc ning
tinh duc ¢ phu nit trung nién.

4.1.3.6. Thiéu giao tié}) nhu cau tinh duc véi ban tinh

Két qua nghién ciru cho thay phu nit khong trao doi hodc né tranh chia sé nhu cau tinh duc
v6i ban tinh ¢6 nguy co RLCNTD cao gap 2,36 lan so v6i nhom giao tiép thuong xuyén
(aOR =2,36; KTC 95%: 1,13-5,08; p = 0,025). Két qua nay phan anh dic trung vin hoa,
khi tinh duc van thuong duoc coi la vén dé nhay cam; cac nghién ctru dinh tinh tai Ha N61
ciing ghi nhan nhiéu phu nit e ngai trao d6i cdi md do lo ngai bi danh gia, déng thoi chiu

anh huéng ciia bat binh dang gidi va han ché quyén quyét dinh trong gia dinh.>424
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Phat hién cua ching t6i phi hop voi bang ching qudc té. Tong quan hé thdng trén
135 nghién ctru tai 41 quéc gia xac dinh bat mén trong quan hé vo chong 1a yéu té
nguy co quan trong, bén canh cac yéu té y sinh hoc va tdm 1y.%° Phén tich tong hop
nam 2020 ciing cho thay giao tiép tinh duc hiéu qua c6 mdi lién quan thuan chiéu véi
ham muén, hung phan, cuc khoai va diém FSFI, trong khi giao tiép han ché thuong
di kém giam thoa man.?*® C4c nghién ctru tai An Do, My va nhiéu quc gia khac ciing
nhan manh vai tro then chét cua giao tiép trong viéc duy tri strc khoe tinh dyc.24248
Do d6, ting cuong chat luong giao tiép vo chong nén dugc xem la thanh phan quan
trong trong dy phong va can thi¢p RLCNTD.

T6m lai, nghién ctru cta chung toi di xac dinh mot s yéu t6 lién quan dén rdi loan
chirc nang tinh dyc & phu nit, bao gdm trinh d6 hoc véan thap, nghé nghiép doi héi lao
dong tri dc/ap luc cao, thire khuya, it hoat dong thé chét, thu nhap thap va thiéu giao
tiép nhu cau tinh duc véi ban tinh.

4.1.3.7. Cdc yéu t6 khac

Trong nghién ctru nay, mot sb yéu to thuong duge dé cap trong y van nhu tudi, BMI,
s6 con, phuong phap sinh va bién phap tranh thai khong cho thdy mdi lién hé c6 ¥
nghia thong ké véi RLCNTD. Diéu nay khac voi nhiéu nghién ctru qubc té ghi nhan
giai doan 40—50 tudi (chuyén tiép sang mén kinh) c6 thé di kém cac bat thuong vé

chirc ning tinh duc.'”!8:207

Khi so sanh hai nhém tudi 40-45 va 46-50, chung t6i khong ghi nhan sy khac biét co
¥ nghia vé RLCNTD. Kha ning cao két qua niy lién quan dén dai tudi hep ctia mau
(chi 40-50 tubi), khién khé quan sat xu hudng ting theo tudi nhu & cac nghién ctru
¢6 pho tudi rong hon.

Tuong tu, du thira can va béo phi dugc chimg minh 1am tang nguy co RLCNTD thong
qua co ché noi tiét, chuyén hoa va tim 1y—xa hoi,>* muc d6 phan bé BMI trong miu
c6 thé chua du da dang dé phat hién mdi lién quan tiém an.

S con ciing khong lién quan dang ké voi RLCNTD, phu hop véi bdi canh Viét Nam,

noi da s6 phu nit ¢ tir 1-2 con, véi ti suat sinh trung binh ndm 2021 13 2,11 con/phu
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nir.>*° Cac phuong phap tranh thai ciing khong cho thdy méi lién hé rd rét; mot sb
nghién ctru cho rang céc bién phap kém hiéu qua cé thé 1am phat sinh lo ngai vé nguy
co mang thai ngoai y mudn,?*">>? trong khi nhiéu nghién ctru khic khong ghi nhan
Kkhac biat, 211253255

Nhin chung, cac két qua nay goi ¥ han ché vé tinh da dang ctia quan thé nghién ctru
va nhan manh nhu ciu nghién ctru doc, v6i ¢& mau 16n va qu?m thé da dang hon,
nham danh gi4 chinh xac hon vai trd clia cdc yéu to nhan khau hoc, sinh san va 16i
sdng d6i v6i RLCNTD ¢ phu nit.

4.2. Hiéu qua ciia liéu phap truyén té bao goc trung mé tu than tir mé mé doi
v6i chire ning tinh duc, sirc khée tim thin va chét lwgng cude séng & phu nir
40-50 tudi tai Bénh vién Pa khoa Quéc té Vinmec

4.2.1. Tinh an toan ciia phwong phdp truyén té bao goc trung mé tw than tir mé mé
Nghién ctru duge tién hanh trén 50 phu nit, phan ngiu nhién ty 18 1:1 vao hai nhém
can thiép. Tai thoi diém ban dau, hai nhom twong duong vé tudi, BMI va thoi gian
mac RLCNTD (trung binh khoang 2 nim); khéng ghi nhén tién sir ung thu. Khong
c6 trudng hop hut thude 13 va ty 18 s dung rugu/bia hang ngay thap. Cac dic diém
nén khong khac biét co y nghia théng ké gitta hai nhom (p > 0,05), bao dam tinh dong
nhét trudc can thiép.

San pham TBGTM dugc phan lap tir md md ty than, nudi ciy ting sinh va truyén 2
dot cach nhau 3 thang véi liéu chudn 1x10° té bao song/kg, qua duong truyén tinh
mach. Sé lugng té bao truyén trung binh xap xi 55 dén 58 triéu mdi 1an truyén va
tuong duong giita hai nhom. Liéu truyén va dudng dung nay da duoc bao céo 1a tuong
d6i pho bién va an toan trong cac thir nghiém 1am sang.?>%2%7. Tat ca cac 16 té bao déu
dat tiéu chi cia TBGTM voi ty 1€ duong tinh CD73, CD90, CD105 >98%, marker
am tinh <2%, ty 1¢ séng >70%, am tinh vé1 mycoplasma, vi khuén, vi nam, no1 doc
t6 <5 EU/mL va karyotype binh thudng. Cac tiéu chi nay cho thdy chat luong san
pham oOn dinh, bao dam an toan sinh hoc va twong déng véi cac nghién ctu trudc

déy.258,259
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Hién nay, xac dinh lidu t6i wu va tan suét sir dung TBGTM van la thach thirc. Liéu
trong cac thir nghiém 1am sang dao dong tir 2x10% dén 1,5x107 té bao/kg can niang;>*"
262 ngoai ra, mot sd nghién ctru béo céo lidu tir 1x107 dén 9x10® té bao, khong dicu
chinh theo cén ning.?¢'2%* Sir khéac biét vé ty 1¢ séng va hoat tinh sinh hoc giita cac
ngudn TBGTM khién viéc chuan héa cang khé khin. Lidu cao c6 thé ting nguy co
bién ¢6 lién quan dén truyén té bao nhu tic mach vi tudn hoan hodc phan tng mién
dich, trong khi liéu thap c6 thé khong du hiéu qua. Tan suat sir dung ciing rat da dang:
mot s6 nghién ctru chi truyén mot 1an,%°"?% trong khi cac nghién ctru khac khuyén
nghi truyén nhéc lai nhi¢u 1an d€ duy tri higu qua.”*

Trong bdi canh d6, chiing t6i chon lidu 1x10° t& bao séng/kg vi nam & khoang gitra
dai lidu da duoc sir dung va duoc xem la can bang giita hiéu qua va an toan. Dong
thoi, do nghién ctru hién tai duoc thiét ké ndi tiép Pha I, ching t6i duy tri cting phéc
d6 (1x10° té bao/kg, nhic lai sau khoang 3 thang) nhim bao dam tinh nhit quan,
thuan loi cho so sanh, va vin nim trong khoang liéu di duoc bao céo an toan trén
ngudi. !

Vé tinh an toan, quy trinh thu hoach mé m& va truyén TBGTM tir md md cho nguoi
tham gia c6 RLCNTD khong ghi nhan bién cb bat lgi nghiém trong nao lién quan
truc tiép dén lidu phap. Khong xuét hién sbt, phan vé, phan tng di tng hoic nhiém
trung tai vi tri truyén, cho thdy quy trinh duoc thuc hién bao dam vo khuan va co kha
ning dung nap tot. Tong cong ghi nhan 15 bién cd bat loi, chii yéu mirc 46 nhe. Trong
s6 nay, 4 trén 15 bién c¢b (26,7%) duoc danh gia co lién quan dén can thiép, cha yéu
1a dau dAu sau truyén (3 truong hop) va dau tai vi tri truyén (1 trudng hop); cac triéu
ching déu nhe, tu hdi phuc va khong can can thi¢p diéu tri dic hiéu.

Ngoai ra, so vdi cac duong dung khac nhu tiém dudi da hodc tiém tai chd, duong
truyén tinh mach duoc ghi nhan c6 kha ning mang lai hiéu qua diéu tri cao hon.**
266 K t qua an toan trong nghién ctru ndy phi hop véi nghién ctru pha I cia Nguyén
Thanh Liém va cong su (2021) trén 31 ngudi tham gia suy giam noi tiét t5, cho thay

truyén tinh mach TBGTM tir md m& ty than c¢6 do an toan cao.'”!
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Mic du cac két qua trén tng ho tinh an toan ngin han va trung han cua liéu phap
trong pham vi theo dbi 12 thang, viéc dién giai vé tinh an toan dai han van can duogc
can nhéc than trong. Pbi vai cac lidu phap y sinh tién tién nhu TBGTM, cac bién ¢b
hiém hodc xuét hién mudn co thé khong duge phat hién trong cac nghién ciru ¢ c&
mAu nho va thdi gian theo ddi con han ché. Bén canh dé, nghién ctru nay ghi nhan xu
huéng cai thién chirc ning tinh duc, triéu chimg man kinh, strc khoe tim than va chét
luong cudc sdng dén thoi diém 12 thang; tuy nhién, chua c6 di bang chimg dé khang
dinh li¢u cac hi€u qua nay co tiép tuc dugc duy tri 6n dinh hay suy giam sau thoi gian
theo ddi trén. Do d6, cac két qua vé hiéu qua va an toan cua liéu phap can dugc dién
gidi trong gi61 han thoi gian theo doi ciia nghién ctru hién tai. Trong tuong lai, cac
nghién ctru tiép theo, dic biét 13 cac thir nghiém pha III voi ¢& miu 16n hon va thoi
gian theo doi dai hon, can duoc thyuc hién nhim danh gia déy dt hon d6 bén virng cua
hiéu qua diéu tri, nguy co tai xuét hién triéu chung cling nhu céc van dé an toan dai
han cua li¢u phap.

4.2.2. Thay déi nong d¢ estradiol huyét thanh (E2) va néng dé hormone kich thich
nang trung (FSH)

Thiéu hut estrogen duoc xem 13 co ché trung tm gay ra nhiéu bién déi sinh Iy va tim 1y ¢
phu nit giai doan quanh/sau mén kinh, qua d6 1am suy giam chat luong cudc sdng va chic
nang tinh duc. Céc biéu hién cta hoi chung ni¢u sinh duc nhu kh6 am dao, dau khi quan
hé, ciing véi rdi loan gidc ngn va thay ddi khi sic, c6 thé tac dong truc tiép hodc gian tiép
dén chirc nang tinh duc. Vi vay, RLCNTD nit can dugc quan tdm dung mirc trong cham
soc suc khoe phu nir giai doan man kinh.

Thiéu hut estrogen c6 lién quan chiat ché dén nguy co gia ting cac bénh Iy tim mach, lodng
xuong, hoi chimg chuyén hoa va suy giam nhan thie.2°”2% Day 14 co ché nén ciia suy giam
chirc ning budng trimg va thuong di kém nhiéu triéu chimg 1am sang nhu rdi loan vén
mach, kho 4m dao, giam ham mudn, réi loan gidc ngt, mét moi va dau co xuong khép.2®
O phu nit trung nién giai doan quanh va sau méan kinh, suy giam chirc ning tinh duc duoc
cho 12 chu yéu do tic dong bat lgi cua tinh trang thiéu hut estrogen.'®> Nhiéu bang chimg

cho thiy mirc d6 suy giam chirc ning tinh duc lién quan chit v6i giam nong do estradiol,
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trong khi khong ghi nhan tuong quan dang ké véi ndng do testosterone.'*® Ngoai ra, phu
nir sau méan kinh c6 nguy co méc hoi chimg chuyén héa cao gap 3,54 lan va tbc d6 mat
xuong nhanh hon dang ké so vi phu nit truée mén kinh.?”° Trén co s¢ d6, nghién ctru nay
Iyra chon E2 1a mot chi s6 danh gia chinh.

Trong nghién ctru ndy, ndng d6 E2 va FSH khong ghi nhan khac biét c6 ¥ nghia théng ké
gitra nhom can thi¢p sém va nhom dbi chiig (can thi€¢p mudn) tai cac thoi diém trudc can
thiép, sau 1, 3, 6 va 12 thang, véi tat ca cac phép so sanh déu co p > 0,05. Do do, chua du
bang chimg cho thay liéu phap truyén TBGTM tu than tir md md tao ra khac biét rd rét vé
E2 hoic FSH gitra hai nhom trong thoi gian theo ddi. Két qua nay goi y TBGTM-MM c6
thé tac dong chu yéu theo co ché tai chd thong qua can tiét, sinh mach va diéu hoa mién
dich, hon 12 1am thay ddi tryc tiép cac chi s6 noi tiét hé théng. Cu thé, tac dung can tiét va
tai tao mo tai chd 1 co ché trung tAm dugc ghi nhan trong nhiéu nghién ctru tién 14m sang.
TBGTM-MM tiét ra cac yéu td ting truong va cytokine nhu HGF, VEGF, IGF, FGF-2,
EGF gitip kich thich ting sinh t& bao, trc ché apoptosis va thuc ddy mo ton thuong. Cac
yéu t6 ting sinh mach nhu VEGF, PDGF, Ang-1 va Ang-2 gop phan hoat héa tan sinh
mach va cai thién tudi mau mo dich, tir d6 hd tro phuc hdi cAu triic va chirc nang tai ving
niéu sinh dyuc.”’' Trén m hinh chudt mén kinh teo niém mac 4m dao do cét budng trimg
(gay thiéu estrogen), tiém TBGTM-MM vao dudi niém mac 4m dao lam ting biéu hién
VEGF va VEGFR-1 tai ca biéu m6 1an m6 lién két cua niém mac 4m dao, déng tho1i tang
biéu hién Bcl-2 trén hoa mé mién dich va cai thién do day biéu md 4m dao so voi nhom
chimg, cho thdy vai tro tan sinh mach méu va tic ché apoptosis cia ADMSC trong phuc
hdi m6 tai chd.!

Ngoai ra, cac thi ngoai bao, dic biét 1a exosome tir TBGTM day ron mang theo mARN,
miARN va protein diéu hoa ti tao, c6 kha nang thic déy tang sinh, di cu biéu mé Am dao
va hinh thanh mach m&i. Trén m6 hinh chudt man kinh, ucMSC-ex nap trong hydrogel
Jam ting marker Ki67 va CD31, cai thién d6 day biéu mé am dao theo co ché doc lap véi
hormone, goi ¥ tiém ning diéu tri thay thé cho phu nit ¢6 chéng chi dinh véi liéu phép
estrogen.”’”> Thém vao d6, TBGTM-MM c6 kha niang diéu hoa mién dich va giam viém

cuc bo thong qua tiét cac phan tir can tiét nhu PGE2, IDO va TGF-B, tir d6 tre ché dap tng
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cta t& bao T hudng viém (Th1/Th17) va ting hoat tinh t bao Treg (FoxP3+), dong thoi
thiic ddy chuyén cyc dai thyuc bao tir kiéu hinh M1 sang M2, cai thién vi moi trudng md
va tao diéu kién thuan loi cho tai tao mé tai chd.”” Trong thuc nghiém, tiém TBGTM tir
tity xuwong sau phau thudt 4m dao ¢ chudt gia lam giam s6 luong dai thuc bao CD68+ va
ty 1€ CD68+/TNF-o:+ tai vi tri ton thuong so voi nhom ching, déng thoi cai thién dac tinh
co sinh hoc (tensile strength) cia mé 1anh tai ngay 30 sau phau thuat, phtt hop vé6i co ché
giam viém gan lién voi phuc héi mo.?”! Trén mé hinh chuét t6n thuong am dao do xa tri
(25 Gy), phirc hop chat nén protein sinh hoc (collagen 3D) mang TBGTM dit tai chd gitp
tai tao biéu m6 am dao, ting biéu hién MUC1 va PCNA, cai thién d6 day biéu mo tuong
dwong nhom chimg, déng thdi gop phan giam hep va co rat 4m dao, thong qua co ché
paracrine va kich hoat con duong tin hiéu NF-kB.?* Cac két qua nay nhat quan voi gia
thuyét rang TBGTM-MM hoat dong nhur mét liéu phap “stra chira mé tai chd” thong qua
can tiét, sinh mach va diéu hoa mién dich, qua do cai thi¢n tri¢u ching va churc nang tinh
duc ngay ca khi E2 va FSH khong thay ddi rd rét.

4.2.3. Thay déi chi sé chivc néing tinh duc nir (FSFI)

Nghién ciru niy ap dung Female Sexual Function Index (FSFI) - thang do chuan hoa, dugc
dung rong rdi dé danh gia chiic nang tinh duc & phy nit. Piém cat < 26,55 dugc dé xuat
nhdm nhan dién RLCNTD, v&i d6 nhay va do dic hidu tét khi so voi danh gia 1am sang.
FSFI di duoc kiém dinh trén nhiéu nhém phu nit, bao gdm tién méan kinh, quanh man kinh
va sau man kinh.

Két qua nghién ctru cua ching t6i cho thdy nhom A cai thién 13 rét sau can thiép: diém
FSFI tong tang tir 19,8 1én 26,4 tai thoi diém 6 thang (ting 6,6 diém, twong duong 33,3%),
trong khi nhom B gan nhu khong thay d6i (20,1 xubng 19,9). Su khac biét giita hai nhém
tai 6 thang c6 ¥ nghia théng ké (p < 0,001). Tai thoi diém 6 thang, nhém A cai thién co ¥
nghia & ca 6 linh vuc: ham muén (2,76 1én 3,72; p <0,001), hung phén (2,78 1én 3,94; p =
0,003), boi tron (3,59 1én 4,74; p = 0,005), khoai cam (3,25 1én 4,51; p = 0,003), thoa man
(3,33 1én 4,51; p < 0,001) va dau khi giao hop (4,08 1én 4,96; p = 0,015). Cac két qua nay
goi ¥ truyén TBGTM ty than lién quan dén cai thién FSFI tong va cai thién nhét quan &
cac linh vyc thanh phan trong thoi gian theo déi.
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Mot dic diém dang chu y 1a hi¢u qua xut hién sém tir mdc 3 thang. Cu thé, tai 3 thang,
nhom A ghi nhén cai thién c6 y nghia & 4 trén 6 linh vuc (boi1 tron, khoai cam, thdéa man,
dau khi giao hop) véi p < 0,05; dén thoi diém 6 thang, cai thién md rong toan dién & ca 6
[inh virc. Dién tién theo thoi gian ndy ciing ¢d tinh nhat quan ctia dap tmg va cho thay cai
thién khong chi tap trung vao mdt khia canh don 1€.

Trong 6 thang dau theo ddi, md hinh anh hudng hdn hop cho thay xu huéng thay doi theo
thot gian khac biét gitra hai nhom. Theo mo hinh, nhém A tang trung binh khoang 0,97
diém sau mbi thang can thiép (p <0,001), trong khi nhém B hau nhu khong thay doi va co
xu hudng giam nhe (udc tinh khoang -0,07 diém mdi thang). Hé s6 twong téc can thiép va
thoi gian cho thay toc do cai thién theo thoi gian & nhém A cao hon ¢6 ¥ nghia thong ké
so v&i nhdm déi chimg. Két qua nay pht hop véi cac bao céo cho thay sirc khoe tinh than
va thé chat anh huéng dang ké dén sy hai long tinh duc cta phu nit.>”

Trong y van, cac nghién ctru vé HRT & phu nit méan kinh ¢c6 RLCNTD cho thay hiéu qua
thay déi theo loai hormone va dudng ding. Meziou va cong sur (2023) ghi nhan estrogen
am dao nhin chung cai thién FSFI theo liéu, nhung cht yéu & cac linh vuc béi tron, khoai
cam va giam dau.?’® Testosterone ciing dugc bao cdo gitip céi thién chitc ning tinh duc,
dic biét ham mudn va tan suit hoat dong tinh duc thoéa man, nhung thuong dugc khuyén
nghi phbi hop estrogen.””” Bén canh HRT, liéu phap huyét twong gidu tiéu cau (PRP) ciing
cho thiy tin hiéu cai thién: Sacarin va cong su (2025) béo cao PRP tiém 4m dao lam ting
FSFI trung binh 10,1 diém sau 12 tuan (18,2 1én 28,3), tuong tu estriol (ting 9,3 diém) va
khac biét khong c6 y nghia; cai thién tap trung & bdi tron, d6 dan hdi va giam dau khi giao
hop 2™

So véi cac phuong phap diéu tri hién co, khac biét trong nghién ciru ciia chiing t6i khong
chi & muc ting FSFI tong, ma con & tinh toan dién trén 6 linh vuc va dién tién dap tmg
theo thoi gian: nhom A ting 6,6 diém sau 6 thang va cai thién dong thoi & ca 6 linh vurc,

trong khi nhom B hau nhu khong thay doi.

So sanh véi cac nghién ciru lidu phép té bao gdc khac va téng quan hé thong
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So véi cac nghién ctru liéu phap té bao khac, nghién ciru ndy cho thiy truyén TBGTM tu
than lién quan dén cai thién dang ké chirc ning tinh duc nit, thé hién & su gia ting tong
diém FSFI va cai thién dong thoi ca 6 linh vuc tai mdc 6 thang, trong khi nhdém déi chimg
gan nhu khong thay d6i. Cu thé, & nghién ciru hién tai, tong diém FSFI ctia nhdém can thiép
som tang tir 19,8 1én 26,4 sau 6 thang, twong ing tang 6,6 diém, tirc 33,3%, v6ip <0,001;
trong khi nhém chitmng chi thay doi tir 20,1 xudng 19,9. Két qua nay phu hop véi nghién
ctru pha I cta chiing t6i trén 16 phy nit RLCNTD truyén TBGTM mé md tu than dudng
tinh mach va theo doi 12 thang, ghi nhan cai thién ¢ c4 6 linh vyc FSFI va mac d6 hai long
tinh duc & tat ca nguoi tham gia.'!

Mot s6 nghién ctru khac ciing cho thay xu hudng twong tur, du khac biét vé ngudn té bao,
d6i twong nghién ctru va dudng dung. Novara va cong su (2020)279 tai Y nghién ciru trén
10 phu nir sau mén kinh c6 teo 4m dao va son tiéu gang stc, stir dung md md vi phan tu
than (MFAT), 1a ché pham giau TBGTM, tiém vao thanh 4m dao.”” Sau 6 dén 16 thang
theo ddi, tat ca ngudi tham gia déu cai thién triéu chimg 1am sang (giam kho rat, ting boi
tron, giam dau khi giao hop); & mot trudng hop dién hinh, tong diém FSFI tang tir 21,5 1én
29,1 sau 6 thang, twong g tang 7,6 diém, tirc 35,3%. Mirc cai thién ny twong dong véi
nghién ctru hién tai, di c6 khac biét vé duong ding va dic diém ddi twong. Krefft
Trzciniecka va cong sy (2024)°% tai Ba Lan nghién ctru trén 23 phuy nit rung toc di truyén
duoc can thiép bang TBGTM tir nang toc qua tiém da du, ghi nhan sau 6 thang diém FSFI
cai thién c6 y nghia ¢ 2 trong 6 linh virc, gdm hung phan, voi trung vi ting tir 4,8 1én 5,10
(p=0,035), va thdéa man, vdi trung vi tang tir 4,4 1én 4,8 (p = 0,025). Mac du mure cai thién
khiém t6n hon va bdi canh 14m sang hoan toan khéc, két qua nay van goi ¥ rang cac liéu
phap té bao co thé lién quan dén cai thién mot s6 khia canh cua chic nang tinh duc nir.
Tuy nhién, nhin chung bang chimg vé liéu phép té bao gdc trong diéu tri RLCNTD hién
van con han ché. Saltzman va cong su (2023)*! trong phan tich hé théng vé liéu phép té
bao va RLCNTD chi tim thay 5 nghién ctru 1dm sang va 1 nghién ctru trén dong vat dap
{ing tiéu chi lya chon. Trong sb do, chi c6 mot nghién ciru bao céo cai thién cé ¥ nghia &
thang do chat luong séng tinh duc SQOL-F; khi gop dit liéu ctia 29 phuy nit tir 3 thir nghiém
]am sang, diém SQOL-F khong cai thién c6 y nghia thong ké. Nhan dinh nay cho thdy du
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cac két qua budc dau, bao gém ca nghién ctru hién tai, la dang khich 1¢, van can thém céac
nghién ctru quy mé 16n hon, thiét ké ngAu nhién c6 dbi chimg va theo ddi dai han dé cung
cb bang ching vé hiéu qua ciia liéu phap té bao gdc trong cai thién chirc ning tinh duc ni.
4.2.4. Thay déi diém trigu chitng man kinh (AMS)

Thang diém triéu chimg mén kinh AMS 14 cong cu chuan héa, phat trién tir thang
Greene gdc va duogc stir dung rong rii trong 1am sang va nghién ctru vé mén kinh.
Thang gém 20 cau hoi, cham theo mirc Likert 03, chia thanh ba linh vurc: tim than,
thé chat va niéu sinh duc. Hoi man kinh Uc goi y téng diém >15 thudng lién quan
thiéu hut estrogen ¢ muc can can nhic diéu tri; & phu nit c6 tri€u ching, diém thuong
trong khoang 20-50 va c6 thé giam xubng <10 sau 3—6 thang néu diéu tri hiéu qua.
Trong nghién ctru ndy, AMS duoc st dung dé lwong hda mirc d6 thay doi triéu ching
man kinh theo thoi gian va danh gia dap tng diéu tri vé mit 1am sang.

Két qua nghién ctru ndy cho thiy truyén TBGTM tu than tir md md lién quan dén cai
thién tri¢u chung man kinh, v&i muce cai thién rd hon ¢ nhém can thi€p soém. Cu thé,
tong diém AMS ciia nhom A giam tir 26,04 xudng 8,08 tai 12 thang (giam 17,96
diém, twong dwong 69,0% so voi trude can thiép), trong khi nhém B giam tir 22,28
xudng 13,80 (giam 8,48 diém, 38,1%). V& y nghia lam sang, tai 12 thang, diém trung
binh ctia nhém A dé thap hon ngudng >15 va thip hon ngudng dap ung 1am sang
thuong dung 1a <10, cho thdy mirc cai thién khong chi c6 ¥ nghia thong ké ma con co
gia tri thuc hanh l1am sang.

Xét theo tién trién thoi gian, khac biét gitta hai nhém vé téng diem AMS chua duoc
ghi nhéan tai thoi diém trudc can thi€p, sau 1 thang va sau 3 thang (p > 0,05), nhung
bét dau dat y nghia théng ké tir 6 thang (p = 0,014) va tiép tuc duy tri tai 12 thang (p
=0,001). O mbc 6 thang, trung vi tong diém AMS cia nhom A 13 10,0, thap hon rd
rét so voi nhom B 1a 20,0, véi kich thudce hi€u qua 16n (Cohen’s d = —1,0). Dbén 12
thang, khac biét nay van duogc duy tri, v6i trung vi tuong tmg 1a 5,0 [4,0 - 10,0] &
nhém A va 12,0 & nhém B (p = 0,001; d = —0,82). Xu hudng ndy cho thiy hiéu qua
ctia can thiép khong xudt hién som trong thang dau ma boc 16 rd hon tir giai doan sau,

dac biét tir 6 thang tr¢ di.
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Phan tich theo ting linh vuc cho thiy murc cai thién khong hoan toan dong thoi gitra
cac nhom triéu chimg. O linh vyc tam than, diém sd giita hai nhém chua khac biét
trong 3 thang dau, nhung tir 6 thang nhom A thap hon nhom B cé y nghia thong ke,
v6i trung vi lan luot 14 6,0 va 10,0 (p = 0,03; d = —0,66); khac biét nay ti€p tuc duy
tri tai 12 thang, voi trung vi twong tmg 14 3,0 va 6,0 (p = 0,006; d = —0,76). Két qua
nay cho thiy can thiép som gitip cai thién triéu ching tim than rd hon tir sau 6 thang
va duy tri dén 12 thang.

O Iinh vuc thé chat, trong 6 thang dau diém AMS giam nhe & ca hai nhém nhung
chua ghi nhan khac biét c6 ¥ nghia thong ké. Pén 12 thang, khac biét giita hai nhom
moi tréd nén rod rét, voi trung vi & nhém A 1a 2,0 so voi 5,0 6 nhém B (p =0,011; d =
—0,60). biéu nay goi y triéu chiing thé chét cai thién cham hon so véi linh vuc niéu
sinh duc va tdm than.

O linh vuc niéu sinh duc, khac biét gitra hai nhém xuat hién sém hon. Tt mdc 3
thang, nhom A d3 c6 diém thip hon nhom B véi trung vi twong tmg 13 4,0 va 6,0 (p
=0,03; d = —0,63). Khac biét tiép tuc r0 hon tai 6 thang, véi trung vi 1a 3,0 & nhém
A s0 v6i 5,0 & nhom B (p = 0,005; d = —0,85), va duy tri tai 12 thang, vdi trung vi
tuong ung 1a 1,0 va 4,0 (p = 0,002; d = —0,92). Nhu vay, linh vuc ni€u sinh duc la
linh vuc cai thién sém nhét va ciing co kich thudc hiéu qua 16n nhat.

Khi d4nh gia theo ngudng dap ung lam sang voi tong diém AMS <10, nhém A c6 ty
1é dép ing cao hon nhoém B tai tt ca cac thoi diém sau can thiép, nhung chi dat ¥
nghia thong ké tai 6 thang. Cu thé, ty 1& dap img & nhom A so v6i nhom B 1an luot 1a
20,0% so v&i 4,0% tai 1 thang va 28,0% so véi 8,0% tai 3 thang, song khac bi¢t chua
c¢6 ¥ nghia théng ké. Pén 6 thang, ty 1& dap tng ctia nhoém A ting 1én 52,0%, cao hon
13 rét so v6i 12,0% & nhém B (p = 0,005), v6i OR = 7,59. Két qua nay cung cb gia
tri 1am sang cta can thiép sém, khong chi & mirc giam diém sd trung binh ma con &
kha ning dwa ngudi tham gia vé ngudng tridu chimg nhe hoic gan nhu khong con
triéu chung.

Dién bién cai thién khac nhau giita cac linh vuc cho thiy tac dong cia TBGTM c6

thé khong hoan toan gidng cac liéu phap hormone thay thé truyén thong. Trong khi
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HRT b6 sung hormone truc tiép tir bén ngoai va tic dung nhanh (thudng giam mot
ntra diém triéu chimg sau 2-3 thang),”*> TBGTM c6 thé lién quan cac qua trinh phuc
hoi mo va cai thién moi trudng mo budng trimg, > tir d6 tao ra dap tmg 16 hon & giai
doan 6-12 thang. Céc nghién ctru tién 1dm sang cho thiy TBGTM c6 thé hd tro phat
trién nang nodn va ting san xuat estrogen noi sinh thong qua cac co ché nhu thuc day
tan sinh mach (VEGF), tc ché qua trinh apoptosis (HGF, IGF 1) va diéu hoa truc
dudi doi tuyén yén budng trimg. 285 Tuy nhién, trong bdi canh nghién ctru nay, mic
cai thién triéu chimg nhiéu kha niang khong chi phu thudc vao co ché noi tiét ma con
lién quan dén tac dung can tiét, chdng viém, diéu hoa mién dich va hd trg tai tao mo.
Su cai thién trén ca ba linh vuc tAm than, thé chit va niéu sinh duc phu hop voi gia
thuyét vé tac dung da hudng cia TBGTM. O goc d6 cong dong, thuc té cho thay
nhiéu phu nit mén kinh c6 triéu chimg van cha yéu tu chim soc thay vi tiép can diéu
trj chuyén mén. Mot nghién ctru cong dong tai An Do (2025) ghi nhan 92% phu ni
man kinh chi ty cham soc dé giam triéu ching; nhom co diéu kién kinh té—x3 hoi
thap, c6 bénh kém theo hoic it van dong c6 nhiéu triéu chimg hon ¢ ca ba linh vire.?%¢
So v6i y van hién c6, két qua nghién ciru ndy twong ddng véi nhan dinh ring liéu
phap té bao gdc co thé cai thién triéu chimg mén kinh trén nhiéu linh vyre, nhung khac
biét vé& ngudn té bao, thiét ké nghién ctru va thang do khién viéc dbi chiéu can dugc
thuc hi¢én than trong. Ogawa va cong su (2025) tai Nhat Ban st dung TBGTM tir mau
kinh nguyét tu than truyén tinh mach cho 15 phy nit man kinh va ghi nhan diém SMI
giam tir thang 1 dén thang 6, véi cai thién & ca bén nhom triéu chimg.?®” Tuong ty
nghién ciru nay, két qua do cho thiy liéu phap té bao co thé tao ra cai thién da linh
vuc, nhung viéc so sanh truc tiép con han ché do khac biét vé loai té bao, lidu can
thiép va cong cu danh gia.

V&1 TBGTM tur tuy xuong, Igboeli va cdng su (2020) bao cdo hai truong hop suy
budng trimg sém duoc tiém té bao truc tiép vao budng trimg, sau 7 thang ghi nhan
cai thién céc tri¢u ching nhu bdc hoa, 36 md hoi dém va kho rat am dao, déng thoi
estradiol ting va s6 nang noan cai thién.'*® Thir nghiém giai doan I cia Al-Hendy va

cong su cling cho thay giam tan suat con boc hoa, tang estradiol va tai xuat hi¢n kinh
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nguyét sau 6 thang. Cac nghién ciru nay khong sir dung thang do chuan hoa nhu AMS,
nhung dién bién triéu ching va noi tiét déu goi y mdi lién hé gitra cai thién moi truong
md budng trimg va cai thién hoi chimg man kinh.

Pbi voi TBGTM tir md md, cac nghién ciru trude ddy chu yéu tip trung vao khé teo
am dao va chuc nang tinh duc. Kim va cong su (2017) ghi nhan cai thién rd rét chirc
nang tinh dyc va triéu chimg kho teo am dao sau lipofilling két hop PRP.2®
Mashayekhi va cong sur (2021) trong nghién ctru ting licu TBGTM-MM cho 9 phu
nit suy budng trimg ghi nhan 44% c6 kinh trd lai trong vong 1-2 thang sau can thiép,
va 4 bénh nhan c6 FSH giam xubng <25 IU/L. Trong bdi canh d6, nghién ciru nay bd
sung thém bang ching c6 d6i chimg vé kha ning cai thién triéu chimg mén kinh ctia
TBGTM tu than ttr mé md, dac biét khi danh gia béng thang AMS va phan tich theo
tung linh vyec triéu ching.

Ngoai HRT va liéu phép té bao, mot s6 hudng diéu tri khac ciing duge sir dung cho
phu nit khong thé hoic khong mudn dung hormone. Kong va cong su (2008) cho thiy
chiét xuét nhau thai nguoi 1am giam tong diém MRS so vé6i gia dugce va lam ting
estradiol.?®* Cac san pham thao dugc va phytoestrogen duoc dung kha phd bién,
nhung bang chimg chua théng nhat.?*>** Gan day, cac thuéc nham vao co ché bénh
sinh cu thé nhu d6i khang thu thé NK3R dd dugc FDA phé duyét cho bdc hoa mirc
vira dén ning,?*' trong khi SSRI/SNRI hodc gabapentin c6 thé dugc dung cho triéu
chtng van mach va tdm than.>> Tuy nhién, cc liéu phap nay thuong chi tic dong
chon loc 1én timg nhom triéu ching, trong khi két qua nghién ciru nay cho thay
TBGTM c6 thé lién quan dén cai thién ddng thoi trén nhiéu linh vyc ctia hoi chimg
man kinh.

Tom lai, str dung thang AMS theo khuyén nghi ctia Hoi man kinh Uc, nghién ctru ndy
cho thiy truyén TBGTM ty than tr md m& lién quan dén cai thién triéu ching man
kinh trén ba linh vuc tm than, thé chat va niéu sinh duc, véi hiéu qua 16 hon ¢ nhém
can thiép sém. Khac biét vé tong diém AMS chi xuat hién tir 6 thang nhung duy tri
dén 12 thang; trong do linh vuc ni€u sinh duc cai thi€n sém nhét, linh vuc tim than

cai thién tir 6 thang va linh vuc thé chat cai thién rd ¢ 12 thang. Ty 1é dap ung 1am
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sang vd1 AMS <10 6 nhom A dat 52,0% tai 6 thang, cao hon rd rét so vdi nhém B.
Nhitng két qua nay goi ¥ tiém ning Gmg dung cta liéu phép trong cai thién triéu chimg
tién man kinh va man kinh & phu nir trung nién.

4.2.5. Thay déi diém tram cim, lo du va cing thang (DASS-21)

Viét Nam hién nay dang phai d6i mit v6i ganh nang ngay cang gia ting cua céc roi
loan stc khoe tAm than. Theo b4o céo ciia BO Y té nim 2023, ude tinh ¢ khoang
3,2 triéu nguoi Viét Nam méc trAm cam, chiém 3,1% dén s6; trong d6 nhom tudi 18—
29 ¢6 ty 1& cao nhét (5,4%) va phy nit mac nhiéu hon nam gidi (4,2% so v6i 2,1%).2
Ty 1& mic céc rdi loan tim than phd bién duoc udc tinh khoang 14,9% dan s, trong
d6 trAm cam va lo du chiém 5-6%.%** Mot nghién ctru qudc gia trén 3.006 nguoi cao
tudi cho thay ty 18 triéu chimg trAm cam 1a 20,2%, voi nguy co & phu nir cao gip 2,2
1an so v&i nam gidi.>>> Nhitng s6 liéu nay cho thay sy can thiét ctia viéc danh gia c6
hé thng cac tridu chimg tdm 1y bang DASS-21 & nhém phu nit mac RLCNTD trong
nghién clru nay.

Két qua nghién ctru budc dau cho thdy truyén TBGTM tir md md tyr than c¢6 lién quan
dén cai thién 5 rét cac triéu chung trim cam, lo Au va cing thing ¢ phu nit méc
RLCNTD. Tai thoi diém ban dau, tong diém DASS-21 tuong dwong giita hai nhém
(42,7 £ 19,9 6 nhom A so véi 36,8 £ 17,5 & nhom B; p > 0,05). Sau 6 thang, téng
diém DASS-21 ciia nhom can thiép giam trung binh 23,3 diém (tir 42,7 xubng 19,4),
trong khi nhom chtng ciing giam nhung muc giam nho hon (tir 36,8 xudng 30,7). Su
cai thién dugc ghi nhan déng thoi trén ca ba linh vuc cta thang DASS-21 va déu dat
¥ nghia thong ké tai mdc 6 thang. Két qua nay cung cb nhan dinh rang stic khoe thé
chat—tinh than lién quan chit ché va anh huong dén su hai 1ong tinh duc & phu nit.>”
V& tién trién theo thoi gian, khac biét gitta hai nhom bat dau xuat hién tir thang thir 3
¢ linh vyc cang théng (p =0,026), trudce khi tréd nén ro rét va toan dién o mbc 6 thang.
Khi danh gia theo ngudng tri¢u chimg “bénh 1y”, tai 6 thang nhom A c6 ty 1¢ trim
cam 8,0% so vo1 44,0% (p = 0,008), lo au 20,0% so voi 56,0% (p = 0,019) va cang
thang 0% so voi 48,0% (p < 0,001), cho thdy y nghia 1am sang rd nhét tai moc 6
thang. Pén 12 thang, khi ca hai nhém déu da hoan tat hai lan truyén TBGTM, tong
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diém DASS-21 giam vé murc tvong tw nhau (p > 0,05), pht hop voi bdi canh nhém
B duogc can thi€p mudn va khoang céach gitra hai nhom thu hep.

Céc phat hién nay ciing nhit quan voi y van vé mdi lién hé gitta RLCNTD va stc
khoe tAm 1y & phu nir trung nién: phu nit mdc RLCNTD thuong c6 mirc do cing
théng, lo au cao hon va cac triéu chiing nay c6 quan h¢ mat thiét véi mic do thoa
man tinh dyc. Nghién cttu trén phu nit man kinh tai Iran ghi nhan téi 88,7% co r6i
loan chtrc ning tinh duc, dong thdi diém cing thang, lo Au, trim cam tang cao va lién
quan cd y nghia v4i suy giam chirc ning tinh duc (p<0,05).%”® Nghién ctru cia Kirat
va cong su (2025) trén 300 phu nit 18—70 tudi cho thdy twong quan nghich gitta chirc
nang tinh duc va cac triéu ching trdm cam, lo au, cing thang.””’ Tuong tu, nghién
ctru ciia Jenabi va cong sy (2025) trén phu nir suy giam chiic nang budng trimg sém
ghi nhin twong quan nghich manh giita diém DASS-21 va cac chi s chirc ning tinh
duc (hé s6 twong quan r t6i —0,65).%® Nhimng bang chimg nay goi ¥ cai thién RLCNTD
c6 thé di kém cai thién sirc khoe tam ly, bén canh kha nang tdn tai cac tac dong sinh
hoc truc tiép cua liéu phap.

Mic du khong thé so sanh truc tiép d6 10n thay doi giita cac nghién ctru do khac biét
vé dbi tuong, muc do tri€u ching ban dau va loai can thiép, két qua trong nghién ctru
ndy van cho thiy xu hudng pht hop véi mot sb can thiép khac sir dung DASS-21 &
phu nit c6 RLCNTD. Thir nghiém ngau nhién tai Iran ctia Roudsari va cong su (2019)
cho thay tu van tinh duc theo mo hinh PLISSIT & phu nit sau sinh ¢c6 RLCNTD lam
giam tong diém DASS-21 tir 9,6 xudng 3,3, trong khi nhém ching gan nhu khong
d6i (9,2 xudng 8,7; p = 0,026).2%° Du khac biét vé ddi twong va bdi canh nghién ctru,
cac két qua nay déu cho thay cai thién chic ning tinh duc thuong di kém giam triéu
chung tam 1y, dic biét 13 cang thang va lo au.

Nhiéu can thiép tdm 1y va hanh vi nhu liéu phap chip nhan va cam két (ACT) hay
cac chuong trinh chanh niém & phu nit tién méan kinh ciing cho thay hiéu qua giam lo
au, trAm cam, cang théng va cai thién strc khoe thé chat, tinh than khi danh gia béng
thang DASS-21.29%3" Tuy nhién, trong khi cc can thiép tim Iy thuong dap tmg sém
(4-8 tuan), liéu phap TBGTM trong nghién ciru ctia chiing t6i cho thay xu hudng cai
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thién ting dan va rd nhat tai 6 thang, goi ¥ co ché tic dong khac biét va kha nang duy
tri hiéu qua 1au dai hon.

Tac dong cua té bao gdc trung md tu than tr mdé md 1én stc khoe tAm than co thé
dugc 1y giai theo hai co ché bd sung 1an nhau. Trudce hét, tac dong nay co thé dién ra
gian tiép thong qua cai thién chirc ning tinh duc. O phy nit tién man kinh, réi loan
chirc nang tinh duc thudng di kém véi lo au, trdm cam va suy giam chat lugng song;
vi vay, khi cac linh vuc nhu ham mudn, hung phén va muc do théa man tinh duc duoc
cai thién, trang thai cam xuc va su ty tin cia ngudi bénh cling co thé duoc cai thién
tuong tng.*”?”! Bén canh co ché gian tiép 46, cac bang chimg tién 1am sang gan day
cho thiy té bao gdc trung mé c6 kha niang anh hudng dén cac qua trinh sinh hoc lién
quan dén sirc khoe tim than. Trong cac mé hinh thyc nghiém, liéu phap nay lam giam
cac hanh vi giéng lo 4u va trAm cam, ddng thoi diéu hoa hoat dong cuia hé serotonergic
trung wong va ting tin hiéu BDNF/TrkB, 14 nhiing co ché 6 vai trd quan trong trong
diéu hoa cam xtc.’”? Pang cht ¥, t& bao gdc trung md tir mé md da duoc ching minh
c6 kha nang lam giam hanh vi giong trAm cam do stress nhe man tinh thong qua hoat
héa truc Nrf2/HO-1, e ché TLR4/NF-«B va giam hoat hoa microglia theo hudng
tién viém, tir 46 gdp phan han ché viém than kinh.?”> Ngoai ra, cac nghién ctru khac
va cac tong quan gan dy ciing cho thiy nhom té bao nay c6 thé lam giam céc cytokine
tién viém, ting biéu hién cac yéu t6 dudng than kinh nhw BDNF va VEGF, thic day
tan sinh than kinh tai hippocampus va qua d6 c6 thé gop phan cai thién diéu hoa cam
xac.3® Tur cac dir liéu trén, co thé thiy tac dong tich cuc cua lidu phap té bao gbc
trung mo tu than tir mé m& 1én sirc khoe tim than co thé khong chi 1a hé qua thir phat
sau cai thi¢n chirc nang tinh duc, ma con co thé lién quan dén cac co ché sinh hoc
nhu diéu hoa viém, tinh déo than kinh va hé dan truyén than kinh trung wong. Tuy
nhién, cAn nhin manh rang bang chimg truc tiép trén ngudi hién van con han ché, do
d6 viéc giai thich co ché & thoi diém hién tai chi yéu van dua trén cac dit liéu tién
1am sang.>’**% Trong nghién ctru nay, chung t6i chua do tryc tiép cac chi dau sinh 1y

tai chd, cac dau 4n viém than kinh hodc yéu tb dudng than kinh, d@)ng tho1 chua thuc
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hién phan tich trung gian; vi vay chua thé xac dinh co ché nao dong vai tro chu dao
trong su cai thién diém DASS-21 sau can thiép.

Bén canh do, can luu y rﬁng nghién ctru can thiép duoc thiét ké nhan ma, do dac thu
ctia quy trinh tach chiét, nudi cdy va truyén TBGTM ty than. Vi vy, cac két qua tu
bao céo nhu FSFI, DASS-21, AMS va UQOL c6 thé chiu anh huéng nhét dinh boi
hiéu ing ky vong diéu trj hodc xu hudng bédo céo tich cuc sau can thi€p. Mac du thiét
ké nhém ching chd gitp tao co so so sanh trong 6 thang dau, thiét ké nay chua thé
kiém soat hoan toan cac sai s6 lién quan dén viéc khong 1am mu. Do d6, cac két qua
cai thién vé chirc nang tinh duc, tri¢u chung tam ly va chat lugng cudc séng can duoc
dién giai than trong. DAy ciing 14 co s& dé cac nghién ctru tiép theo, dic biét 14 thi
nghiém pha III, nén huéng t&i thiét ké ngau nhién c6 d6i chimg, c6 gia duge va lam
mu néu kha thi, ddng thdi bo sung céac chi sé khach quan nhim danh gia hiéu qua can
thiép chat ché hon.

4.2.6. Higu qud cdi thi¢n chit lwong cudc song tinh duc niy

Thang danh gia UQOL la cong cu dugc phat trién chuyén biét dé do luong CLCS ¢
phu nit quanh man kinh va sau man kinh, nhdn manh “cam giac hanh phac” (sense of
well-being) thay vi chi tap trung vao triéu ching. Thang UQOL da dugc chung thuc
tinh hiru ich trong danh gia CLCS & phu nit giai doan chuyén tiép man kinh tai nhiéu
qudc gia nhu My,'” Tho Nhi Ky,*** va Trung Qudc.””’ Trong nghién ciru nay, diém
UQOL (tong diém va cac linh vuc) dugc chuyén doi vé thang 0 dén 100 dé thuan tién
so sanh va dién giai. Nho tip trung vao cam nhan chit lugng séng tong thé, UQOL
phu hop dé phan anh tac dong toan di¢n cua cac can thi€p diéu tri.

Trong nghién ctru cta ching t6i, diém UQOL trudc can thiép khong khac biét co ¥
nghia giita hai nhom (nhom A: 60,87; nhom B: 68,04; p > 0,05). Sau 6 thang truyén
TBGTM, nhom A c6 diém UQOL cao hon r0 rét so voi nhom B ¢ ca bdn linh vyc:
cong viéc (66,71 so vdi 48,71; p < 0,001), stic khoe (61,40 so vdi 49,80; p =0,001),
tinh than (73,00 so v&i 62,00; p = 0,005) va tinh duc (53,33 so vdi 28,00; p < 0,001).

Tuong tmg, tong diém UQOL ctia nhém A ciing cao hon ¢6 ¥ nghia thong ké so véi
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nhoém B (65,17 so véi 52,04; p < 0,001), goi y can thiép lién quan dén cai thién chat
luong cudc sdng da chiéu tai thoi diém 6 thang.

Trong céc linh vuc cua UQOL, linh vuc tinh duc thay d6i ndi bat nhat (tang 5,66 diém
& nhoém A so vé6i giam 20,67 diém & nhom B), phu hop v6i xu hudng cai thién chirc
nang tinh duc theo FSFI. M6 hinh anh hudng hdn hop trong 6 thang dau cho thiy xu
hudng bién thién theo thoi gian khac nhau gitta hai nhom: nhom A ting trung binh
0,72 diém mdi thang, trong khi nhém B giam trung binh 2,74 diém mdi thang. Tuong
tac Can thiép x Thoi gian c6 ¥ nghia thong ké (B = —3.,45; p = 0,001). Két qua nay
cho thdy xu hudng thay d6i tong diém UQOL theo thdi gian khac biét c6 ¥ nghia
thng ké gitra hai nhom, v6i muc cai thién theo thoi gian cao hon & nhém A so voi
nhom ddi ching. Dén 12 thang, khac biét gitta hai nhom khong con co y nghia thong
ké (nhom A: 73,78; nhom B: 73,91; p > 0,05); pht hop véi thiét ké dbi chung chd khi
nhém B dugc truyén TBGTM sau 6 thang, khién muc ci thién tién gin nhém A theo
thoi gian.

Céc bang chimg vé HRT dbi v6i chat lugng cudc séng nhin chung khéng dong nhét
va phy thudc mirc d6 triéu chimg ban dau ciing nhu thang do. Utian va Woods (2013)
ghi nhan rang HRT gitp cai thién dang ké CLCS chuyén biét cho giai doan méin kinh
& nhitng phu nif ¢6 triéu chimg tir trung binh dén ning. Tuy nhién, & nhém phuy nir co
it hodc khong c6 triéu chimg nghiém trong, HRT khong mang lai cai thién dang ké
vé CLCS lién quan dén sitc khoe hoic CLCS tong thé.>®® Nghién ctru ctia Balanian
va cong su (2006) cho thdy nhitng ngudi sir dung HRT dat diém cao hon ¢ 3 trong sd
4 linh vuc danh gia CLCS: cong viée (p = 0,046), tinh than (p = 0,03), va doi séng
tinh duc (p < 0,05). Tuy nhién, khong c6 su khac biét dang ké trong linh vuc stc
khoe.’*® Tuong tu, phan tich tir Chuong trinh Sang kién Strc khoe Phu nit (Women’s
Health Initiative - WHI) do Hlatky va cong su (2002) ciing cho thdy HRT khong cai
thién CLCS lién quan stc khoe hoic CLCS tong thé ¢ phu nit khong c6 triéu chimg
van mach nang.>"” So véi cac két qua nay, dit liéu UQOL cua chung t6i goi y TBGTM
c6 thé lién quan dén cai thién CLCS, noi bat tai thoi diém 6 thang, va can duoc dién

giai trong bdi canh thiét ké dbi chung cho ciing nhu dién tién theo thoi gian.
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So sanh véi cac nghién ciru lidu phdp té bao goc khdc

Mic du ¢6 nhiéu nghién ctru liéu phap té bao gdc khac, s nghién ctru danh gia CLCS
mdt cach hé théng con han ché. Tompkins va cong su (2017) trong mot thir nghiém
ngau nhién vé cai thién strc khoe ngudi cao tudi ghi nhan phu nit duoc truyén TBGTM
c6 xu huong cai thién CLCS tinh duc theo thang Sexual Quality of Life-Female,
(SQOL-F) so véi d6i chtng; dir liéu tong hop tir 7 phu nit (20—100 triéu té bao; ngudn
tiy xuwong dong loai hoic ddy rén), diém SQOL-F ¢ nhém can thiép so v6i nhom d6i
chtng dao dong theo thoi gian va khong dat dugc ¥ nghia thong ké. Mot sd han ché
dugc ghi nhan bao gdm kich thudc mau nho va viée chic niang tinh duc khong duoc
x4c dinh 12 tiéu chi danh gia chinh trong nghién ctru.3%%-3%

Saltzman va cong su (2023) cho thiy bang chimg vé liéu phap té bao trong diéu tri
RLCNTD con han ché. D mot sé nghién ciru riéng 1é ghi nhan cai thién SQOL-F
hodc hai long tinh duc, phéan tich gop 29 phu nit tir ba thir nghiém khong cho thay
khac biét c6 y nghia thong ké vé SQOL-F 8!

Tém lai, dit liéu UQOL trong nghién ciru cta chiing toi cho thay truyén TBGTM tir
mo md ty than lién quan dén cai thién CLCS da chiéu & phu nit giai doan quanh méin
kinh va sau man kinh, thé hién & ca bon linh vuc cong viée, stc khoe, tinh than va
tinh duc. Hi€u qua cai thi¢n ro rét nhét duoc quan sat tai thoi diém 6 thang, sau do
murc do khac biét gitra nhom can thi€p va nhom ching dan thu hep ¢ thoi diém 12
thang (trong bdi canh nhom ddi chimg chd duge can thiép). Két qua ndy goi mo tiém
ning cta liéu phap trong viéc nang cao chét lugng séng va cam nhan hanh phuc tong
thé ctia phu ni.

4.2.7. Y nghia y té cong céng, tinh khd thi va khd néng trién khai

Tir gbc d0 y té cong cong, RLCNTD & phu nit trung nién khong chi 1a van dé y khoa
ca nhan ma con anh hudng dén sirc khoe tam than, chat luong cudc séng, mdi quan
hé vo chong va kha nang tiép can dich vu chiam soc stc khoe sinh san.’'? Trong bbi
canh do, két qua nghién ctru nay cung cép dir liéu ban dau vé ganh ning RLCNTD
va goi ¥ tiém ning cua hudng can thiép méi & phu nit 40 - 50 tudi trong quan thé

nghién cuu.



128

Tuy nhién, li¢u phap TBGTM ty than tr mé md 1a mot can thi¢p y sinh k¥ thuat cao,
doi hoi quy trinh thu thap mé md, phan 14p, nudi ciy, kiém soat chat luong té bao,
bao dam vo khuan va theo ddi an toan sau truyén.’’ Vi vay, kha nang trién khai rong
rai trong hé théng y té hién nay con phu thudc vao nang luc co sé vat chét, nhan luc
chuyén mon, hé thong quan 1y chat lugng va quy trinh thao tic chuan.’'! Do dé, viéc
mg dung va mé rong liéu phap chi nén duoc xem xét tai cac co s6 y té dap ung day
du diéu kién k¥ thuat va ning luc giam sat an toan.

Bén canh d6, chi phi cta liéu phap té bao gdc tir than c6 thé trd thanh rao can dang
ké d6i v6i kha nang tiép can ctia nguoi bénh, dic biét néu trién khai ngoai pham vi
nghién ctru.>'? Do vy, trude khi xem xét khuyén nghi ap dung rong rii trong thuc
hanh 1am sang, can c6 thém cac nghién ctru véi quy mo 16n hon, thoi gian theo ddi
dai hon va cac danh gia kinh té y té toan dién. Cac danh gia ndy cAn xem xét chi phi
diéu tri, hiéu qua chi phi, kha ning chi tra va ganh ning chi phi ddi voi hé théng y
té. Nhing dit liéu bd sung nay s& gop phan xac dinh pham vi tng dung va muc do vu
tién cta liéu phap TBGTM trong chién lugc chiam soc ste khoe tinh duc va sirc khoe

phu nit trung nién tai Viét Nam.

4.3. Han ché nghién ciru

Bén canh nhiing két qua da dat duogc, nghién clru nay tdn tai mot sd han ché
can dugc luu ¥.

Thir nhét, & muc tiéu 1, thiét ké cat ngang trén quan thé phu nir dén kham tai
Bénh vién Pa khoa Quéc té Vinmec Times City chi cho phép xac dinh mdi lién quan,
khong suy ra quan hé nhan qua giita cac yéu to lién quan va RLCNTD. Cac nghién
ctru theo ddi doc hodc can thiép vai thoi gian quan sat dai hon s& can thiét dé khang
dinh mdi lién hé nay.

Thir hai, dit liéu thu thap bang bang hoi tu dién va ty bao cdo co thé gap sai s6
nhé lai hoic sai 1éch bao cdo. Dé giam thiéu han ché nay, nhém nghién ctru d3 giai

thich rd muc dich nghién ctru va tao khong gian riéng tu dé ddi twong dién bang hoi.
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Tuy nhién, do cha dé nghién ctru lién quan dén strc khoe tinh duc, von con nhay cam
trong bdi canh van hoa Viét Nam, nén nguy co sai léch thong tin khé tranh khoi.

Thtr ba, nghién ctru chi thu thap dir li€u tir phia nguoi phu nit, trong khi chue
nang tinh duc nit ¢6 thé chiu anh hudng boi chat lwong mbi quan hé va stc khoe tinh
duc ctia ban doi. Cac nghién ctru tiép theo nén danh gia ca hai phia trong cip doi dé
lam 16 hon cac yéu t6 lién quan dén RLCNTD nir.

Thr tw, kha ning khai quat hoa cua két qua con han ché. O muc tiéu 1, nghién
ctru chi thyc hién trén 204 phu nir trong do tudi 40 dén 50 tai mot co s& y té tu nhan
tai Ha No§i. Vi vy, két qua can duoc dién giai trong pham vi quﬁn thé nghién cuu,
chua thé dai dién cho phu nit Viét Nam & cac vung mién.

Tht ndm, & muc tiéu 2, thiét ké ngau nhién v6i nhém chimg chd va nhan mé
chua kiém soat hoan toan hiéu ung gia dugc, do ngudi tham gia biét minh dugc truyén
té bao gdc. Mic di nhém chimg trong 6 thang dau chua dugc diéu tri nén it chiu anh
huong cua hiéu tng gia dugc, thiét ké nay van khong thé thay thé cho mo hinh thu
nghiém gid dugc mu doéi. Vi vay, viéc phan dinh hoan toan tac dung sinh hoc thuc su
ctia liéu phap véi cac yéu tb tim 1y lién quan dén ky vong diéu tri con gip kho khan.
Mic du con cac han ché trén, nghién ctru di cung cap dir liéu ban dau c6 gia tri, gop
phan b sung dit liéu vé RLCNTD ¢ phu nit 40-50 tudi trong quan thé nghién ctru.
Két qua nghién ctru ddng thoi tao co sd dinh hudng cho cac nghién ciru tiép theo véi
quy md 16n hon tai Viét Nam, nhim 1am sang t6 hon cac yéu t6 lién quan va dé xuét

cac chién lugc can thiép phu hop.
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PIEM MOI CUA LUAN AN

Lu4n 4n nay dong gop bdén diém mai ndi bat.

Thé nhét, luan 4n 1an dau cung cép dit liéu dich té hoc c6 hé théng vé 16i loan chirc
nang tinh duc & phu nit 40 dén 50 tudi tai Viét Nam, dong thoi xac dinh cac yéu t6
lién quan doc 1ap bang phén tich da bién c6 hiéu chinh yéu td nhidu. Két qua gbp
phan dinh hudéng sang loc, du phong va xay dung cac chuong trinh can thiép phu hop

cho phu nir trung nién tai Vi¢t Nam.

Tht hai, luan 4n 1an dau tién trién khai tai Viét Nam thur nghiém lam sang pha Il danh
gi4 liéu phap té bao gbc trung mo ty than tir md mé trong diéu tri RLCNTD, véi két
qua budc du cho thiy tinh an toan, kha ning dung nap t6t va tin hiéu cai thién vé
chtc nang tinh duc, triéu chimg man kinh, stc khoe tim than va chat luong cudc

song sau 12 thang theo déi.

Thi ba, luin 4n goi mé tiém ning tng dung cua liéu phap trong diéu tri c4 thé hoa,
nhat 1a & phu nit trung nién bi rdi loan chirc ning tinh duc nhung khong phu hop hoic
c6 chdng chi dinh véi liéu phap hormone, nhu ngudi co tién st ung thu. Két qua nay

g6p phan dinh huéng lira chon ddi tugng tham gia cho cac nghién ciru tiép theo.

Thu tu, luan &4n xay dung dugc quy trinh nghién ctru can thi¢p cé tinh kha thi va kha
ning nhan rong, bao gdm quy trinh chuén bi, truyén té bao, theo dbi an toan va danh
gia két qua bang cac thang do chuan héa, 1am nén tang cho cac nghién ctu tiép

theo trong linh vuc cham soc suc khoe phu ni.
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KET LUAN

1. Thyc trang roi loan chirc niing tinh duc va mét so yéu t6 lién quan é phu nir
40-50 tudi tai Bénh vién Pa khoa Qudc té Vinmec nim 2023-2024

- Tylé 161 loan chuc nang tinh duc & phu nir 40-50 tudi theo bd cau hoi FSFI
(ngudng cat < 26,55) 14 45,1% (KTC 95%: 38,4—52,0%).

- Tinh trang réi loan strc khoe tAm than kha pho bién, véi ty 16 1o au 43,1%, trAm
cam 26,0% va cang théng 31,4%. So v6i mot sd nghién ctru quéc té, ty 1€ lo au trong
nghién ctru nay cao hon, trong khi trAm cam va cing thang tuong duong.

- Mot s6 yéu t6 lién quan dén rdi loan chiic ning tinh duc ¢ phy nif trung nién
bao gém: trinh d6 hoc van thép, thirc khuya sau ntra dém, khong hodc hiém khi hoat
dong thé chat, cong viéc c6 muc dd ap luc cao, thu nhap thép va thiéu trao ddi vé nhu
cau tinh duc vdi ban tinh.

Nhiing két qua nay cho thiy ganh niang dang ké ciia roi loan chirc niang tinh duc &
phu nit trung nién, dong thoi 1am ndi bat vai trd cua cac yéu té xa hoi, kinh té va van
hoéa, qua d6 cung cip co sd khoa hoc cho dinh huéng sang loc, du phong va xay dung
cac can thi¢p phu hop nham cai thién strc khoe tinh duc va chét lugng cudc séng cua
phu nir.

2. Hiéu qua cia liéu phéap truyén TBGTM tu than tir mé mé doi véi chirc niing
tinh duc, sirc khée tAm thin va chat hrgng cudc song & phu nir 40-50 tudi tai
Bénh vién Pa khoa Quéc té Vinmec

- Liéu phap truyén TBGTM ty than tir m6 m& c6 tinh an toan va kha ning dung
nap tot trong quan thé nghién ctru. Trong sudt qua trinh can thiép va theo ddi,
khong ghi nhan bién ¢ bat lgi nghiém trong; cac bién cd bat loi cha yéu &
mure d6 nhe, tu hoi phuc va khong can can thiép diéu tri dic hiéu.

- Trong thoi gian theo ddi, chua ghi nhan sy khac biét co ¥ nghia théng ké vé
ndng d6 E2 va FSH giira hai nhom; tuy nhién, cac két qua 1am sang cho thay
liéu phap truyén TBGTM tu than tir md md co tiém nang cai thién chirc ning
tinh duc, stc khoe tim than va chat luong cudc séng. Hiéu qua nay nhiéu kha

nang khong chi yéu thong qua thay d6i ndi tiét hé thong ma lién quan dén cac
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co ché tac dong tai chd, nhu diéu hoa viém, cai thién tudi mau va tai cau tric
md sinh duc. Cu thé nhu sau:

Vé chitc ning tinh duc nit (FSFI): Diém FSFI ¢ nhom can thiép ting c6 ¥
nghia & hau hét cac linh vuc va ¢ tong diém. Sau 6 thang, nhom can thiép som
tang 6,6 diém, tir 19,8 1én 26,4, trong khi nhém ddi chimg hau nhu khong thay
d6i. Hiéu qua cai thién xuat hién tir khoang thang thir 3 va rd nhit vao thang
thir 6, véi xu hudng cai thién twong doi dong déu & cac linh vuc cua chirc ning
tinh duc ntr.

Vé triéu chimg min kinh (AMS): Liéu phéap gitp cai thién triéu chimg mén
kinh, r6 rét hon & nhom can thi€p sdém. Su khac bi¢t gitra hai nhom dugc ghi nhan
16 tai thang thir 6 (p = 0,014) va duy tri dén thang thir 12 (p = 0,001). Mic cai
thién dat 69,0% & nhém can thi¢p sém so voi 38,1% & nhoém can thi¢p mudn. Cai
thién xuat hién sém nhat & triu chimg ni¢u sinh duc sau 3 thang, tiép theo la triéu
chimg tam than sau 6 thang va triéu ching thé chat c6 xu hudng cai thién mudn
hon. Tai thoi diém 6 thang, ty 1¢ dap mg 1am sang (AMS < 10) & nhém can thiép
som cao hon c6 ¥ nghia théng ké so voi nhém can thiép mudn (52,0% so v6i
12,0%; p = 0,005).

Vé sirc khée tim than (DASS-21): Cac triéu ching trdim cam, lo 4u va cing
thang giam 3 rét sau can thiép. Sau 6 thang, tong diém DASS-21 & nhém can
thi€p sdm gidm 54,6%, cao hon rd rét so vd1 muc gidm 16,6% & nhom chung
cho; su khac biét xuat hién sém nhét & linh vuc cang théng tur thang th 3 (p
= 0,026). Tai thoi diém 6 thang, ty 1& tram cam, lo 4u va cing thing con &
ngudng bénh 1y cia nhom can thiép sém lan lugt 12 8,0%, 20,0% va 0%, thap
hon c6 ¥ nghia théng ké so vi nhém ching chd 13 44,0%, 56,0% va 48,0%.
Vé chit lwong cudc song (UQOL): Trong 6 thang dau, tong diém UQOL &
nhém can thiép sém ting dan theo thoi gian, trong khi & nhom chimg chd cé
xu huéng giam. Phan tich mé hinh hdn hop cho thiy sy thay doi chit lugng
cudc sdng theo thoi gian khac biét c6 y nghia thdng ké giita hai nhom (twong

tac Can thi¢p x Thoi gian: p =0,001).



133

Khi nhém ching dugc can thi€p mudn, cac chi s6 FSFI, AMS, DASS-21 va UQOL
déu cai thién theo xu huéng twong tu, qua dé ciing cb tinh nhat quan ctia hiéu qua can
thiép.

Tong hop céac két qua thu duoc cho thdy liéu phap truyén TBGTM tu than tir mé md
an toan, dung nap tt va c6 tiém nang cai thién chirc nang tinh duc, sttc khoe tam than
va chat lugng cudc séng & phu nit 40-50 tudéi mic RLCNTD tai Bénh vién Pa khoa
Qudc té Vinmec. Tuy nhién, do nghién ctru sir dung thiét ké nhém ching cho, chua
co6 gia dugc va khong lam mu, cac két qua vé cai thién strc khoe tAm than can duogc
dién giai than trong.

KHUYEN NGHI

I. Trién khai sang loc sém rdi loan chirc nang tinh duc & phu nit 40—50 tudi, dong
thoi 1dng ghép danh gia stre khoe tAm than, dic biét 1 trAm cam, lo 4u va cing
thang, nham phat hién sém va can thiép kip thoi, qua d6 cai thién chat luong
cudc sdng.

2. Tang cudng truyén thong, gido duc st khoe nham nang cao nhan thire vé st
khoe tinh duc, giam ky thi xa hoi va khuyén khich phu nit chu dong trao ddi,
tim kiém ho tro y té.

3. Liéu phép truyén té bao gdc trung mé ty than tir mé md cho thiy tiém ning
nhu mot hudng can thiép méi cé thé thay thé hoic bo sung trong mot sb trudng
hop phu hop, didc biét & phu nit trung nién bi rdi loan chirc ning tinh dyc nhung
khéng phu hop hoidc ¢6 chdng chi dinh véi liéu phap hormone. Tuy nhién, can
trién khai cac thir nghiém 1am sang pha III, thiét ké mu doi, v6i thoi gian theo
ddi dai han dé danh gia tinh an toan, hi¢u qua lau dai va hi¢u qua kinh té cla
can thiép.

4. Can nhic trién khai thi diém quy trinh truyén té bao gdc trung mo tr than tir
mo md tai cac co s& chuyén sau vé strc khoe phu nir ¢ du didu kién chuyén
mon, nham danh gia tinh kha thi va kha niang tng dung trong thuc hanh 1am

sang.
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HUONG NGHIEN CUU TRONG TUONG LAI

Thong qua két qua thu dugc tir nghién ctru hién tai, ching to1 dé xuit mot sb

hudng nghién ctru trong tuong lai nhu sau:

1.

Can c6 thém cac nghién ctru doc véi ¢& mau 16n hon, da dang ving mién, nham
1am 13 vai trd cta cac yéu td nhan khau hoc, kinh t& — xa hoi va 16i sdng trong
du bao nguy co rdi loan chirc ning tinh duc. Nhimg dit liéu nay sé 13 co so khoa
hoc dé thiét ké cac mé hinh can thiép phu hop voi bdi canh Viét Nam.

Céan thuc hién cac thu nghiém 1am sang pha III, mu d6i, da trung tam véi cd
mau 16n va thoi gian theo ddi dai nhdm danh gia toan dién tinh an toan, hiéu
qua lau dai va tinh kinh té cta truyén té bao gdc trung mé ty than tir mé mé.
Céc nghién ctru nay can lam rd vai trd ctia can thiép nhu mot liéu phap bo trg
cho liéu phap hormone, dong thdi danh gia thém cac phac do6 lidu va tan suat
truyén thich hop.

Khao sat co ché tac dong cuia té bao gdc trung mo bang phuong phap phan tich
thay doi nong d6 cytokine va yéu t6 ting truong, danh gia tudi mau sinh duc
bang siéu am Doppler va phan tich muc hoat dong ctia cac gen quan trong lién
quan dén hinh thanh mach (nhu VEGF), dan truyén than kinh (nhu BDNF) va
san xuét hormone sinh duc (nhu CYP19A1). Viéc lam 13 co ché s& gitp t6i uvu
hoa phac d6 truyén va xac dinh tiéu chi chon Iyra bénh nhan dap tmg tot.

Xay dung mé hinh can thiép két hop truyén té bao gdc trung mé véi diéu chinh 16
song, bao gom tap luyén thé luc, ché d6 dinh dudng va tr van tim Iy nham d4nh gia
hiéu tmg cong hudng trén chire ning tinh duc, strc khoe tim than va chat luong sbng.
Céc yéu t hanh vi can duoc luong hoa ddy du dé kiém soat nhidu khi phan tich hiéu

qua.



DANH MUC CAC CONG TRINH CONG BO KET QUA NGHIEN
CUU CUA PE TAI LUAN AN

1. Hoang Phuong Nguyen, Dao LTM, Le Phuong Hoang A, et al. Prevalence of

and risk factors for female sexual dysfunction in middle-aged Vietnamese
women: A cross-sectional hospital-based study. Maturitas - Elsevier. Published
1 October 2025. DOI: 10.1016/j.maturitas.2025.108743. PMID: 41056629.
(Tap chi Q1).

2. Nguyén Hoang Phuong, Nguyén Thi T4an Sinh, Hoang Thanh Van, Lé Phuong

Hoang Anh, Nguyén Van Anh, D6 Thi Thanh Toan. Panh gia sy cai thién diém
tram cam, lo au, cing thing (DASS-21) sau truyén té bao gbc trung mo ty than
tr mé md & phu nir méc rdi loan chirc nang tinh duc. Tap chi Nghién cuu Y hoc.

Trang 700 - 714, Tap 198, S6 1 (2026). https://doi.org/10.52852/tcncyh.v198il.



https://doi.org/10.1016/j.maturitas.2025.108743
https://doi.org/10.52852/tcncyh.v198i1

TAI LIEU THAM KHAO

1. Pazmany E, Bergeron S, Van Oudenhove L, Verhaeghe J, Enzlin P. Aspects of
Sexual Self-Schema in Premenopausal Women with Dyspareunia: Associations
with Pain, Sexual Function, and Sexual Distress. The Journal of Sexual
Medicine. 2013;10(9):2255-2264. doi:10.1111/jsm.12237.

2. World Health Organization. Regional Office for the Eastern M. WHO special
programme of research, development and research training in human
reproduction. Published 2017. https://apps.who.int/iris/handle/10665/120721

3. World Health Organisation. The ICD-10 Classification of Mental and
Behavioural Disorders: Clinical descriptions and diagnostic guidelines.
Accessed  2023/09/16/09:04:41.  https://www.who.int/publications-detail-
redirect/9241544228

4. World Health Organization. International classification of diseases for mortality
and morbidity statistics (11th Revision).

5. Reed GM, Drescher J, Krueger RB, et al. Disorders related to sexuality and gender
identity in the ICD-11: revising the ICD-10 classification based on current
scientific evidence, best clinical practices, and human rights considerations.
World Psychiatry. 2016;15(3):205-221. doi:10.1002/wps.20354.

6. World Health Organization. Clinical descriptions and diagnostic requirements for
ICD-11 mental, behavioural and neurodevelopmental disorders. Geneva; 2024.
https://www.who.int/publications/i/item/9789240077263.

7. Briken P, Matthiesen S, Pietras L, et al. Estimating the Prevalence of Sexual
Dysfunction Using the New ICD-11 Guidelines. Deutsches Arzteblatt
International. 2020;117(39):653-658. doi:10.3238/arztebl.2020.0653.

8. American Psychiatric Association D, American Psychiatric Association D.
Diagnostic and statistical manual of mental disorders: DSM-5. American
psychiatric association Washington, DC; 2013.

9. American Psychiatric A. Diagnostic and Statistical Manual of Mental Disorders
Fifth Edition Text Revision DSM-5-TR. Fifth Edition. 2022.
https://www.appi.org/Products/DSM-Library/Diagnostic-and-Statistical-
Manual-of-Mental-Di-(1) files/3291/Diagnostic-and-Statistical-Manual-of-
Mental-Di-(1).html.

10. Bagar K. The Changes in ICD-11 Related to Sexual Health and Dysfunction and
Their Implication for Clinical Practice. Turk Psikiyatri Derg. 2025;36:266-71.
doi:10.5080/u27559.

11. Faubion SS, Rullo JE. Sexual Dysfunction in Women: A Practical Approach.
Am Fam Physician. 2015;92(4):281-8.



12

13.

14.

15.

16.

17.

18.

19.

20.

21

22.

. Prabhu SS, Hegde S, Sareen S. Female sexual dysfunction: A potential
minefield. Indian J Sex Transm Dis AIDS. 2022;43(2):128-134.
doi:10.4103/ijstd.IJSTD_82_20.

McCabe MP, Sharlip ID, Lewis R, et al. Incidence and Prevalence of Sexual
Dysfunction in Women and Men: A Consensus Statement from the Fourth
International Consultation on Sexual Medicine 2015. The Journal of Sexual
Medicine. 2016;13(2):144-152. doi:10.1016/j.jsxm.2015.12.034.

Graziottin A. Prevalence and evaluation of sexual health problems--HSDD in
Europe. J Sex Med. 2007;4 Suppl 3:211-9. doi:10.1111/5.1743-
6109.2007.00447 .x.

Graziottin A, Koochaki PE, Rodenberg CA, Dennerstein L. The prevalence of
hypoactive sexual desire disorder in surgically menopausal women: an
epidemiological study of women in four European countries. J Sex Med.
2009;6(8):2143-53. do0i:10.1111/5.1743-6109.2009.01319.x.

Lewis RW. Epidemiology of sexual dysfunction in Asia compared to the rest of
the world. 4sian J Androl. 2011;13(1):152-8. doi:10.1038/aja.2010.108.

Logan S, Thu WPP, Ho K, Cauley JA, Kramer MS, Yong E. Sexual inactivity
and sexual dysfunction in midlife Singaporean women: A prospective cross-
sectional study of prevalence and risk factors. Maturitas. 2021;152:1-9.
doi:10.1016/j.maturitas.2021.07.002.

Pang H, Si M, Xu T, et al. Incidence and risk factors of female sexual
dysfunction in urban and rural China: a 4-year prospective cohort study.
Frontiers of Medicine. 2024;18(6):1002-1012. do0i:10.1007/s11684-024-1096-
0.

Chongcharoen P, Choobun T, Khanuengkitkong S. Female sexual function
index for screening of female sexual dysfunction using DSM-5-TR criteria in
Thai women: A prospective cross-sectional diagnostic study. PLOS ONE.
2024;19(2):¢0298935. doi:10.1371/journal.pone.0298935.

Shin H, Min B, Park J, Son H. A 10-year interval study to compare the
prevalence and risk factors of female sexual dysfunction in Korea: the Korean
internet sexuality survey (KISS) 2014. International Journal of Impotence
Research. 2017;29(2):49-53. doi:10.1038/ijir.2016.41.

. Huynh Thi Thu Thao, Huynh Nguyén Khanh Trang. Ti 1¢ r6i loan tinh duc va
cac yéu t6 lién quan & phu nir tudi 45 - 49 tai Quan 8-Thanh phé H6 Chi Minh.
Tap chi Y hoc Thanh phé Ho Chi Minh. 2013;17(1):11-16.

Ngb Thi Yén, VO Minh Tuén. Ti 18 rdi loan tinh duc va céc yéu tb lién quan &
phu nit trong tudi sinh san tai tp HCM (2013). Tap chi Phy San. 2014;12(4):48-
51. doi:10.46755/vjog.2014.4.1003.



23.

24.

25.

26.

27.

28.

29.

30.

31.

32.

33.

Phan Chi Thanh, Trin Danh Cuong, Ngbd Van Toan, Tran Kim Thanh. Thuc
trang rdi loan chirc nang tinh duc va mot s yéu 6 lién quan ¢ phu nir mang thai
dén kham thai tai Bénh vién Phu san Trung wong. Tap Chi Nghién citu Y hoc.
2022;153(5):66-74. doi:10.52852/tcncyh.v153i5.777.

Ho Thi Thanh Tam. Research on prevalence of sexual dysfunction and
associated factors in infertile couples. Vietnam: Hue University; 2022.

Trang HNK, Cuong PH, Tuyet HTD. Prevalence of Female Sexual Dysfunction
among Women with Pelvic Organ Prolapse Diagnosed by Pisq-12 and Related
Factors in Hung Vuong Hospital, Vietnam. Open Journal of Obstetrics and
Gynecology. 2019;9(7):1005-1018. doi:10.4236/0jog.2019.97098.

Quoc Huy NV, Phuc An LS, Phuong LS, Tam LM. Pelvic Floor and Sexual
Dysfunction After Vaginal Birth With Episiotomy in Vietnamese Women.
Sexual Medicine. 2019;7(4):514-521. doi:10.1016/j.esxm.2019.09.002.

Phan Thi Bich T, Nguyen Thi Huyen T, Pham Thi My H, Nguyen Anh T, Le
Thi Thu H. The Prevalence of Sexual Dysfunction in Women Seeking Infertility
Treatment in  Vietnam. The Journal of  Sexual  Medicine.
2024;21(Supplement 2):qdae002.165. doi:10.1093/jsxmed/qdae002.165.
Fugl-Meyer KS, Oberg K, Lundberg PO, Lewin B, Fugl-Meyer A. On orgasm,
sexual techniques, and erotic perceptions in 18- to 74-year-old Swedish women.
The Journal of Sexual Medicine. 2006;3(1):56-68. doi:10.1111/5.1743-
6109.2005.00170.x.

Nicolosi A, Laumann EO, Glasser DB, Moreira ED, Paik A, Gingell C. Sexual
behavior and sexual dysfunctions after age 40: the global study of sexual
attitudes and behaviors. Urology. 2004,64(5):991-7.
doi:10.1016/j.urology.2004.06.055.

Nicolosi A, Glasser DB, Kim SC, Marumo K, Laumann EO. Sexual behaviour
and dysfunction and help-seeking patterns in adults aged 40-80 years in the
urban population of Asian countries. BJU Int. 2005;95(4):609-14.
doi:10.1111/.1464-410X.2005.05348.x.

Zheng J, Skiba MA, Bell RJ, Islam RM, Davis SR. The prevalence of sexual
dysfunctions and sexually related distress in young women: a cross-sectional
survey. Fertil Steril. 2020;113(2):426-434.
doi:10.1016/j.fertnstert.2019.09.027.

Shifren JL, Monz BU, Russo PA, Segreti A, Johannes CB. Sexual problems and
distress in United States women: prevalence and correlates. Obstetrics &
Gynecology. 2008;112(5):970-8. do1:10.1097/A0G.0b013e3181898cdb.
Zheng J, Islam RM, Skiba MA, Bell RJ, Davis SR. Associations between
androgens and sexual function in premenopausal women: a cross-sectional



34.

35.

36.

37.

38.

39.

40.

41.

42.

43.

study. The Lancet Diabetes & Endocrinology. 2020;8(8):693-702.
doi:10.1016/S2213-8587(20)30239-4.

Koops TU, Briken P. Prevalence of Female Sexual Function Difficulties and
Sexual Pain Assessed by the Female Sexual Function Index: A Systematic
Review. The Journal of Sexual Medicine. 2018;15(11):1591-1599.
doi:10.1016/j.jsxm.2018.09.005.

Laumann EO, Nicolosi A, Glasser DB, et al. Sexual problems among women
and men aged 40-80 y: prevalence and correlates identified in the Global Study
of Sexual Attitudes and Behaviors. Infernational Journal of Impotence
Research. 2005;17(1):39-57. doi:10.1038/sj.1jir.3901250.

Hoang VT, Nguyen HP, Nguyen VN, Hoang DM, Nguyen TT, Nguyen Thanh
L. Adipose-derived mesenchymal stem cell therapy for the management of
female sexual dysfunction: Literature reviews and study design of a clinical
trial. Front Cell Dev Biol. 2022;10:956274. doi:10.3389/fcell.2022.956274.
Brotto L, Atallah S, Johnson-Agbakwu C, et al. Psychological and Interpersonal
Dimensions of Sexual Function and Dysfunction. J Sex Med. 2016;13(4):538-
71. doi:10.1016/5.jsxm.2016.01.019.

Thomas HN, Thurston RC. A biopsychosocial approach to women's sexual
function and dysfunction at midlife: A narrative review. Maturitas. 2016;87:49-
60. doi:10.1016/j.maturitas.2016.02.009.

McCool-Myers M, Theurich M, Zuelke A, Knuettel H, Apfelbacher C.
Predictors of female sexual dysfunction: a systematic review and qualitative
analysis through gender inequality paradigms. BMC Women's Health.
2018;18(1):108. doi:10.1186/s12905-018-0602-4.

Hendrickx L, Gijs L, Enzlin P. Age-related prevalence rates of sexual
difficulties, sexual dysfunctions, and sexual distress in heterosexual women:
results from an online survey in flanders. J Sex Med. 2015;12(2):424-35.
doi:10.1111/jsm.12725.
Hisasue S, Kumamoto Y, Sato Y, et al. Prevalence of female sexual dysfunction
symptoms and its relationship to quality of life: a Japanese female cohort study.
Urology. 2005;65(1):143-8. doi:10.1016/j.urology.2004.08.003.

Ghiasi A, Keramat A. Prevalence of Sexual Dysfunction among Reproductive-
age Women in Iran: A Systematic Review and Meta-analysis. Journal of
Midwifery and Reproductive Health. 2018;6(3):1296-1304.
doi:10.22038/jmrh.2018.23708.1256.

Laumann EO, Paik A, Rosen RC. Sexual dysfunction in the United States:
prevalence and predictors. JAMA. 1999;281(6):537-544.
doi:10.1001/jama.281.6.537.



44,

45.

46.

47.

48.

49.

50.

51.

52.

53.

54.

Prairie BA, Kling JM, Buras MR, Butterfield RJ, Jenkins M. Differences in
menopausal symptoms and female sexual function by region and ethnicity in
West Texas and Central Arizona: a cross-sectional survey. Menopause.
2021;28(9):1037-1043. doi:10.1097/gme.0000000000001810.

Mercer CH, Tanton C, Prah P, et al. Changes in sexual attitudes and lifestyles in
Britain through the life course and over time: findings from the National
Surveys of Sexual Attitudes and Lifestyles (Natsal). Lancet.
2013;382(9907):1781-94. doi:10.1016/s0140-6736(13)62035-8.

Hughes AK, Rostant OS, Pelon S. Sexual Problems Among Older Women by
Age and Race. J Womens Health (Larchmt). 2015;24(8):663-9.
doi:10.1089/jwh.2014.5010.

Hayes RD, Dennerstein L, Bennett CM, Sidat M, Gurrin LC, Fairley CK. Risk
factors for female sexual dysfunction in the general population: exploring
factors associated with low sexual function and sexual distress. The Journal of
Sexual Medicine. 2008;5(7):1681-1693. doi:10.1111/5.1743-
6109.2008.00838.x.

Lou W, Chen B, Zhu L, et al. Prevalence and Factors Associated with Female
Sexual Dysfunction in Beijing, China. Chin Med J (Engl). 2017;130(12):1389-
1394. d0i:10.4103/0366-6999.207466.

Ju R, Ruan X, Yang Y, et al. A multicentre cross-sectional clinical study on
female sexual dysfunction in postmenopausal Chinese women. Maturitas.
2023;172:15-22. doi:10.1016/j.maturitas.2023.04.002.

Song SH, Jeon H, Kim SW, Paick J, Son H. The Prevalence and Risk Factors of
Female Sexual Dysfunction in Young Korean Women: An Internet-Based
Survey. The Journal of Sexual Medicine. 2008;5(7):1694-1701.
doi:https://doi.org/10.1111/5.1743-6109.2008.00840.x.

Shifren JL, Monz BU, Russo PA, Segreti A, Johannes CB. Sexual Problems and
Distress in United States Women: Prevalence and Correlates. Obstetrics &
Gynecology. 2008;112(5):970-8. doi:10.1097/A0G.0b013e3181898cdb.

Susan R. Davis. Sexual Dysfunction in Women. New England Journal of
Medicine. 2024;391(8):736-745. doi:10.1056/NEJMcp2313307.

Nazarpour S, Simbar M, Tehrani FR. Factors affecting sexual function in
menopause: A review article. Taiwanese Journal of Obstetrics and Gynecology.
2016;55(4):480-487. doi:https://doi.org/10.1016/j.tjog.2016.06.001.

David K, De Vincentis S, Antonio L. Impact of hyperprolactinemia on sexual
function. The Journal of Sexual Medicine. 2024;21(3):197-199.
doi:10.1093/jsxmed/qdad177.



55.

56.

57.

58.

59.

60.

61.

62.

63.

64.

65.

66.

Salari N, Heidarian P, Jalili F, et al. The sexual dysfunction in women with
thyroid disorders: a meta-analysis. BMC Endocrine Disorders. 2024;24(1):279.
doi:10.1186/s12902-024-01817-9.

AlAwlaqi A, Amor H, Hammadeh ME. Role of hormones in hypoactive sexual
desire disorder and current treatment. J Turk Ger Gynecol Assoc.
2017;18(4):210-218. doi:10.4274/jtgga.2017.0071.

Di Francesco S, Caruso M, Robuffo I, Militello A, Toniato E. The Impact of
Metabolic Syndrome and Its Components on Female Sexual Dysfunction: A
Narrative Mini-Review. Curr Urol. 2019;12(2):57-63. doi:10.1159/000489420.
Restoux LJ, Dasariraju SR, Sharon Van Doornum, I. N. A. RL, Briggs AM. A
systematic review of the impact of inflammatory arthritis on intimate
relationships and sexual function. Arthritis Care & Research. 2020;72(1):41-
62. doi:10.1002/acr.23857.

Elyasi F, Kashi Z, Tasfieh B, Bahar A, Khademloo M. Sexual dysfunction in
women with type 2 diabetes mellitus. Iran J Med Sci. 2015;40(3):206-13.
Yazdani A, Ebrahimi N, Mirmosayyeb O, Ghajarzadeh M. Prevalence and risk
of developing sexual dysfunction in women with multiple sclerosis (MS): a
systematic review and meta-analysis. BMC Women's Health. 2023;23(1):352.
doi:10.1186/s12905-023-02501-1.

Marks S. A clinical review of antidepressants, their sexual side-effects, post-
SSRI sexual dysfunction, and serotonin syndrome. Br J Nurs. 2023;32(14):678-
682. doi:10.12968/bjon.2023.32.14.678.

Moreira IFDA, Bianchini MP, Moreira GRC, Almeida AM, Rezende BA.
Sexual function and metabolic/hormonal changes in women using long-term
hormonal and non-hormonal contraceptives: a pilot study. BMC Women's
Health. 2020;20(1):240. doi:10.1186/s12905-020-01107-1.

Long T, Zhang Y, Zeng C, Zheng S, Zhou L, Liu H. Effects of Low-Dose
Spironolactone Combined with Metformin or Either Drug Alone on Insulin
Resistance in Patients with Polycystic Ovary Syndrome: A Pilot Study. Int J
Endocrinol. 2022;2022:9927240. doi:10.1155/2022/9927240.

Berek JS. Sexuality and Sexual Dysfunction. Berek & Novak's Gynecology,
Lippincott Williams & Wilkins (LWW); 2019.

Danesh M, Hamzehgardeshi Z, Moosazadeh M, Shabani-Asrami F. The Effect
of Hysterectomy on Women's Sexual Function: a Narrative Review. Med Arch.
2015;69(6):387-92. doi:10.5455/medarh.2015.69.387-392.

Stevens EB, Wolfman W, Hernandez-Galan L, Shea AK. The association of
depressive symptoms and female sexual functioning in the menopause



67.

68.

69.

70.

71.

72.

73.

74.

75.

76.

77.

transition: a cross-sectional study. Menopause. 2024;31(3):186-193.
doi:10.1097/gme.0000000000002309.

Crisp C, Vaccaro C, Fellner A, Kleeman S, Pauls R. The influence of personality
and coping on female sexual function: a population survey. The Journal of
Sexual Medicine. 2015;12(1):109-115. doi:10.1111/jsm.12735.

Balsom AA, Gordon JL. Sexual function among distressed women struggling to
conceive without medical intervention. The Canadian Journal of Human
Sexuality. 2021;31(1):64-78. doi:10.3138/cjhs.2021-0015.

Chew PY, Choy CL, Sidi HB, et al. The Association Between Female Sexual
Dysfunction and Sexual Dysfunction in the Male Partner: A Systematic Review
and Meta-Analysis. The Journal of Sexual Medicine. 2021;18(1):99-112.
doi:https://doi.org/10.1016/5.jsxm.2020.10.001.

Hailes HP, Yu R, Danese A, Fazel S. Long-term outcomes of childhood sexual
abuse: an umbrella review. Lancet Psychiatry. 2019;6(10):830-839.
doi:10.1016/s2215-0366(19)30286-x.

Wen X, Ding R, Guo C, Zheng X. Association between childhood sexual abuse
and early sexual debut among Chinese adolescents: The role of sexual and
reproductive health education. Front Reprod Health. 2022;4:909128.
doi:10.3389/frph.2022.909128.

Zhang C, Tong J, Zhu L, et al. A Population-Based Epidemiologic Study of
Female Sexual Dysfunction Risk in Mainland China: Prevalence and Predictors.
The Journal of  Sexual Medicine. 2017;14(11):1348-1356.
doi:10.1016/j.jsxm.2017.08.012.

Towe M, La J, El-Khatib F, Roberts N, Yafi FA, Rubin R. Diet and Female
Sexual  Health.  Sexual  Medicine  Reviews.  2020;8(2):256-264.
doi:https://doi.org/10.1016/j.sxmr.2019.08.004.

Ferrandez Infante A, Novella Arribas B, Khan KS, et al. Obesity and female
sexual dysfunctions: A systematic review of prevalence with meta-analysis.
Semergen. 2023;49(7):102022. doi:10.1016/j.semerg.2023.102022.

Cabral PUL, Canario ACGMD, Spyrides MHC, et al. Physical activity and
sexual function in middle-aged women. Revista Da Associacao Medica
Brasileira (1992). 2014;60(1):47-52. doi:10.1590/1806-9282.60.01.011.

Allen MS, Walter EE. Health-Related Lifestyle Factors and Sexual Dysfunction:
A Meta-Analysis of Population-Based Research. The Journal of Sexual
Medicine. 2018;15(4):458-475. doi:10.1016/5.jsxm.2018.02.008.

Salari N, Hasheminezhad R, Abdolmaleki A, et al. The effects of smoking on
female sexual dysfunction: a systematic review and meta-analysis. Arch



78.

79.

80.

81.

82.

83.

&4.

85.

86.

87.

Womens Ment Health. 2022;25(6):1021-1027. doi:10.1007/s00737-022-01281-
1.

Celikhisar H, Dasdemir Ilkhan G, Irer B. Effects of smoking cessation on sexual
functions and health quality of life in premenopausal women: A prospective
case — Controlled study. International Journal of Clinical Practice.
2021;75(3):€13796. doi:https://doi.org/10.1111/ijcp.13796.

Salari N, Hasheminezhad R, Almasi A, et al. The risk of sexual dysfunction
associated with alcohol consumption in women: a systematic review and meta-
analysis. BMC Women's Health. 2023;23(1):213. doi:10.1186/s12905-023-
02400-5.

Kling JM, Sidhu K, Rullo J, et al. Association Between Alcohol Use and Female
Sexual Dysfunction From the Data Registry on Experiences of Aging,
Menopause, and Sexuality (DREAMS). Sex Med. 2019;7(2):162-168.
doi:10.1016/j.esxm.2018.11.009.

Martins FE, Cassim F, Yatsina O, Adlam J. Female Sexual Dysfunction. Female
Genitourinary  and  Pelvic  Floor  Reconstruction.  2023:959-993.
doi:10.1007/978-3-031-19598-3 55.

Nappi RE, Tiranini L, Martini E, Bosoni D, Righi A, Cucinella L. Medical
Treatment of Female Sexual Dysfunction. Urol Clin North Am. 2022;49(2):299-
307. doi:10.1016/j.ucl.2022.02.001.

Davis SR, Davison SL, Donath S, Bell RJ. Circulating androgen levels and self-
reported  sexual function in  women. Jama. 2005;294(1):91-6.
doi:10.1001/jama.294.1.91.

Motlani V, Motlani G, Pamnani S, Sahu A, Acharya N. Endocrine Changes in
Postmenopausal ~ Women: A Comprehensive  View. Cureus.
2023;15(12):e51287. doi:10.7759/cureus.51287.

O'Neill S, Eden J. The pathophysiology of menopausal symptoms. Obstetrics,
Gynaecology & Reproductive Medicine. 2017;27(10):303-310.
doi:https://doi.org/10.1016/j.0grm.2017.07.002.

Naumova I, Castelo-Branco C. Current treatment options for postmenopausal
vaginal  atrophy. Int J  Womens  Health. 2018;10:387-395.
doi:10.2147/ijwh.S158913.

Nappi RE, Palacios S, Bruyniks N, Particco M, Panay N. The burden of
vulvovaginal atrophy on women's daily living: implications on quality of life
from a face-to-face real-life survey. Menopause. 2019;26(5):485-491.
doi:10.1097/gme.0000000000001260.



88

89.

90.

91.

92.

93.

94.

95.

96.

97.

98.

99.

. Davis SR, Baber R, Panay N, et al. Global Consensus Position Statement on the

Use of Testosterone Therapy for Women. Climacteric. 2019;22(5):429-434.
doi:10.1080/13697137.2019.1637079.

Ghidei L, Hosseinzadeh P, Woodard TL. Management of Sexual Dysfunctions.
Handbook of Gynecology. 2023:685-700. doi:10.1007/978-3-031-14881-1_52.
Lorenz TK. Interactions Between Inflammation and Female Sexual Desire and
Arousal Function. Current Sexual Health Reports. 2019;11(4):287-299.
doi:10.1007/s11930-019-00218-7.

Phillips NA, Bachmann G. Female sexual dysfunction. Clinical Gynecology.
2015:75-84. doi:DOI: 10.1017/CB0O9781139628938.007.

Schulster ML, Liang SE, Najari BB. Metabolic syndrome and sexual

dysfunction. Curr Opin Urol. 2017;27(5):435-440.
doi:10.1097/mou.0000000000000426.
Ter Horst R, van den Munckhof ICL, Schraa K, et al. Sex-Specific Regulation
of Inflammation and Metabolic Syndrome in Obesity. Arteriosclerosis,
Thrombosis, and Vascular Biology. 2020;40(7):1787-1800.
doi:10.1161/ATVBAHA.120.314508.
Trompeter SE, Bettencourt R, Barrett-Connor E. Metabolic Syndrome and
Sexual Function in Postmenopausal Women. Am J Med. 2016;129(12):1270-
1277.el. doi:10.1016/j.amjmed.2016.03.039.
Meston CM, Derogatis LR. Validated instruments for assessing female sexual
function. J  Sex  Marital  Ther.  2002;28  Suppl  1:155-64.
doi:10.1080/00926230252851276.
da Costa CKL, Spyrides MHC, de Sousa MBC. Consistency of three different
questionnaires for evaluating sexual function in healthy young women. BMC
Womens Health. 2018;18(1):204. doi:10.1186/s12905-018-0693-y.
Rosen R, Brown C, Heiman J, et al. The Female Sexual Function Index (FSFI):
a multidimensional self-report instrument for the assessment of female sexual
function. J Sex Marital Ther. 2000;26(2):191-208.
doi:10.1080/009262300278597.

Ho TTT, Le MT, Truong QV, Nguyen VQH, Cao NT. Validation of the
Vietnamese Translation Version of the Female Sexual Function Index in
Infertile Patients. Sexual Medicine. 2019;8(1):57-64.
doi:10.1016/j.esxm.2019.09.004.

The North American Menopause Society. The 2022 hormone therapy position
statement of The North American Menopause Society. Menopause.
2022;29(7):767-794. doi:10.1097/gme.0000000000002028.



100. Flores VA, Pal L, Manson JE. Hormone Therapy in Menopause: Concepts,
Controversies, and Approach to Treatment. Endocr Rev. 2021;42(6):720-752.
doi:10.1210/endrev/bnab011.

101. Nappi RE, Tiranini L, Martini E, Bosoni D, Cassani C, Cucinella L. Different
local estrogen therapies for a tailored approach to GSM. Climacteric.
2023;26(4):361-366. doi:10.1080/13697137.2023.2218998.

102. Gongalves CR, Vasconcellos AS, Rodrigues TR, Comin FV, Reis FM.
Hormone therapy in women with premature ovarian insufficiency: a systematic
review and meta-analysis. Reprod Biomed Online. 2022;44(6):1143-1157.
doi:10.1016/j.rbmo.2022.02.006.

103. Khanjani S, Panay N. Vaginal estrogen deficiency. The Obstetrician &
Gynaecologist. 2019;21(1):37-42. doi:https://doi.org/10.1111/tog.12539.

104. Islam RM, Bell RJ, Green S, Page MJ, Davis SR. Safety and efficacy of
testosterone for women: a systematic review and meta-analysis of randomised
controlled trial data. Lancet Diabetes Endocrinol. 2019;7(10):754-766.
doi:10.1016/s2213-8587(19)30189-5.

105. Davis SR, Worsley R, Miller KK, Parish SJ, Santoro N. Androgens and Female
Sexual Function and Dysfunction--Findings From the Fourth International
Consultation of Sexual Medicine. J Sex Med. 2016;13(2):168-78.
doi:10.1016/j.jsxm.2015.12.033.

106. Parish SJ, Simon JA, Davis SR, et al. International Society for the Study of
Women's Sexual Health Clinical Practice Guideline for the Use of Systemic
Testosterone for Hypoactive Sexual Desire Disorder in Women. J Sex Med.
2021;18(5):849-867. doi:10.1016/j.jsxm.2020.10.009.

107. Beral V, Gaitskell K, Hermon C, Moser K, Reeves G, Peto R. Menopausal
hormone use and ovarian cancer risk: individual participant meta-analysis of 52
epidemiological studies. Lancet. 2015;385(9980):1835-42. doi:10.1016/s0140-
6736(14)61687-1.

108. Lee HJ, Lee B, Choi H, Kim T, Kim Y, Kim YB. Impact of Hormone
Replacement Therapy on Risk of Ovarian Cancer in Postmenopausal Women
with De Novo Endometriosis or a History of Endometriosis. Cancers (Basel).
2023;15(6). doi:10.3390/cancers15061708.

109. Parish SJ, Kling JM. Testosterone use for hypoactive sexual desire disorder in
postmenopausal women. Menopause. 2023;30(7):781-783.
doi:10.1097/gme.0000000000002190.

110. Lodise NM. Female sexual dysfunction: a focus on flibanserin. Int J Womens
Health. 2017;9:757-767. doi:10.2147/ijwh.S83747.



111. Jaspers L, Feys F, Bramer WM, Franco OH, Leusink P, Laan ET. Efficacy and
Safety of Flibanserin for the Treatment of Hypoactive Sexual Desire Disorder
in Women: A Systematic Review and Meta-analysis. JAMA Intern Med.
2016;176(4):453-62. doi:10.1001/jamainternmed.2015.8565.

112. Mayer D, Lynch SE. Bremelanotide: New Drug Approved for Treating
Hypoactive Sexual Desire Disorder. Ann Pharmacother. 2020;54(7):684-690.
doi:10.1177/1060028019899152.

113. Kingsberg SA, Clayton AH, Portman D, et al. Bremelanotide for the Treatment
of Hypoactive Sexual Desire Disorder: Two Randomized Phase 3 Trials. Obstet
Gynecol. 2019;134(5):899-908. doi:10.1097/a0g.0000000000003500.

114. Pfaus JG, Sadiq A, Spana C, Clayton AH. The neurobiology of bremelanotide
for the treatment of hypoactive sexual desire disorder in premenopausal women.
CNS Spectrums. 2022;27(3):281-289. doi:10.1017/S109285292100002X.

115. Collaborative Group on Hormonal Factors in Breast Cancer. Type and timing
of menopausal hormone therapy and breast cancer risk: individual participant
meta-analysis of the worldwide epidemiological evidence. The Lancet.
2019;394(10204):1159-1168. doi:10.1016/S0140-6736(19)31709-X.

116. Manson JE, Chlebowski RT, Stefanick ML, et al. Menopausal hormone therapy
and health outcomes during the intervention and extended poststopping phases
of the Women's Health Initiative randomized trials. Jama. 2013;310(13):1353-
68. doi:10.1001/jama.2013.278040.

117. Shifren JL, Schiff I. Role of hormone therapy in the management of
menopause. Obstet Gynecol. 2010;115(4):839-855.
doi:10.1097/A0G.0b013e3181d41191.

118. Alhethawy M, Esawy A, Abdelazeem M, et al. Efficacy of Sildenafil Citrate
on Female Sexual Dysfunction in A Sample of Egyptian Females, A Prospective
Placebo Controlled Study. Journal of Gynecology and Womens Health.
2022;23. doi:10.19080/JGWH.2022.23.556105.

119. Berman J, Berman L, Toler S, Gill J, Haughie S. Safety and Efficacy of
Sildenafil Citrate for the Treatment of Female Sexual Arousal Disorder: A
Double-Blind, Placebo Controlled Study. The Journal of urology.
2003;170:2333-8. doi:10.1097/01.ju.0000090966.74607.34.

120. Palacios S, Séanchez-Borrego R, Suérez Alvarez B, et al. Impact of
vulvovaginal atrophy therapies on postmenopausal women's quality of life in
the CRETA study measured by the Cervantes scale. Maturitas. 2023;172:46-
51. doi:https://doi.org/10.1016/j.maturitas.2023.03.007.

121. Kingsberg SA, Woodard T. Female sexual dysfunction: focus on low desire.
Obstet Gynecol. 2015;125(2):477-486. doi:10.1097/a0g.0000000000000620.



122. An H, He RH, Zheng YR, Tao R. Cognitive-Behavioral Therapy. Adv Exp Med
Biol. 2017;1010:321-329. doi:10.1007/978-981-10-5562-1 16.

123. Wenzel A. Basic Strategies of Cognitive Behavioral Therapy. Psychiatr Clin
North Am. 2017;40(4):597-609. doi:10.1016/j.psc.2017.07.001.

124. Salmani Z, Zargham-Boroujeni A, Salehi M, K. Killeen T, Merghati-Khoei E.
The existing therapeutic interventions for orgasmic disorders: recommendations
for culturally competent services, narrative review. [ran J Reprod Med.
2015;13(7):403-12.

125. Giraldi A, Wéhlin-Jacobsen S. Female sexual dysfunction: a call to arms for
collaboration to understand the sexological elephant. Nat Rev Urol
2016;13(7):365-6. doi:10.1038/nrurol.2016.99.

126. Carcelén-Fraile MDC, Aibar-Almazan A, Martinez-Amat A, et al. Effects of
Physical Exercise on Sexual Function and Quality of Sexual Life Related to
Menopausal Symptoms in Peri- and Postmenopausal Women: A Systematic
Review. Int J  Environ Res  Public  Health. 2020;17(8).
doi:10.3390/ijerph17082680.

127. Tian Z, Wang X, Fu L, et al. Health-related quality of life and sexual function
among women with overweight or obesity and urinary incontinence: a cross-
sectional study. Quality of Life Research. Published 2024/12/07.
https://doi1.org/10.1007/s11136-024-03868-w

128. Kudesia R, Alexander M, Gulati M, Kennard A, Tollefson M. Dietary
Approaches to Women's Sexual and Reproductive Health. Am J Lifestyle Med.
2021;15(4):414-424. doi:10.1177/15598276211007113.

129. Tabatabaie NS, Rasti Borujeni F, Tavakol Z, Raeisi Shahraki H. The Effect of
Yoga and Pelvic Floor Muscle Exercise on Sexual Function and Sexual
Selfesteem of Reproductive-age Women: A Randomized Clinical Trial.
International Journal of Community Based Nursing & Midwifery.
2024;12(3):188-198. doi:10.30476/ijcbnm.2024.101743.2441.

130. Almugahwi A, Alabdrabulridha H, Aljumaiah RM, et al. A Systematic Review
on the Relationship Between Physical Activity and Sexual Function in Adults.
Cureus. 2023;15(12):e51307. doi:10.7759/cureus.51307.

131. Martinez Vazquez S, Hernandez Martinez A, Peinado Molina RA, Martinez
Galiano JM. Association between sexual function in women and sleep quality.
Frontiers in Medicine. 2023;10. doi:10.3389/fmed.2023.1196540.

132. Dilixiati D, Kadier K, Laihaiti D, et al. The relationship between sleep
disorders, quality, and duration and sexual dysfunction: a systematic review and
meta-analysis. The Journal of Sexual Medicine. 2023:qdad054.
doi:10.1093/jsxmed/qdad054.



133. Zachariou A, Zikopoulos A, Sapouna V, et al. Supervised Pelvic Floor Muscle
Training Improves Sexual Function and Diminishes Sexual Distress in Women
with Relapsing—Remitting Multiple Sclerosis: A Randomised Controlled Study.
Journal of Personalized Medicine. 2024;14(1):88.

134. Jorge CH, Bg K, Chiazuto Catai C, Oliveira Brito LG, Driusso P, Kolberg
Tennfjord M. Pelvic floor muscle training as treatment for female sexual
dysfunction: a systematic review and meta-analysis. Am J Obstet Gynecol.
2024;231(1):51-66.el. doi:10.1016/j.aj0og.2024.01.001.

135. Dominici M, Le Blanc K, Mueller I, et al. Minimal criteria for defining
multipotent mesenchymal stromal cells. The International Society for Cellular
Therapy position statement. Cytotherapy. 2006;8(4):315-7.
doi:10.1080/14653240600855905.

136. Lai S, Guo Z. Stem cell therapies for chronic obstructive pulmonary disease:
mesenchymal stem cells as a promising treatment option. Stem Cell Res Ther.
2024;15(1):312. doi:10.1186/s13287-024-03940-9.

137. Herberts CA, Kwa MS, Hermsen HP. Risk factors in the development of stem
cell therapy. J Transl Med. 2011;9:29. doi:10.1186/1479-5876-9-29.

138. Hetemédki N, Mikkola TS, Tikkanen MJ, et al. Adipose tissue estrogen
production and metabolism in premenopausal women. The Journal of Steroid
Biochemistry  and  Molecular  Biology. 2021;209:105849-105849.
doi:10.1016/j.jsbmb.2021.105849.

139. S1Z, Wang X, Sun C, et al. Adipose-derived stem cells: Sources, potency, and
implications  for  regenerative  therapies. = Biomed  Pharmacother.
2019;114:108765. doi:10.1016/j.biopha.2019.108765.

140. Panina YA, Yakimov AS, Komleva YK, et al. Plasticity of Adipose Tissue-
Derived Stem Cells and Regulation of Angiogenesis. Frontiers in Physiology.
2018;9:1656-1656. doi:10.3389/fphys.2018.01656.

141. Bateman ME, Strong AL, Gimble JM, Bunnell BA. Concise Review: Using
Fat to Fight Disease: A Systematic Review of Nonhomologous Adipose-
Derived Stromal/Stem Cell Therapies. Stem Cells. 2018;36(9):1311-1328.
doi:10.1002/stem.2847.

142. Kabat M, Bobkov I, Kumar S, Grumet M. Trends in mesenchymal stem cell
clinical trials 2004-2018: Is efficacy optimal in a narrow dose range?. Stem Cells
Transl Med. 2020;9(1):17-27. doi:10.1002/sctm.19-0202.

143. Najar M, Melki R, Khalife F, et al. Therapeutic Mesenchymal Stem/Stromal
Cells: Value, Challenges and Optimization. Front Cell Dev Biol.
2021;9:716853. doi:10.3389/fcell.2021.716853.



144. Zhao Y, Chen S, Su P, et al. Using Mesenchymal Stem Cells to Treat Female
Infertility: An Update on Female Reproductive Diseases. Stem cells
international. 2019;2019:9071720. doi:10.1155/2019/9071720.

145. Na J, Kim GJ. Recent trends in stem cell therapy for premature ovarian
insufficiency and its therapeutic potential: a review. Journal of ovarian
research. 2020;13(1):74-74. doi:10.1186/s13048-020-00671-2.

146. Chen L, Jiang X, Yang L. Differentiation of rat marrow mesenchymal stem
cells into pancreatic islet beta-cells. World journal of gastroenterology.
2004;10(20):3016-20. doi:10.3748/wjg.v10.120.3016.

147. Sasaki M, Abe R, Fujita Y, Ando S, Inokuma D, Shimizu H. Mesenchymal
stem cells are recruited into wounded skin and contribute to wound repair by
transdifferentiation into multiple skin cell type. Journal of immunology
(Baltimore, Md. : 1950). 2008;180(4):2581-7.
doi:10.4049/jimmunol.180.4.2581.

148. LiK, Han Q, Yan X, Liao L, Zhao RC. Not a Process of Simple Vicariousness,
the Differentiation of Human Adipose-Derived Mesenchymal Stem Cells to
Renal Tubular Epithelial Cells Plays an Important Role in Acute Kidney Injury
Repairing. Stem  Cells and  Development.  2010;19(8):1267-1275.
doi:10.1089/s¢d.2009.0196.

149. Su J, Ding L, Cheng J, et al. Transplantation of adipose-derived stem cells
combined with collagen scaffolds restores ovarian function in a rat model of
premature ovarian insufficiency. Human reproduction (Oxford, England).
2016;31(5):1075-86. doi:10.1093/humrep/dew041.

150. Sun H, Lu J, Li B, et al. Partial regeneration of uterine horns in rats through
adipose-derived stem cell sheets. Biology of reproduction. 2018;99(5):1057-
1069. doi:10.1093/biolre/ioy121.

151. Galderisi U, Giordano A. The Gap Between the Physiological and Therapeutic
Roles of Mesenchymal Stem Cells. Medicinal Research Reviews.
2014;34(5):1100-1126. doi:10.1002/med.21322.

152. Wang J, Liao L, Tan J. Mesenchymal-stem-cell-based experimental and
clinical trials: current status and open questions. Expert opinion on biological
therapy. 2011;11(7):893-909. doi:10.1517/14712598.2011.574119.

153. Hofer HR, Tuan RS. Secreted trophic factors of mesenchymal stem cells
support neurovascular and musculoskeletal therapies. Stem Cell Research &
Therapy. 2016;7(1):131. doi:10.1186/s13287-016-0394-0.

154. Devesa J, Caicedo D. The Role of Growth Hormone on Ovarian Functioning
and Ovarian Angiogenesis. Front Endocrinol (Lausanne). 2019;10:450.
doi:10.3389/fendo.2019.00450.



155. Zhou P, Baumgarten SC, Wu Y, et al. IGF-I signaling is essential for FSH
stimulation of AKT and steroidogenic genes in granulosa cells. Mol Endocrinol.
2013;27(3):511-23. d0i:10.1210/me.2012-1307.

156. Kasap B, Kasap S, Vatansever S, et al. Effects of adipose and bone marrow-
derived mesenchymal stem cells on vaginal atrophy in a rat menopause model.
Gene. 2019;711:143937. doi:10.1016/j.gene.2019.06.027.

157. Abd-Allah SH, Shalaby SM, Pasha HF, et al. Mechanistic action of
mesenchymal stem cell injection in the treatment of chemically induced ovarian
failure in rabbits. Cytotherapy. 2013;15(1):64-75.
doi:10.1016/j.jcyt.2012.08.001.

158. Zaripova LN, Midgley A, Christmas SE, et al. Mesenchymal Stem Cells in the
Pathogenesis and Therapy of Autoimmune and Autoinflammatory Diseases.
International Journal of Molecular Sciences. 2023;24(22):16040.

159. Han Z, Jing Y, Zhang S, Liu Y, Shi Y, Wei L. The role of immunosuppression
of mesenchymal stem cells in tissue repair and tumor growth. Cell & bioscience.
2012;2(1):8-8. doi:10.1186/2045-3701-2-8.

160. Tasso R, Ilengo C, Quarto R, Cancedda R, Caspi RR, Pennesi G. Mesenchymal
Stem Cells Induce Functionally Active T-Regulatory Lymphocytes in a
Paracrine Fashion and Ameliorate Experimental Autoimmune Uveitis.
Investigative  Opthalmology & Visual Science. 2012;53(2):786-786.
doi:10.1167/iovs.11-8211.

161. Chen QH, Wu F, Liu L, et al. Mesenchymal stem cells regulate the Th17/Treg
cell balance partly through hepatocyte growth factor in vitro. Stem Cell Res
Ther. 2020;11(1):91. doi:10.1186/s13287-020-01612-y.

162. Regmi S, Pathak S, Kim JO, Yong CS, Jeong J. Mesenchymal stem cell therapy
for the treatment of inflammatory diseases: Challenges, opportunities, and
future perspectives. European Journal of Cell Biology. 2019;98(5):151041.
doi:https://doi.org/10.1016/j.ejcb.2019.04.002.

163. Hassanshahi G, Roohi MA, Esmaeili SA, Pourghadamyari H, Nosratabadi R.
Involvement of various chemokine/chemokine receptor axes in trafficking and
oriented locomotion of mesenchymal stem cells in multiple sclerosis patients.
Cytokine. 2021;148:155706. doi:10.1016/j.cyt0.2021.155706.

164. Jiang HH, Ji LX, Li HY, et al. Combined Treatment With CCRI1-
Overexpressing Mesenchymal Stem Cells and CCL7 Enhances Engraftment
and Promotes the Recovery of Simulated Birth Injury-Induced Stress Urinary
Incontinence in Rats. Front Surg. 2020;7:40. doi:10.3389/fsurg.2020.00040.



165. Kim I, Park H, Hwang I, et al. Discovery of chemerin as the new
chemoattractant of human mesenchymal stem cells. Cell Biosci.
2021;11(1):120. doi:10.1186/s13578-021-00631-3.

166. Li X, Shang B, Li YN, Shi Y, Shao C. IFNy and TNFa synergistically induce
apoptosis of mesenchymal stem/stromal cells via the induction of nitric oxide.
Stem Cell Res Ther. 2019;10(1):18. doi:10.1186/s13287-018-1102-z.

167. Fan H, Zhao G, Liu L, et al. Pre-treatment with IL-1 enhances the efficacy of
MSC transplantation in DSS-induced colitis. Cell Mol Immunol. 2012;9(6):473-
81. doi:10.1038/cmi.2012.40.

168. Shan Y, Zhang M, Tao E, et al. Pharmacokinetic characteristics of
mesenchymal stem cells in translational challenges. Signal Transduction and
Targeted Therapy. 2024;9(1):242. doi:10.1038/s41392-024-01936-8.

169. Sun M, Wang S, L1V, et al. Adipose-derived stem cells improved mouse ovary
function after chemotherapy-induced ovary failure. Stem cell research &
therapy. 2013;4(4):80-80. doi:10.1186/scrt231.

170. Terraciano P, Garcez T, Ayres L, et al. Cell therapy for chemically induced
ovarian failure in mice. Stem cells international. 2014;2014:720753-720753.
doi:10.1155/2014/720753.

171. Fouad H, Sabry D, Elsetohy K, Fathy N. Therapeutic efficacy of amniotic
membrane stem cells and adipose tissue stem cells in rats with chemically
induced ovarian failure. Journal of advanced research. 2016;7(2):233-41.
doi:10.1016/j.jare.2015.05.002.

172. Davis SR, Pinkerton J, Santoro N, Simoncini T. Menopause—Biology,
consequences, supportive care, and therapeutic  options. Cell
2023;186(19):4038-4058. doi:https://doi.org/10.1016/j.cell.2023.08.016.

173.LiJ,Mao Q, He J, She H, Zhang Z, Yin C. Human umbilical cord mesenchymal
stem cells improve the reserve function of perimenopausal ovary via a paracrine
mechanism.  Stem  cell research &  therapy.  2017;8(1):55-55.
doi:10.1186/s13287-017-0514-5.

174. Afifi NM, Reyad ON. Role of mesenchymal stem cell therapy in restoring
ovarian function in a rat model of chemotherapy-induced ovarian failure. 7he
Egyptian Journal of Histology. 2013;36(1):114-126.
doi:10.1097/01.EHX.0000423979.18253.10.

175. LiJ, Yu Q, Huang H, et al. Human chorionic plate-derived mesenchymal stem
cells transplantation restores ovarian function in a chemotherapy-induced
mouse model of premature ovarian failure. Stem cell research & therapy.
2018;9(1):81-81. doi:10.1186/s13287-018-0819-z.



176. Zhang Y, Ma Y, Chen J, et al. Mesenchymal stem cell transplantation for
vaginal repair in an ovariectomized rhesus macaque model. Stem Cell Research
& Therapy. 2021;12(1):406-406. doi:10.1186/s13287-021-02488-2.

177. Takahashi A, Yousif A, Hong L, Chefetz I. Premature ovarian insufficiency:
pathogenesis and therapeutic potential of mesenchymal stem cell. J Mol Med
(Berl). 2021;99(5):637-650. doi:10.1007/s00109-021-02055-5.

178. Chen L, Guo S, Wei C, Li H, Wang H, Xu Y. Effect of stem cell transplantation
of premature ovarian failure in animal models and patients: A meta-analysis and
case report. Experimental and therapeutic medicine. 2018;15(5):4105-4118.
doi:10.3892/etm.2018.5970.

179. Lee SY, Shin JE, Kwon H, Choi DH, Kim JH. Effect of Autologous Adipose-
Derived Stromal Vascular Fraction Transplantation on Endometrial
Regeneration in Patients of Asherman’s Syndrome: a Pilot Study. Reproductive
Sciences. 2020;27(2):561-568. doi:10.1007/s43032-019-00055-y.

180. Ma H, Liu M, Li Y, et al. Intrauterine transplantation of autologous menstrual
blood stem cells increases endometrial thickness and pregnancy potential in
patients with refractory intrauterine adhesion. Journal of Obstetrics and
Gynaecology Research. 2020;46(11):2347-2355. doi:10.1111/jog.14449.

181. Singh N, Shekhar B, Mohanty S, Kumar S, Seth T, Girish B. Autologous Bone
Marrow-Derived Stem Cell Therapy for Asherman's Syndrome and
Endometrial Atrophy: A 5-Year Follow-up Study. J Hum Reprod Sci.
2020;13(1):31-37. doi:10.4103/jhrs.JHRS 64 19.

182. Ding L, Yan G, Wang B, et al. Transplantation of UC-MSCs on collagen
scaffold activates follicles in dormant ovaries of POF patients with long history
of infertility. Science China Life Sciences. 2018;61(12):1554-1565.
doi:10.1007/s11427-017-9272-2.

183. Edessy M, Hosni HN, Shady Y, Waf Y, Bakr S, Kamel M. Autologous Stem
Cells Therapy, The First Baby of Idiopathic Premature Ovarian Failure.
Published 2016. https://pesquisa.bvsalud.org/portal/resource/pt/sea-177566

184. Gupta S, Lodha P, Karthick MS, Tandulwadkar SR. Role of Autologous Bone
Marrow-Derived Stem Cell Therapy for Follicular Recruitment in Premature
Ovarian Insufficiency: Review of Literature and a Case Report of World's First
Baby with Ovarian Autologous Stem Cell Therapy in a Perimenopausal Woman
of Age 45 Year. Journal of Human Reproductive Sciences. 2018;11(2):125-130.
doi:10.4103/jhrs.JHRS 57 18.

185. Herraiz S, Romeu M, Buigues A, et al. Autologous stem cell ovarian
transplantation to increase reproductive potential in patients who are poor



responders. Fertility and Sterility. 2018;110(3):496-505.¢1.
doi:10.1016/j.fertnstert.2018.04.025.

186. Igboeli P, El Andaloussi A, Sheikh U, et al. Intraovarian injection of autologous
human mesenchymal stem cells increases estrogen production and reduces
menopausal symptoms in women with premature ovarian failure: two case
reports and a review of the literature. Journal of Medical Case Reports.
2020;14(1):108-108. doi:10.1186/s13256-020-02426-5.

187. Mohamed SA, Shalaby SM, Abdelaziz M, et al. Human Mesenchymal Stem
Cells Partially Reverse Infertility in Chemotherapy-Induced Ovarian Failure.
Reprod Sci. 2018;25(1):51-63. doi:10.1177/1933719117699705.

188. Yan L, Wu Y, Li L, et al. Clinical analysis of human umbilical cord
mesenchymal stem cell allotransplantation in patients with premature ovarian
insufficiency. Cell Proliferation. 2020;53(12):€12938-e12938.
doi:10.1111/cpr.12938.

189. Mashayekhi M, Mirzadeh E, Chekini Z, et al. Evaluation of safety, feasibility
and efficacy of intra-ovarian transplantation of autologous adipose derived
mesenchymal stromal cells in idiopathic premature ovarian failure patients:
non-randomized clinical trial, phase I, first in human. Journal of Ovarian
Research. 2021;14(1):5-5. doi:10.1186/s13048-020-00743-3.

190. Gupta S, Lodha P, Karthick M, Tandulwadkar S. Role of autologous bone
marrow-derived stem cell therapy for follicular recruitment in premature
ovarian insufficiency: Review of literature and a case report of world's first baby
with ovarian autologous stem cell therapy in a perimenopausal woman of age.
Journal  of Human  Reproductive  Sciences.  2018;11(2):125-125.
doi:10.4103/jhrs.JHRS 57 18.

191. Nguyen Thanh L, Dam PTM, Nguyen H, et al. Can Autologous Adipose-
Derived Mesenchymal Stem Cell Transplantation Improve Sexual Function in
People with Sexual Functional Deficiency?. Stem cell reviews and reports.
Published 2021/06//. http://www.ncbi.nlm.nih.gov/pubmed/34129158

192. Julious SA. Sample sizes for clinical trials with normal data. Statistics in
Medicine. 2004;23(12):1921-1986. doi:10.1002/sim.1783.

193. Lovibond PF, Lovibond SH. Depression anxiety and stress scales. Behaviour
Research and Therapy.

194. Tran TD, Tran T, Fisher J. Validation of the depression anxiety stress scales
(DASS) 21 as a screening instrument for depression and anxiety in a rural
community-based cohort of northern Vietnamese women. BMC psychiatry.
2013;13:24. doi:10.1186/1471-244X-13-24.



195. Scavello I, Maseroli E, Di Stasi V, Vignozzi L. Sexual Health in Menopause.
Medicina. 2019;55(9):559.

196. Dennerstein L, Lehert P, Burger H. The relative effects of hormones and
relationship factors on sexual function of women through the natural
menopausal transition. Fertil Steril. 2005;84(1):174-80.
doi:10.1016/j.fertnstert.2005.01.119.

197. Greene JG. Constructing a standard climacteric scale. Maturitas. 2008;61(1-
2):78-84. doi:10.1016/j.maturitas.2008.09.011.

198. Derman RJ, Dawood MY, Stone S. Quality of life during sequential hormone
replacement therapy -- a placebo-controlled study. Int J Fertil Menopausal Stud.
1995;40(2):73-8.

199. Utian WH, Janata JW, Barbier S, Rosen AS, Mayer MH, Taylor MB. Effect of
raloxifene on quality of life: a prospective study using the Utian Quality of Life
(UQOL) Scale. Menopause. 2004;11(3):275-280.
doi:10.1097/01.Gme.0000109295.37664.0¢.

200. Chen P, Chao H, Chou K, et al. The Chinese Utian Quality of Life Scale for
women around menopause: translation and psychometric testing. Menopause.
2012;19(4):438-447. doi:10.1097/gme.0b013e3182331178.

201. Harris PA, Taylor R, Minor BL, et al. The REDCap consortium: Building an
international community of software platform partners. J Biomed Inform.
2019;95:103208. doi:10.1016/].jb1.2019.103208.

202. Nguyen HP, Dao LTM, Le Phuong Hoang A, et al. Prevalence of and risk
factors for female sexual dysfunction in middle-aged Vietnamese women: A
cross-sectional  hospital-based  study.  Maturitas.  2025;202:108743.
doi:https://doi.org/10.1016/j.maturitas.2025.108743.

203. Cohen J. Statistical power analysis for the behavioral sciences. Routledge;
2013.
http://www .utstat.toronto.edu/~brunner/oldclass/378f16/readings/CohenPower
.pdf.

204. Hesterberg T. Bootstrap. Wiley Interdisciplinary Reviews: Computational
Statistics. 2011;3(6):497-526.

205. Liu X. Generalized Linear Mixed Models: Modern Concepts, Methods and
Applications, 2nd ed. Journal of the American Statistical Association. 2025:1-
4. doi:10.1080/01621459.2025.2506201.

206. Zheng J, Islam RM, Bell RJ, Skiba MA, Davis SR. Prevalence of Low Sexual
Desire With Associated Distress Across the Adult Life Span: An Australian
Cross-Sectional Study. J  Sex  Med. 2020;17(10):1885-1895.
doi:10.1016/j.jsxm.2020.07.007.



207. Jaafarpour M, Khani A, Khajavikhan J, Suhrabi Z. Female Sexual Dysfunction:
Prevalence and Risk Factors. Journal of Clinical and Diagnostic Research :
JCDR. 2013;7(12):2877-2880. doi:10.7860/JCDR/2013/6813.3822.

208. Zhang H, Yip PSF. Female Sexual Dysfunction Among Young and Middle-
Aged Women in Hong Kong: Prevalence and Risk Factors. The Journal of
Sexual Medicine. 2012;9(11):2911-2918. doi:10.1111/5.1743-
6109.2012.02773 x.

209. Nwagha UI, Oguanuo TC, Ekwuazi K, et al. Prevalence of sexual dysfunction
among females in a university community in Enugu, Nigeria. Niger J Clin
Pract. 2014;17(6):791-6. d0i:10.4103/1119-3077.144401.

210. Oindi FM, Murage A, Lema VM, Mukaindo AM. Association of Female
Sexual Dysfunction and Fertility: a cross sectional study. Fertility Research and
Practice. 2019;5(1):12. doi:10.1186/s40738-019-0065-9.

211. Ashrafi M, Jahangiri N, Jahanian Sadatmahalleh S, et al. Does prevalence of
sexual dysfunction differ among the most common causes of infertility? A
cross-sectional ~ study. BMC  Women's  Health.  2022;22(1):140.
doi:10.1186/s12905-022-01708-y.

212. Nguyén Vian Tuan, Nguyén Thi Phuong Mai, Lé Thi Cam Huong, Lé Thi Hoai.
bic diém gidm ham muén tinh duc & nguoi bénh nit giai doan trdm cam tai
Bénh vién Bach Mai. Tap Chi Nghién cuu Y hoc. 2023;8(169):215-221.
doi:10.52852/tcncyh.v169i8.1844.

213. Vii Btic Nguyén, Ngo Tich Linh, Tran Trung Nghia, et al. Ti 18 r6i loan chirc
nang tinh duc & bénh nhan 16i loan trAm cam chu yéu tai Bénh vién Dai hoc Y
Duoc Thanh Phd H6 Chi Minh. Tap chi Y hoc Viét Nam. 2024;538(2):296-299.
doi:10.51298/vmj.v538i2.9484.

214. Pham Thi Diéu Linh, Nguyén Thi Hoa, Nguyén Ding Giap, et al. Ty 1& rdi loan
chtc ning tinh duc va cc yéu td lién quan cia nit nhan vién y té & cac bénh
vién cong trén dia ban Thanh phd Budn Ma Thudt. Tap chi Y hoc Viét Nam.
2024;2(541):377-381. doi:10.51298/vmj.v541i2.10813.

215. Pham TH, Vo MT, Nguyen PN. Burnout Syndrome and Sexual Disorders
Among Vietnamese Female Nurses and Midwives at Tu Du Hospital: A
Frontline Hospital-Based Cross-Sectional Study. Womens Health Rep (New
Rochelle). 2025;6(1):660-670. doi:10.1089/whr.2024.0193.

216. Badawy Y, Spector A, Li Z, Desai R. The risk of depression in the menopausal
stages: A systematic review and meta-analysis. J Affect Disord. 2024;357:126-
133. do0i:10.1016/j.jad.2024.04.041.



217. Brown L, Hunter MS, Chen R, et al. Promoting good mental health over the
menopause transition. Lancet. 2024;403(10430):969-983. doi:10.1016/s0140-
6736(23)02801-5.

218. Shitomi-Jones LM, Dolman C, Jones 1, et al. Exploration of first onsets of
mania, schizophrenia spectrum disorders and major depressive disorder in
perimenopause. Nat Ment Health. 2024;2(10):1161-1168. doi:10.1038/s44220-
024-00292-4.

219. Osman DM, Ahmed GK, Farghal MM, Ibrahim AK. Prevalence and predictors
of depressive symptoms among married Egyptian women: a multicenter
primary  healthcare study. BMC  Psychiatry. 2022;22(1):602.
doi:10.1186/s12888-022-04239-w.

220. Wang X, Zhao G, Di J, Wang L, Zhang X. Prevalence and risk factors for
depressive and anxiety symptoms in middle-aged Chinese women: a
community-based  cross-sectional study. BMC  Women's  Health.
2022;22(1):319. doi:10.1186/s12905-022-01908-6.

221.LiRX, Ma M, Xiao XR, Xu Y, Chen XY, Li B. Perimenopausal syndrome and
mood disorders in perimenopause: prevalence, severity, relationships, and risk
factors. Medicine (Baltimore). 2016;95(32):e4466.
doi:10.1097/md.0000000000004466.

222. Guimaraes JM, de Souza Lopes C, Baima J, Sichieri R. Depression symptoms
and hypothyroidism in a population-based study of middle-aged Brazilian
women. J Affect Disord. 2009;117(1-2):120-3. doi:10.1016/j.jad.2008.12.012.

223. Soria-Reyes LM, Alarcon R, Cerezo MV, Blanca MJ. Psychometric properties
of the Depression Anxiety Stress Scales (DASS-21) in women with breast
cancer. Scientific Reports. 2024;14(1):20473. doi:10.1038/s41598-024-68814-
9.

224. Beniusiene A, Kontautiene V, Strukcinskiene B, Grigoliene R, Martisauskiene
D, Jurgaitis J. Depression, Anxiety, and Stress Symptoms (DASS-21) in Elderly
Women in Association with Health Status (SHSQ-25): A Cross-Sectional
Study. Healthcare. 2025;13(1):7.

225. Saleh SA, Almadani N, Mahfouz R, Nofal HA, El-Rafey DS, Seleem DA.
Exploring the Intersection of Depression, Anxiety, and Sexual Health in
Perimenopausal Women. [Int J Womens Health. 2024;16:1315-1327.
doi:10.2147/ijwh.S464129.

226. Santoro N. Perimenopause: From Research to Practice. J Womens Health
(Larchmt). 2016;25(4):332-9. doi:10.1089/jwh.2015.5556.

227. Shawon MSR, Hossain FB, Hasan M, Rahman MR. Gender differences in the
prevalence of anxiety and depression and care seeking for mental health



problems in Nepal: Analysis of nationally representative survey data. Glob Ment
Health (Camb). 2024;11:e46. doi:10.1017/gmh.2024.37.

228. Wilson CM, McGuire DB, Rodgers BL, Elswick RK, Temkin SM. Body
Image, Sexuality, and Sexual Functioning in Women With Gynecologic
Cancer: An Integrative Review of the Literature and Implications for Research.
Cancer Nurs. 2021;44(5):E252-286. doi:10.1097/ncc.0000000000000818.

229. Wilson CM, McGuire DB, Rodgers BL. Body Image Related to Sexual Health:
Development of the Concept. Journal of Midwifery & Women's Health.
2021;66(4):503-511. doi:https://doi.org/10.1111/jmwh.13226.

230. Thatikonda NS, Ram D, Rao TSS, Thatikonda PS. Sexual Dysfunction in
Women with Nonpsychotic Disorders: A Cross-sectional Hospital-based Study.
Indian J Psychol Med. 2022;44(5):445-451. doi:10.1177/02537176211057399.

231. Safdar F, Eng CLJ, Wai KL, Tey WS, Ang SB. Prevalence of female sexual
dysfunction in allied health workers: a cross-sectional pilot study in a tertiary
hospital in  Singapore. BMC  Women's Health. 2019;19(1):137.
doi:10.1186/s12905-019-0829-8.

232. Li W, Li S, Lu P, et al. Sexual dysfunction and health condition in Chinese
doctor: prevalence and risk factors. Scientific Reports. 2020;10(1):15180.
doi:10.1038/s41598-020-72072-w.

233. Kalmbach DA, Arnedt JT, Pillai V, Ciesla JA. The impact of sleep on female
sexual response and behavior: a pilot study. The Journal of Sexual Medicine.
2015;12(5):1221-1232. doi:10.1111/jsm.12858.

234. Tripathi R, Deedwania P, Koparkar A. A Cross-sectional Study of
Interrelationship Between Sleep and Sexual Dysfunction in Indian Females.
Journal of Psychosexual Health. 2025:26318318241307069.
doi:10.1177/26318318241307069.

235. Zhang JP, Wang YQ, Yan MQ, Li ZA, Du XP, Wu XQ. Menopausal
Symptoms and Sleep Quality During Menopausal Transition and
Postmenopause. Chin Med J (Engl). 2016;129(7):771-7. doi:10.4103/0366-
6999.178961.

236. Agrawal P, Singh SM, Kohn J, Kohn TP, Clifton M. Sleep Disorders Are
Associated with Female Sexual Desire and Genital Response - A U.S. Claims
Database Analysis. Urology. 2023;172:79-83.
doi:10.1016/j.urology.2022.11.017.

237. Kalmbach DA, Arnedt JT, Pillai V, Ciesla JA. The impact of sleep on female
sexual response and behavior: a pilot study. The Journal of Sexual Medicine.
2015;12(5):1221-1232. doi:10.1111/jsm.12858.



238. Mockun-Pietrzak J, Gaworska-Krzeminska A, Michalik A. A Cross-Sectional,
Exploratory Study on the Impact of Night Shift Work on Midwives'
Reproductive and Sexual Health. Int J Environ Res Public Health. 2022;19(13).
doi:10.3390/ijerph19138082.

239. Stanton AM, Handy AB, Meston CM. The Effects of Exercise on Sexual
Function n Women. Sex Med Rev. 2018;6(4):548-557.
doi:10.1016/j.sxmr.2018.02.004.

240. Maseroli E, Rastrelli G, Di Stasi V, et al. Physical Activity and Female Sexual
Dysfunction: A Lot Helps, But Not Too Much. The Journal of Sexual Medicine.
2021;18(7):1217-1229. doi:10.1016/j.jsxm.2021.04.004.

241. Kim JI, Zhu D, Davila J, et al. Female Sexual Dysfunction as Measured by
Low Sexual Frequency is Associated With Lower Socioeconomic Status: An
Analysis of the National Health and Nutrition Examination Survey (NHANES),
2007-2016. J Sex Med. 2022;19(1):90-97. doi:10.1016/j.jsxm.2021.09.014.

242. Allsop DB, P¢loquin K, Saxey MT, Rossi MA, Rosen NO. Perceived financial
burden is indirectly linked to sexual well-being via quality of life among couples
seeking medically assisted reproduction. Frontiers in Psychology.
2023;14:1063268. doi:10.3389/fpsyg.2023.1063268.

243. Nguyen Thi Y. Prevalence of sexual dysfuction and some associated factors
among women of reproductive age in Ho Chi Minh city. University of
Medicince and Pharmacy at HCM city; 2016.

244. Ha VS. The harmony of family and the silence of women: sexual attitudes and
practices among rural married women in northern Viet Nam. Culture, Health &
Sexuality. 2008;10(sup1):S163-S176. doi:10.1080/13691050701805501.

245. Bui TC, Diamond PM, Markham C, Ross MW, Nguyen-Le T, Tran LHT.
Gender relations and sexual communication among female students in the
Mekong River Delta of Vietnam. Culture, Health & Sexuality. 2010;12(6):591-
601. doi:10.1080/13691050902968769.

246. Mallory AB, Stanton AM, Handy AB. Couples’ sexual communication and
dimensions of sexual function: A meta-analysis. Journal of sex research.
2019;56(7):882-898. doi:10.1080/00224499.2019.1568375.

247. Pious AA, Amaresha AC. Exploring Factors of Sexual Function and Sexual
Satisfaction Among Nonworking Women: A Qualitative Study. Journal of
Psychosexual Health. 2023;5(4):208-215. doi:10.1177/26318318231221932.

248. Mark KP, Lasslo JA. Maintaining Sexual Desire in Long-Term Relationships:
A Systematic Review and Conceptual Model. Journal of Sex Research.
2018;55(4-5):563-581. doi:10.1080/00224499.2018.1437592.



249. Faubion SS, Fairbanks F, Kuhle CL, et al. Association Between Body Mass
Index and Female Sexual Dysfunction: A Cross-sectional Study from the Data
Registry on Experiences of Aging, Menopause, and Sexuality. J Sex Med.
2020;17(10):1971-1980. doi:10.1016/j.jsxm.2020.07.004.

250. Family Planning 2030 Initiative. Vietnam FP2030 Country Fact Sheet - 2022.
https://www.fp2030.org/app/uploads/2023/08/Viet-Nam-2022-Country-Fact-
Sheet.pdf

251. Aydin K, SAhIN E. The Effect of Women’s Family Planning Method Use on
Worry Level. Middle Black Sea Journal of Health Science. 2023;9.
doi:10.19127/mbsjohs.1278930.

252. Banuhan Sahin, Gorker Sel, Bugra Sahin, Safak Hatirnaz. Comparison of
sexual function scale scores in women according to the contraception method
used as part of family planning strategy in Turkey. CEOG. 2021;48(2):347-352.
doi:10.31083/j.ce0g.2021.02.2358.

253. Tadayon M, Mousavi P, Abbaspoor Z. Female sexual function in users of
combined oral and traditional contraceptive methods. Family Medicine &amp,
Primary Care Review. 2019;21(1):58-61. doi:10.5114/fmpcr.2018.79990.

254. Yildiz H, Ozkan S. Sexual Function Profile in Couples Using Withdrawal and
Intrauterine Device Methods: A Comparative Analysis. Women’s Health
Bulletin. 2020;7(1):48-57. doi:10.30476/whb.2020.85274.1039.

255. Huang M, Li G, Liu J, Li Y, Du P. Is There an Association Between
Contraception and Sexual Dysfunction in Women? A Systematic Review and
Meta-analysis Based on Female Sexual Function Index. J Sex Med.
2020;17(10):1942-1955. doi:10.1016/5.jsxm.2020.06.008.

256. Galipeau J, Sensébé L. Mesenchymal Stromal Cells: Clinical Challenges and
Therapeutic ~ Opportunities.  Cell stem  cell.  2018;22(6):824-833.
doi:10.1016/j.stem.2018.05.004.

257. Wilson JG, Liu KD, Zhuo H, et al. Mesenchymal stem (stromal) cells for
treatment of ARDS: a phase 1 clinical trial. Lancet Respir Med. 2015;3(1):24-
32. doi:10.1016/52213-2600(14)70291-7.

258. Jurgens WJ, Oedayrajsingh-Varma MJ, Helder MN, et al. Effect of tissue-
harvesting site on yield of stem cells derived from adipose tissue: implications
for cell-based therapies. Cell Tissue Res. 2008;332(3):415-26.
doi:10.1007/s00441-007-0555-7.

259. Yang HJ, Kim KJ, Kim MK, et al. The stem cell potential and multipotency of
human adipose tissue-derived stem cells vary by cell donor and are different
from those of other types of stem cells. Cells Tissues Organs. 2014;199(5-
6):373-83. doi:10.1159/000369969.



260. Kurtzberg J, Abdel-Azim H, Carpenter P, et al. A Phase 3, Single-Arm,
Prospective Study of Remestemcel-L, Ex Vivo Culture-Expanded Adult Human
Mesenchymal Stromal Cells for the Treatment of Pediatric Patients Who Failed
to Respond to Steroid Treatment for Acute Graft-versus-Host Disease. Biol
Blood Marrow Transplant. 2020;26(5):845-854.
doi:10.1016/j.bbmt.2020.01.018.

261. Berry JD, Cudkowicz ME, Windebank AJ, et al. NurOwn, phase 2,
randomized, clinical trial in patients with ALS: Safety, clinical, and biomarker
results. Neurology. 2019;93(24):¢2294-e2305.
doi:10.1212/wnl.0000000000008620.

262. Jamali F, Aldughmi M, Atiani S, et al. Human Umbilical Cord-Derived
Mesenchymal Stem Cells in the Treatment of Multiple Sclerosis Patients: Phase
I/ Dose-Finding Clinical Study. Cell Transplant.
2024;33:9636897241233045. doi:10.1177/09636897241233045.

263. Vij R, Stebbings KA, Kim H, Park H, Chang D. Safety and efficacy of
autologous, adipose-derived mesenchymal stem cells in patients with
rheumatoid arthritis: a phase I/Ila, open-label, non-randomized pilot trial. Stem
Cell Res Ther. 2022;13(1):88. do1:10.1186/s13287-022-02763-w.

264. Lim M, Wang W, Liang L, et al. Intravenous injection of allogeneic umbilical
cord-derived multipotent mesenchymal stromal cells reduces the infarct area
and ameliorates cardiac function in a porcine model of acute myocardial
infarction. Stem Cell Research & Therapy. 2018;9(1):129. do1:10.1186/s13287-
018-0888-z.

265.Liu Y, Tal R, Pluchino N, Mamillapalli R, Taylor HS. Systemic administration
of bone marrow-derived cells leads to better uterine engraftment than use of
uterine-derived cells or local injection. J Cell Mol Med. 2018;22(1):67-76.
doi:10.1111/jcmm.13294.

266. Sugiyama Y, Sato Y, Kitase Y, et al. Intravenous Administration of Bone
Marrow-Derived Mesenchymal Stem Cell, but not Adipose Tissue-Derived
Stem Cell, Ameliorated the Neonatal Hypoxic-Ischemic Brain Injury by
Changing Cerebral Inflammatory State in Rat. Frontiers in neurology.
2018;9:757-757. doi:10.3389/fheur.2018.00757.

267. Daniel JM, Lindsey SH, Mostany R, Schrader LA, Zsombok A.
Cardiometabolic health, menopausal estrogen therapy and the brain: How
effects of estrogens diverge in healthy and unhealthy preclinical models of
aging. Front Neuroendocrinol. 2023;70:101068.
doi:10.1016/j.yfrne.2023.101068.



268. Jeong HG, Park H. Metabolic Disorders in Menopause. Metabolites.
2022;12(10). doi:10.3390/metabo12100954.

269. Tran TXM, Kim S, Park B. Changes in metabolic syndrome and the risk of
breast and endometrial cancer according to menopause in Korean women.
Epidemiol Health. 2023;45:¢2023049. doi:10.4178/epih.e2023049.

270. Bliuc D, Tran T, Adachi JD, et al. Cognitive decline is associated with an
accelerated rate of bone loss and increased fracture risk in women: a prospective
study from the Canadian Multicentre Osteoporosis Study. J Bone Miner Res.
2021;36(11):2106-2115. doi:10.1002/jbmr.4402.

271. Ben Menachem-Zidon O, Reubinoff B, Shveiky D. Transplantation of
Mesenchymal Stem Cells Derived from Old Rats Improves Healing and
Biomechanical Properties of Vaginal Tissue Following Surgical Incision in
Aged Rats. Int J Mol Sci. 2024;25(11). doi:10.3390/ijms25115714.

272.Zhang T, Li D, Wang Y, Zhang C, Yang W, Gao G. Delivering umbilical cord
mesenchymal stem cell exosomes through hydrogel ameliorates vaginal atrophy
in ovariectomized rats. Aging (Albany NY). 2023;15(23):14292-14305.
doi:10.18632/aging.205302.

273. Sarsenova M, Kim Y, Raziyeva K, Kazybay B, Ogay V, Saparov A. Recent
advances to enhance the immunomodulatory potential of mesenchymal stem
cells.  Fromtiers in  Immunology. 2022;Volume 13 - 2022.
doi:10.3389/fimmu.2022.1010399.

274. Ye M, Yu L, She Y, et al. Healing effects of a protein scaffold loaded with
adipose-derived mesenchymal stem cells on radiation-induced vaginal injury in
rats. J Int Med Res. 2020;48(10):300060520958826.
doi:10.1177/0300060520958826.

275. Shahhosseini Z, Gardeshi ZH, Pourasghar M, Salehi F. A review of affecting
factors on sexual satisfaction in women. Materia socio-medica.
2014;26(6):378-381. doi:10.5455/msm.2014.26.378-381.

276. Meziou N, Scholfield C, Taylor CA, Armstrong HL. Hormone therapy for
sexual function in perimenopausal and postmenopausal women: a systematic
review and meta-analysis update. Menopause. 2023;30(6):659-671.
doi:10.1097/gme.0000000000002185.

277. Jayasena CN, Alkaabi FM, Liebers CS, Handley T, Franks S, Dhillo WS. A
systematic review of randomized controlled trials investigating the efficacy and
safety of testosterone therapy for female sexual dysfunction in postmenopausal
women. Clinical Endocrinology. 2019;90(3):391-414.
doi:https://doi.org/10.1111/cen.13906.



278. Sacarin G, Abu-Awwad A, Razvan N, et al. Sexual Quality of Life in
Postmenopausal Women: A Comparative Randomized Controlled Trial of
Intravaginal PRP Therapy Versus Local Hormonal Treatments. Medicina
(Kaunas). 2025;61(7). doi:10.3390/medicina61071140.

279. Laura Stark, Mira Razzaque, Jeannie Yoon, Mehrnoosh Aref-Adib, Miles
Banwell, Shohreh Beski. Safety and Feasibility of Autologous Micro-
Fragmented Adipose Tissue Injections for the Treatment of Vaginal Atrophy,
Vulvovaginal Dystrophy, and Stress Urinary Incontinence: An Observational
Case Series. EMJ Urol. 2020;1(8):29-37.
doi:https://doi.org/10.33590/emjurol/19-00181..

280. Krefft-Trzciniecka K, Cison H, Pakiet A, Nowicka D, Szepietowski JC.
Enhancing Quality of Life and Sexual Functioning in Female Androgenetic
Alopecia: Therapeutic Potential of Hair Follicle-Derived Stem Cells.
Healthcare (Basel). 2024;12(6). doi:10.3390/healthcare12060608.

281. Saltzman RG, G Campbell K, J Ripps S, et al. The impact of cell-based therapy
on female sexual dysfunction: a systematic review and meta-analysis. Sexual
Medicine Reviews. 2023;11(4):333-341. doi:10.1093/sxmrev/qead023.

282. Khan SJ, Kapoor E, Faubion SS, Kling JM. Vasomotor Symptoms During
Menopause: A Practical Guide on Current Treatments and Future Perspectives.
Int J Womens Health. 2023;15:273-287. doi:10.2147/ijwh.S365808.

283. Hassan N, Hussein DM, Malak FA, et al. Mesenchymal Stem Cells: A
Therapeutic Approach in Fertility Restoration in Premature Ovarian
Insufficiency. Stem Cell Rev Rep. 2025;21(7):2089-2102. doi:10.1007/s12015-
025-10944-2.

284. Wang R, Liu F, Liao Q, Wu J, Wang L, Li K. Precision medicine in premature
ovarian insufficiency: a focus on the precision therapeutic strategies for
mesenchymal stem cells. Stem Cell Res Ther. 2025;16(1):381.
doi:10.1186/s13287-025-04512-1.

285. Cho J, Kim T, Seok J, et al. Vascular remodeling by placenta-derived
mesenchymal stem cells restores ovarian function in ovariectomized rat model
via the VEGF pathway. Laboratory Investigation. 2021;101(3):304-317.
doi:10.1038/s41374-020-00513-1.

286. Nissy VL, Bhaskaran GG, Lal SS, Mini GK. Menopause-Specific Quality of
Life among Rural Women: A Community-based Cross-sectional Study in
Kerala, India. J Midlife Health. 2025;16(1):67-75.
doi:10.4103/jmh.jmh_171_24.

287. Izawa H, Xiang C, Ogawa S, Hisanaga I, Yoshimoto T. Amelioration of female
menopausal syndrome by intravenous administration of autologous menstrual



blood-derived stem cells. Regen Ther. 2025;29:192-201.
doi:10.1016/j.reth.2025.03.009.

288. Kim SH, Park ES, Kim TH. Rejuvenation Using Platelet-rich Plasma and
Lipofilling for Vaginal Atrophy and Lichen Sclerosus. J Menopausal Med.
2017;23(1):63-68. doi:10.6118/jmm.2017.23.1.63.

289. Kong MH, Lee EJ, Lee SY, Cho SJ, Hong YS, Park SB. Effect of human
placental extract on menopausal symptoms, fatigue, and risk factors for
cardiovascular disease in middle-aged Korean women. Menopause.
2008;15(2):296-303. doi:10.1097/gme.0b013e3181405b74.

290. Vogel M, Franik S, Kiesel L. Phytoestrogen Treatment for Menopausal
Vasomotor Symptoms after Breast Cancer. Breast Care (Basel).
2023;18(3):158-163. doi:10.1159/000529695.

291. Elendu C, Okahia TW, Blewusi GS, et al. FDA approves Veozah (Fezolinetant)
for menopausal symptoms: a new nonhormonal option. Ann Med Surg (Lond).
2025;87(9):5373-5377. doi:10.1097/ms9.0000000000003670.

292. Huang AJ, Faubion S, Grady D. Nonhormonal Treatment of Menopausal
Vasomotor  Symptoms. JAMA Intern Med. 2025;185(7):874-875.
doi:10.1001/jamainternmed.2025.0990.

293. World Health Organization. Strc khoe tim than & Viét Nam. Ty Thai Binh
Duong; 2023. https://www.who.int/vietnam/vi/health-topics/mental-health.
294. B9 Y té. Cong thong tin dién tir - BO Y Té: Viét Nam c6 khoang 14 triéu ngudi
roi loan tam than. https://moh.gov.vn/tin-lien-quan/-

/asset_publisher/viYyM709aWnX/content/viet-nam-co-khoang-14-trieu-
nguoi-roi-loan-tam-than

295. Nguyen NT, Nguyen T, Bui TD, Giang LT. Depression and associated factors
among older people in Vietnam: Findings from a National Aging Survey. PLoS
One. 2024;19(5):¢0299791. doi:10.1371/journal.pone.0299791.

296. Yazdanpanahi Z, Nikkholgh M, Akbarzadeh M, Pourahmad S. Stress, anxiety,
depression, and sexual dysfunction among postmenopausal women in Shiraz,
Iran, 2015. Journal of Family and Community Medicine. 2018;25(2).

297. Kirat S. Sexual Dysfunction in the Life Cycle of Women: Implications for
Psychological Health. Healthcare (Basel). 2025;13(11).
doi:10.3390/healthcare13111268.

298. Jenabi E, Khazaei S, Tiznobaik A, et al. The relationship between stress,
anxiety and depression with sexual function among women with premature
ovarian insufficiency in the West of Iran. BMC Psychol. 2025;13(1):1266.
doi:10.1186/s40359-025-03536-9.



299. Karimi F, Babazadeh R, Asgharipur N, Esmaily H, Latifnejad Roudsari R. The
Effectiveness of Counseling using PLISSIT Model on Depression, Anxiety and
Stress, among Postpartum Women with Sexual Dysfunction: A Randomized
Trial. Journal of Midwifery and Reproductive Health. 2019;7(4):1922-1930.
doi:10.22038/jmrh.2019.36434.1399.

300. Monfaredi Z, Malakouti J, Farvareshi M, Mirghafourvand M. Effect of
acceptance and commitment therapy on mood, sleep quality and quality of life
in menopausal women: a randomized controlled trial. BMC Psychiatry.
2022;22(1):108. doi:10.1186/s12888-022-03768-8.

301. Amin SM, El-Gazar HE, Zoromba MA, El-Sayed MM, Awad AGE, Atta
MHR. Mindfulness for Menopausal Women: Enhancing Quality of Life and
Psychological Well-Being Through a Randomized Controlled Intervention. J
Nurs Scholarsh. 2025;57(4):563-575. doi:10.1111/jnu.70003.

302. Jurczenko L, Semeniuk A, Leszek JW. The Therapeutic Potential of Stem Cells
in Depression. Int J Mol Sci. 2025;26(17). doi:10.3390/ijms26178306.

303. Nevado-Sanchez E, Rodriguez-Diaz M, Nuiiez-Rodriguez S, et al.
Effectiveness of Stem Cell Secretomes in the Regeneration and Functional
Recovery of Severed Nerves in Patients with Nerve Injuries: A Systematic
Review. Cells. 2025;14(7). doi1:10.3390/cells14070492.

304. Abay H, Kaplan S. Validation and reliability of the Turkish Utian Quality-of-
Life Scale in postmenopausal women. Menopause. 2016;23(4):425-432.
doi:10.1097/gme.0000000000000554.

305. Utian WH, Woods NF. Impact of hormone therapy on quality of life after
menopause. Menopause. 2013;20(10):1098-105.
doi:10.1097/GME.0b013e318298debe.

306. Smith AJ, Hall DR, Grové D. Postmenopausal hormone therapy and quality of
life. International Journal of Gynecology & Obstetrics. 2006;95(3):267-271.
doi:https://doi.org/10.1016/}.1jg0.2006.07.003.

307. Hlatky MA, Boothroyd D, Vittinghoff E, Sharp P, Whooley MA, for the HERS
Research Group. Quality-of-Life and Depressive Symptoms in Postmenopausal
Women After Receiving Hormone TherapyResults From the Heart and
Estrogen/Progestin Replacement Study (HERS) Trial. JAMA. 2002;287(5):591-
597. doi:10.1001/jama.287.5.591.

308. Tompkins BA, DiFede DL, Khan A, et al. Allogeneic Mesenchymal Stem Cells
Ameliorate Aging Frailty: A Phase II Randomized, Double-Blind, Placebo-
Controlled Clinical Trial. J Gerontol A Biol Sci Med Sci. 2017;72(11):1513-
1522. doi:10.1093/gerona/glx137.



309. Saltzman R, Ripps S, Balaji N, et al. Effect of Stem Cell Infusion Therapy on
Sexual Function in Women with Type 2 Diabetes and Metabolic Syndrome:
Post-Hoc Analysis of Randomized Controlled Trials. The Journal of Sexual
Medicine. 2022;19(Supplement 3):S31-S31. doi:10.1016/j.jsxm.2022.05.112.

310. Avis NE, Crawford SL, Hess R, Colvin A, Neal-Perry G, Waetjen LE. The
Role of Sexual Function in Quality of Life Among Midlife and Older Women:
The Study of Women's Health Across the Nation. J Womens Health (Larchmi).
2024;33(4):426-434. doi:10.1089/jwh.2023.0439.

311. Xiao Y, Liao Z, Zhang H, Guan T. The global regulatory landscape of stem
cell medical aesthetics: challenges, comparisons, and pathways to coordination.
Stem Cells Transl Med. 2026;15(4). doi:10.1093/stcltm/szaf079.

312. Lloyd-Williams H, Hughes DA. A systematic review of economic evaluations
of advanced therapy medicinal products. Br J Clin Pharmacol.
2021;87(6):2428-2443. doi:10.1111/bcp.14275.



PHU LUC 1
QUY TRINH TUYEN CHON VA PHAN NHOM NGAU NHIEN TRONG
NGHIEN CUU CAN THIEP CO POI CHUNG

1. Tuyén chon ddi twong nghién ciu

Trong khoang thoi gian tir thang 10 nim 2023 dén thang 12 nim 2025, nghién
ctru tién hanh tuyén chon toan bd phu nir trong d0 tudi tir du 40 dén dudi 51 tai thoi
diém ky cam két tham gia, co chan doan RLCNTD tai Bénh vién Pa khoa Quéc té
Vinmec Times City. Chan doan RLCNTD dugc xéac dinh dua trén diém sb cua bod
cong cu danh gid Chuc nang tinh duc nit (Female Sexual Function Index — FSFI), do
nguoi tham gia ty dién va duoc xac nhan bai bac si chuyén khoa San — Phu khoa.

2. Tiéu chi lya chon va phan nhém

TAt ca cac truong hop dép tng dﬁy du tiéu chi lua chon va loai trir déu dugc
moi tham gia nghién ctru. Sau khi ky van ban dong thuan tham gia, ngudi tham gia
dugc phan ngiu nhién vao hai nhanh diéu tri bang phuong phap ngau nhién héa theo
khéi (block randomization).

Véi ¢& miu 50, cach phan chia nay tao thanh 12 khéi day du (48 ddi tuong)
va mot khdi cudi gdm 2 dbi twong, tiép tuc phan ngiu nhién theo ty 18 1:1 vao hai
nhom.

3. Quan ly quy trinh ngiu nhién héa

Nghién ctru 4p dung ngiu nhién hoa theo khdi (block randomization) nham
dam bao tinh can bang vé sé lugng giita hai nhém trong subt qua trinh tuyén chon,
ddng thoi giam sai 1éch phan bd va han ché kha ning dy doan trinh ty phan nhom.

Nhom nghién ciru sir dung phan mém thdng ké dé tao bang s6 ngiu nhién va
phan bo d6i twong nghién ctru vao nhom A (nhém truyén) va B (nhom chimg) theo
block 4 ngudi, mdi khdi gom 4 doi twong tham gia. Cu thé, khi cé dii 4 nguoi dang
ky tham gia nghién ctru, danh sach cta cac ngudi ndy s& duge mot chuyén vién thong
ké doc lap (khong thudc nhém nghién ctru) nhap vao phan mém may tinh dé phan

ngau nhién thanh 2 nhém: nhém A (2 ddi twong) va nhém B (2 ddi tuong). Két qua



phan nhom dugc ghi vao cac phiéu, bo vao timg bao thu duc dan kin va danh sé thir
tu lién tuc. Khi mot déi tuong dat ti€u chuin chon méu va ky cam két dé)ng y tham
gia, bac si thudc nhom nghién ctru s& md phong bi theo dung thir tu s dé xac dinh
d6i twong thudc nhém A hodc nhém B. Quy trinh nay giup dam bao nha nghién ctru
khong thé biét truéc két qua phan nhom trude thoi diém phén bd.

Téng cong, 50 dbi trong duoc dua vao nghién ciru va duge phan ngiu nhién thanh
hai nhom: 25 ddi tuong nhom A va 25 dbi twong nhém B. Danh sach chi tiét dbi
tugng va két qua phan nhoém dugc trinh bay trong bang tong hop duéi day:

BANG TONG HQP PHAN NHOM NGAU NHIEN

Mai sb Pot
STT| MaPID nghién Tén nguwoi tham gia phan Két qua
ciru nhom
1 820020*** | AO1 Truong Thi H. Ng. 1 Nhom A
2 815051*** | BO1 Phi Thi H. Th. 1 Nhém B
3 201259%%* | A0O2 Chu T. H. 1 Nhém A
4 812026*** | BO2 Vi T. L. 1 Nhém B
5 820022#** | A03 Nguyén H. H. 2 Nhom A
6 812022*%** | B0O3 Nguyén L. A. 2 Nhém B
7 818017*** | A04 Bui Thi Thu H. Gi. 2 Nhém A
8 814013*** | B04 Nguyén Thi H. H. 2 Nhom B
9 820009*** | A0S L& H. A. 3 Nhém A
10 | 821045%** | BO5 Kiéu T. D. 3 Nhom B
11 | 812004%** | A06 Pam Thi A. Ng. 3 Nhom A
12 [201324*** | B06 Nguyén Thi Th. H. 3 Nhom B




13 |201308** | AO7 Nguyén Thi H. N. 4 Nhom A
14 | 817065%** | BO7 Tran Thi Th. Th. 4 Nhom B
15 |201324%%* | A0S Nguyén Th. Tr. 4 Nhom A
16 | 819027*** | BOS Nguyén Thi Ng. B. 4 Nhém B
17 | 819006*** | A09 Lé Thi Th. H. 5 Nhom A
18 | 814046*** | BO9 Lé Thi Th. H. 5 Nhom B
19 | 813009%** | A10 Tran Thi H. Qu. 5 Nhom A
20 [ 814051%%* | B10 Poan Thi Th. H. 5 Nhom B
21 [ 201351%%* | A1l Vi K. Tr. 6 Nhom A
22 201348*%* | Bl1 Nguyén Th. L. 6 Nhom B
23 | 814033*** | Al12 Nguyén H. b. 6 Nhom A
24 |201348*** | B12 Nguyén Thi M. D. 6 Nhom B
25 | 814054%%* | A13 Nguyén Th. T. 7 Nhom A
26 | 813013*** | BI3 Lé Thi L. Ph. 7 Nhém B
27 | 201355%%* | Al4 Nguyén Th. H. 7 Nhém A
28 | 814019*** | B14 Nguyén A. Ch. 7 Nhom B
29 [201348*%* | Al15 Luu Thi H. Y. 8 Nhom A
30 | 812008*** | BI15 Bui L. Th. 8 Nhom B
31 | 201348%* | Al6 Nguyén Thi H. N. 8 Nhém A
32 | 818081*** | BI16 Pam Th. Qu. 8 Nhém B
33 | 201348%*% | A17 Nguyén Th. Gi. 9 Nhém A
34 | 201406%** | B17 Hong B. Ng. 9 Nhém B
35 | 816054*** | Al8 Hoang M. Ng. 9 Nhom A
36 | 821047*** | B18 Hoang Th. Tr. 9 Nhom B




37 [201373%** | A19 Nguyén Thi Th. H. 10 Nhom A
38 | 814038*** | B19 Nguyén Thi Th. H. 10 Nhom B
39 |201373%%* | A20 Lé Th. Th. 10 Nhom A
40 | 814050%** | B20 Nguyén Thi Th. Th. 10 Nhom B
41 | 820047*%* | A21 Lé Thi Th. H. 11 Nhém A
42 | 817056%** | B21 Nguyén Th. H. 11 Nhéom B
43 [ 201391%* | A22 Nguyén Th. H. 11 Nhom A
44 | 813011*** | B22 Nguyén Th. B. 11 Nhom B
45 [201436*** | A23 Pao Thi M. H. 12 Nhom A
46 | 817027*** | B23 Trinh Th. H. 12 Nhém B
47 | 201431%%* | A24 Nguyén Thi Ph. Ng. 12 Nhom A
48 | 813009*** | B24 Ping Thi C. H. 12 Nhoém B
49 | 812021%%* | A25 Huynh Th. Tr. 13 Nhom A
50 | 812013%** | B25 Tran Thi M. A. 13 Nhém B

4. Phac @6 can thi¢p va theo doi

(TBGTM) tir m6 mé ty than voi lidu 109 té bao sdng/kg tai thoi diém ban dau
(T0), va nhéc lai vao thoi diém T3 (90 + 14 ngay). Cac danh gia duoc thuc

« Nhém A (can thiép sém): Puogc truyén tinh mach t& bao gbc trung méd

hién tai cac mdc: TO, T1, T3, T6 (180 + 14 ngay) va T12 (365 £ 14 ngay).

Nhém B (d6i chirng — can thiép tri hodn): Puoc theo ddi khong can thiép
trong 6 thang dau, sau d6 truyén TBGTM lan dau tai T6 (180 + 14 ngay) va
1an hai tai T9 (270 £ 14 ngay). Céac danh gia dugc thuc hién tai: TO, T1, T3,

T6vaTIl2.

Ca hai nhém déu duogc bo sung vitamin sau khi hoan tat sang loc, sau mdi lan

truyén TBGTM (lan 1 va 1an 2), véi tong thoi gian sir dung 1a 3 thang.




PHU LUC 2
BAN CUNG CAP THONG TIN CHO POI TUQNG THAM GIA NGHIEN
CUU & THOA THUAN THAM GIA NGHIEN CUU THEO MUC TIEU 1

I. THONG TIN CHUNG:

Tén nghién ciru: Thuce trang rdi loan chie ning tinh duc va két qua can thiép truyén
té bao gdc trung mé tr than tir mdé m& & phu nit 40 - 50 tudi.

Phién ban ICF: 1.1

Ngay thang nam 20....

Péi twgng: Phu nir 40 - 50 tudi co du kha ning nhédn thirc dén kham tai Trung tim
stc khoé Phu nir - Bénh vién Pa khoa Quéc té Vinmec

Pon vi chi tri: Vién Y hoc dy phong va 'Y té cong cong, Pai hoc Y Ha Noi

Thoi gian thuc hién: 2023 - 2024

Pia diém trién khai: Trung tdim stc khoé Phy nit - Bénh vién Da khoa qudc té
Vinmec Times City

Mai sb ddi twong nghién ciru:

1. PHAN CHAO HOI

Xin chao Chi, t6i xin cam on Chj da danh thoi gian cho cudc phong van nay.
Tén t6i 1a Nguyén Hoang Phuong, toi 1a nghién ctru sinh tai Vién Y hoc dy phong va
Y té cong cong, Pai hoc Y Ha Noi.

T61 dang thuc hién nghién ciru vé thuc trang 16i loan chirc nang tinh duc va
két qua can thiép truyén té bao gdc trung mo ty than tir mdé md & phu nit 40 - 50 tuoi.
Muc tiéu cua nghién ctru dang duogc tién hanh nham mo ta thuc trang va mdt ) yéu
td lién quan dén tinh trang roi loan chuc nang tinh duc & phu nir dén kham tai Bénh
vién Pa khoa qudc té Vinmec Times City.

T6i da duoc dio tao ky ludng vé quy trinh trién khai nghién ctru, ddm bao tuan
thu khia canh dao dic trong nghién ctru. Toi dang trao ddi thong tin vé nghién ctru

nay véi Chi dé moi Chi tham gia vao nghién clru nay cung voi ching toi.



Chi dugc moi tham gia nghién ctru vi Chi da dén kham tai Bénh vién Da khoa quéc
té Vinmec Times City.

Chi c6 quyén tham gia hodc khong tham gia vao nghién ctru, Chi c6 thé dimg
tham gia nghién ctru bat cr khi ndo Chi mong muén. Viéc khong tham gia hoic dimng
tham gia nghién ctru cua Chi khong 1am anh hudng dén viéc cham séc va diéu tri
bénh ctia Chi va nhitng quyén loi khac hién dang dugc hudng.

T6i s& cung cap t6i Chi day du thong tin vé nghién ctru ndy. Trong qué trinh t6i cung
cap thong tin, néu c6 cau hoi gi Chi ¢ thé yéu cau toi giai dap ngay dé dam bao Chi
hiéu r6 vé nghién ciru.

1. PHAN THONG TIN NGHIEN CUU

1. Tai sao nghién ciru nay can dwoc thuc hién?

Nghién ctru ndy duoc thuc hién nham khao sat thuc trang va mot ) yéu td lién
quan dén tinh trang rdi loan chirc ning tinh duc (RLCNTD) ¢ phu nit. Nham giap
phu nit phéat hién som nhiing van dé vé suy giam noi tiét hudng t6i viéc can thiép sém
bang cach tiép can véi cac phuong phap chim soc va tmg dung cong nghé méi trong
viéc theo ddi stic khoe cua phu nit mac RLCNTD. Pay 13 co s cho cac nha hoach
dinh chinh sach y té dua ra cac chinh sach pht hop véi tinh hinh thuc té va tién dé
cho su diéu chinh céc chinh sach, chién lugc trong viéc cham soc va theo doi suc
khoe sirc khoe ctia phu nit mac RLCNTD. Ddng thoi, két qua nghién ciru nay co thé
gilip ting cuong sy quan tm va nang cao nhan thirc ctia cong dong téi nhom ddi
teong nay.

2. T6i can lam gi néu dong y tham gia vio nghién ciru nay?
Viéc gi sé xdy ra néu téi tham gia vio nghién civu nay?

Néu Chj dong ¥ tham gia vao nghién ctru nay, Chj s& dugc danh gia tinh trang
strc khoe chung bang mot sb bang danh gia tu dién bao gdm Chi s chirc nang tinh
duc nit (FSFI), Thang danh gia trAm cam, lo au va cing thang (DASS-21). Sau khi
thyc hién khéo sat, néu két qua danh gia cho thay Chi c6 van dé vé rdi loan chirc ning
tinh duc, Chi s& duoc moi vao chuong trinh can thiép bang truyén té bao gdc trung
md ty than tr mdé m& voi 2 lan truyén, cach nhau 3 thang, két hop voi sir dung

vintamin.



Quad trinh nghién ciru sé kéo dai bao ldau?

Toan bo thoi gian tu dién cac bang danh gia khoang 20 - 30 phut.
3. C6 bao nhiéu nguoi sé tham gia vao nghién ciru nay giong t6i?

Nghién ctru nady s€ c6 155 ngudi tham gia.

4. Toi c6 thé gip phai nguy co gi khi tham gia vao nghién ctru nay?

Chung toi s& can Chi dién cac bang danh gia vé Chi sb chirc ning tinh duc nit
(FSFI), Thang danh gi4 trAm cam, lo 4u va cang thang (DASS-21). P4y 1a nghién ctru
khong c6 cac thu thuat can thiép xam 14n nén hoan toan khong anh hudng dén tinh
trang suc khoe cua Chi.

5. Lgi ich cuaa toi khi tham gia vao nghién ctru nay?

Chi s& khong phai chi tra cho bat ki chi phi nao cho viéc danh gia. Néu két qua
danh gia cho théy Chi ¢6 van dé v& RLCNTD, Chi s& duoc moi vao chuong trinh can
thiép bang truyén té bao gbc trung mo tu than tir mdé m& voi 2 1an truyén, cach nhau
3 thang, két hop véi str dung vintamin.

6. Toi c6 thé dirng viéc tham gia nghién ciru ciia minh dwoc khong?

Néu Chj cam thay khong thoai mai trong qué trinh tu dién cac bang danh gia,
Chi c6 thé khong tra 161 cdu hoi d6 hodc dimg nghién ctru bat ky lic nao.

7. Thong tin vé tdi c6 dwoc bao mat tuyét ddi?

Céc thong tin Chi cung cap s& dugc bao mat tir khau thu thap s liéu, phan tich
s6 liéu va cong bd két qua nghién ctru. Dit liéu sau khi thu thap dugc cling dugec ma
héa hoan toan va chi c6 nghién ctru vién chinh méi c6 quyén tiép can vao co so dit
liéu.

8. T6i mat bao nhiéu chi phi khi tham gia nghién ctru?

Chi khong phai tra bat cir chi phi gi khi tham gia nghién ctru nay.
9. Néu tham gia vao nghién ciru nay thi téi c6 quyén gi?

Chi c6 quyén quyét dinh tham gia vao nghién ctru nay hodc tir chdi. Chi c6 thé
ngimg tham gia nghién ctru tai bit ctr thoi diém nao, tham chi sau khi Chi d4 dong y

tham gia.



10. Nguoi dé lién hé khi c6 ciu hoi

Moi thic mic vé nghién ctru va quyén loi ctua d6i twong nghién ctru, xin vui
long lién hé:

ThS. Nguyén Hoang Phuong. SDT: 0914740683

Xin tran trong cam on Chi d tham gia cudc trao doi!

Ngudi cung cap thong tin Ngudi dwge cung cap thong tin

(Ky va ghi vé Ho va tén (Ky va ghi ré Ho va tén)



Toi,

PON TINH NGUYEN THAM GIA NGHIEN CUU

Xdc nhan rang

Tbi dd doc cac thong tin dua ra cho nghién ciru “Thue trang réi loan chire ning
tinh duc va két qua can thiép truyén té bao gbc trung mé ty than tir mé md &
phu nir 40 - 50 tubi” tai Bénh vién Da khoa quéc té Vinmec Times City, phién
ban ICF [Phién ban sb.... ngdy ..... [uci... [eviiiiinin , ....], va té1 da duogc cac
can bd nghién ctru giai thich vé nghién ctru nay va cac thu tuc dang ky tinh
nguyén tham gia vao nghién cutru.

To6i dd co co hoi dugc hoi cac cau hoi vé nghién ciru nay va t6i hai long voi
cac cau tra 101 va giai thich dua ra.

T6i di c6 thoi gian va co hoi dé can nhic tham gia vao nghién ctru nay.

Tbi d hiéu duoc ring t6i o6 quyén dugce tiép can véi cac dit liéu ma nhimg
nguoi co trach nhiém mo ta trong to thong tin.

T6i hiéu rang t6i c6 quyén rat khoi nghién ciru vao bat ctr thoi diém nao vi bat

cu ly do gi.

To1 dong ¥ rang cac bac sy cham soéc stic khoé chinh (néu cd) sé dugc thong bao ve

viéc to1 tham gia trong nghién clru nay.

Panh diu vao 6 thich hop (quyét dinh nay s& khong anh hudng kha ning ban tham

gia vao nghién cuu):

Co Khoéng

T6i dong y tham gia trong nghién ctru nay.

Ky tén cua nguodi tham gia Ngay/thang/nam

Ky tén cua nghién ctru vién Ngay/thang/nam

Viét tén cua nghién ctru vién




PHU LUC 3
BAN CUNG CAP THONG TIN CHO DPOI TUQNG THAM GIA NGHIEN
CUU & THOA THUAN THAM GIA NGHIEN CUU THEO MUC TIEU 2
Thue trang roi loan chirc ning tinh duc va két qua can thiép truyén té bao goc
trung md tw than tir mé mé ¢ phu nir 40 -50 tudi

Chi dugc moi tham gia nghién ctru vé phuong phap méi dé diéu tri rdi loan
chirc nang tinh duc (RLCNTD) nir do tac dong cua tudi tac hodc bénh 1y. Trong
nghién ctru nay, ching t6i hy vong s& thu thap duoc cac bang ching vé do an toan
cling nhu tac dung cai thién chirc ning sinh duc cta truyén té bao gdc trung mé tu
than tir mé m& ddi véi nir gidi bi RLCNTD.

TAI SAO CHUNG TOI THU'C HIEN NGHIEN CUU NAY?

Truyén té bao gbc trung mo tir mdé md tu than di duoc nghién ctru cho nhiéu
loai bénh nhu xo gan, bénh ty mién, Parkinson, thoai hoa khép gdi... Cac két qua
budc dau cho thiy day 1 liéu phap an toan va hiéu qua.

Vién nghién ciru Té bao gbc va Cong nghé gen Vinmec da thuc hién thanh
cong nghién ctru 1am sang danh gid tinh an toan va hiéu qua budc dau cua truyén té
bao gdc trung mo tu than dé diéu tri RLCNTD. Két qua cho thiy day 1a liéu phap an
toan va c6 két qua kha quan ddi v6i nir gidi. Do d6, chiing t6i tién hanh nghién ciru:
“Thuee trang réi loan chirc néing tinh duc va két qud can thiép truyén té bao goc
trung mé tw than tir mé mé ¢ phu nir 40 -50 tuéi”. Véi nghién ctru nay, ching toi
mong mudn tim ra mdt phwong phap méi va hiéu qua hon d6i v6i RLCNTD & nit
gidi khong chi vé chirc ning sinh duc ma con cai thién chat luong séng cho nit gidi.
Nha tai trg cia nghién ctru ndy 1a Tap doan VINGROUP - Céng ty c¢6 phan Bénh vién
Pa khoa Quéc té Vinmec, don vi chi tri 1a Vién nghién ciru Té bao gdc va Cong nghé
gen Vinmec.

Nghién ctru nay dugc phé duyét boi Hoi Dong Pao Ptic Trong Nghién Ctru Y
sinh ctia BO Y Té theo quy dinh vé thir nghiém 1am sang phuong phap méi, ki thuat
méi. Pay 1a Hoi Pong chiu trach nhiém bao vé cac quyén loi cho cac d6i tugng nghién

cuu tai Viét Nam.



Céc té bao sir dung trong nghién ciru ndy c6 ngudn gdc tir mdé md tu than. Mo
m& duoc hut theo quy trinh thudng quy cta khoa thim my, BVDKQT Vinmec Times
City. Dich hiit mé m& dugc dung trong thi thu thap vo khuan. Cac té bao gbc trung
mo s& duoc phan lap va nudi cdy ting sinh trong mdi trudng phong sach theo tiéu
chuén ISO 14644-1, class 6. Quy trinh duoc kiém tra nghiém ngit dé dam bao mau
té bao vo khuén, dat du cac tiéu chi theo hudng din ctia BYT vé san pham té bao
cling nhu cac tiéu chuin vé TBGTM theo tiéu chuén cua Hi¢p hoi Quéc té vé Liéu
phap T¢é bao va Gen (ISCT).

AI SE THAM GIA NGHIEN CUU NAY?

Nghién ctru tuyén 50 nit gigi co do tudi tir 40 dén 50 (chwa man kinh) bi rdi
loan chirc ning tinh duc (RLCNTD) va dong ¥ tham gia nghién ctru.
Vi¢c tham gia ctia Chi trong nghién ctru nay 1a hoan toan ty nguyén.

Néu mudn tham gia nghién ciru, Chi ky gidy chap thuan nay thé hién sy dong
y cho Nhom Nghién ctru dugc phép thu thap va chia sé thong tin sttc khde ca nhan
ctia Chi voi Nha tai tro hodc cac bén c6 lién quan. Céc thong tin nay s& duoc dé dudi
dang an danh va ma hoa.

Sau khi quyét dinh tham gia, Chi hoan toan cé quyén rat lai sy chap thuan va
ngimg tham gia theo y mudn tai bat ky thoi diém nao.

QUA TRINH KHAM VA PIEU TRI sé nhu thé nao?

Nghién ciru tuyén 50 nguoi chia ngau nhién thanh 2 nhém, nhém 1 (nhém A)
gdém 25 ngudi dugc truyén té bao gde 2 lan, cach nhau 3 thang, sau d6 dugc tiép tuc
theo ddi cho dén hét 12 thang sau khi truyén 1an 1. Nhém 2 (nhém B) gom 25 ngudi:
trong 6 thang dau chi theo ddi. Sau 6 thang s& duoc truyén té bao gdc 2 1an tuong tu
nhu nhém 1 va theo ddi tiép cho dén hét 12 thang sau khi truyén 1an 1. Ngoai ra, hai
nhom dugc dung vitamin bao gém Hightamin, total Calcium, Bioflex, Cic-Zinc trudc
truyén TBGTM, sau truyén TBGTM lan 1 va lan 2: Tong thoi gian dung 1a 3 thang.

Viéc kham va diéu tri trong nghién ctru s€ dugc tién hanh theo th(r tu nhu sau:

Kham sang loc



Chj s& duoc giai thich, cung cap thong tin ddy du vé nghién ctru va dugc moi
tham gia nghién cuu.

Kham sang loc dugc thuc hién sau khi Chi ky vao phiéu déng y tham gia
nghién ctu (thang -1).

Céc bac si s& kham 1am sang va tién hanh xét nghiém can 1am sang.

Chi s& duoc dé nghi ty tra 161 Bang danh gia theo chuan quéc té lién quan dén
chét lugng séng va sinh hoat tinh duc.

Néu dap ung yéu cau ciia nghién ctru, Chi s& dugc cip mot ma sd dang ky
nghién ctru va phan ngiu nhién vao hai nhém diéu tri: nhom A sé dugc truyén
té bao gdc trung mé vao thang dau tién (thang 0) va thang 3; nhom B s& truyén
té bao gdc trung mé vao thang 6 va thang 9.

Tuy theo phéc dd diéu tri, bac si s& hen chi lich truyén té bao géc trung mo
hodc 1an kham tiép theo.

Hut mo va truyén té bao goc trung mo ty than tie mo mo

Tty theo nhom diéu tri:

+Nhom A: Chi s& duoc hiit m& sau khi dong ¥ va co du stre khoe dé tham gia nghién

ctru. Chi dugc truyén té bao gdc trung mo 1an 1 va 1an 2 sau truyén lan 1 ba thang.

Chj ciing s& duoc ding mot sd Vitamin trong thoi gian dau.

+ Nhom B: Trong thoi gian dau chi dugce ding mot sb vitamin va theo ddi. Chi s&

dugc hit md va truyén té bao gbe 2 1an vao thang 6 va thang 9 gidng nhu nhom A,

Trudc khi truyén t€ bao goc trung mé tr mé md, chi s€ duoc:

o Badc sT kham 1am sang va thuc hién danh gia tinh trang strc khoe chung
va ndi tiét t6 sinh duc trude truyén.

o Béc si s& ldy mot luong nho mau dé danh gia dap ung cua co thé véi
liéu phap & mirc d6 té bao va phan tir tai thoi diém trude truyén.

Viéc truyén té bao gdc trung md tir moé m& s& thyc hién qua dudng truyén tinh

mach va tiép tuc theo ddi sirc khoé trong vong 24 gid sau truyén.

Tinh an toan va hiéu qua cua lieu phap dwoc danh gia nhw thé nao?



Qua trinh diéu trj va theo ddi s& két thuc thang thtr 12 tinh tir 1an truyén té bao
gbc dau tién.

Trong mdi 1an kham, cac bac si sé& thu thap dir liéu vé hiéu qua théng qua kham
lam sang, 1y mot lwong nhé mau dé xét nghiém nodi tiét to sinh duc, danh gia dap
g cua co thé vai lidu phap ¢ mirc do t& bao va phan tir && danh gia hiéu qua cua
phuong phap.

Chi s& dugc yéu cau tu tra 10i Bang danh gia theo chuan qudc té lién quan dén
chat lwong séng va sinh hoat tinh dyc.

Bac sy ciing s& tim hiéu nhing bién cb bat lgi khong mong mudn thong qua
ban danh gid ma chi ty theo doi ¢ nha.

Vao lan tham kham cubi cing & thang thir 12 sau khi truyén té bao gbc lan thi
nhat, bac si s& kham, thuc hién cac xét nghiém lam sang va can lam sang nhu lan
kham sang loc dau tién dé danh gia tinh an toan va hiéu qua cta liéu phép.

Néu c6 xay ra van dé vé suc khoe trong qua trinh tham gia nghién ctru thi s&
giai quyét nhu thé nao?

Chi s& dugc cung cap thong tin ddy du vé cac thil tuc tién hanh trong nghién
ctru, thudn lgi cling nhu rii ro s& ¢6 thé xay ra khi str dung liéu phép té bao gbc trung
mo dé Chi nam dugc thong tin trudc khi quyét dinh tham gia nghién ctru nay.

Tai liéu nay ghi rd cac quyén han va nghia vy néu Chi quyét dinh tham gia
nghién ctru.

Trong thoi gian tham gia nghién ctru néu c6 van dé gi xdy ra khién cac bac si
hodc Nha tai tro thdy anh hudng tdi an toan strc khoe cta Chi hay cac d6i twong khac
c6 lién quan thi nghién ctru s€ bi ngung lai sém hon du kién.

Néu chua hiéu rd tit ca cac thong tin, Chi nén héi Nhém nghién ciu dé dugc
giai dap thoa dang.

NGUOI THAM GIA NGHIEN CUU CO NHUNG QUYEN LOI Gi?

Véi tu cach 1a doi tugng tham gia nghién ctru, Chi ¢6 cac quyén sau:



Chj hoan toan ty do trong viéc dua ra quyét dinh c6 tham gia nghién ciru hay
khong ma khong bi bt ky de doa, gdy anh hudng hay du dd gi tir nhém nghién ciru,
nhan vién phong kham, hodc cac nghién ctru vién lién quan dén nghién ctu.

Puoc thong bao vé muc tiéu ctia nghién ctru va cach thirc nghién ctru vién 1én
ké hoach thyc hién nghién ctru;

Puoc giai thich nhitng thong tin chwa 13 rang lién quan dén cac thu tuc y té
duogc st dung trong nghién ctru;

Puoc giai thich k¥ cang vé cac nguy co va cac bat 1oi co thé gap phai khi tham
gia nghién ctru;

Puoc giai thich k§ cang vé cac loi ich ¢6 thé c6 duoc khi tham gia nghién ctru;

C6 thé dit cau hoi vao bat ky thoi diém nao vé nghién ciru hodc thu tuc nghién
cuu;

C6 quyén rat khéi nghién ctru vao bat ky lic ndo vi bat ky 1y do gi ma khong
bi anh hudng gi dén cac cham soc y té Chi dang va s& nhan duoc;

Pugc kham sirc khoé bao gdm kham 1am sang, danh gia chirc ning tim phoi,
siéu am, x¢ét nghiém can lam sang (ndi tiét t6 sinh duc, cong thirc mau, dong mau,
hoa sinh, sang loc ung thu vi, marker ung thu) va khong phai tra phi cho cac dich vu
trén;

Puoc mién phi truyén té bao gdc trung mé tir mé md hai 1an trong qua trinh
diéu tri va kham bénh tai cac 1an kham kiém tra va khong phai tra phi cho cac dich
vu trén;

Puoc chim soc sirc khoe trong sudt qué trinh thuc hién truyén té bao gdc cho
dén khi xuét vién. Sau khi xuit vién, néu c6 bat ki bién cd bat loi nao lién quan dén
nghién curu, Chi s€ dugc diéu tri, chim soc theo thuc hanh chim soc thuong quy tai
bénh vi¢n. Chi s€ khong phai tra chi phi cho bénh vién cho céac dich vu trén;

Nhan dugc mot ban sao phiéu chép thuan tham gia nghién ctru dugc ky va ghi

ngay,



Pugc thong bao vé két qua nghién ctru. Khi c6 két qua nghién ctru, nha tai tro
nghién ctru s& c6 bao cdo tom tit cic phat hién ctia nghién ctru va cong bd trén trang
thong tin dién tir (website) ciia cong ty.

NGUOI THAM GIA NGHIEN CUU CO NGHIA VU GI?

Néu Chi quyét dinh tham gia nghién ctru, Chi can thuc hién cac nghia vy sau
day:

Tuan thii cac hudng dan, chi dinh ding thudc (néu c6) cua bac sy trong thoi
gian nghién ctru. Trong tho1i gian nay, bac sy ciing s€ chi dinh khdm lam sang va thuc
hién mét sb xét nghiém theo quy dinh cta bénh vién dé danh gia tinh trang stc khoé.

Trong thoi gian diéu tri ngoai tra, bac sy nghién ctru s& co thé lién lac v6i Chi
dé tim hiéu tinh trang strc khoe. Néu Chi khong dén duoc budi hen nao, Chi phai bao
v6i Bac si nghién ciru va doi ngil nghién ctiru ngay khi biét minh khong thé tham dur.

Trong qué trinh nghién ctru Chj s& dién day dii vao Bang theo ddi strc khoe dé
gri dén don vi nghién ctru dé béc si theo dai.

Béo véi d6i ngii nghién ctru vé bat ky tac dung phu gip phai, ciing nhu céc
bénh vién hodc co so y té khac ma Chi di kham (néu co).

Trong qua trinh tham gia nghién ctru, Chi s¢ KHONG dugc tham gia bét ky
nghién ctru nao khac ma khong cé sy chip thuan ciia Bac si Nghién ciru.

Hay hoi ngay khi Chi c6 thic mic.

B4o v6i Béac si nghién ctru hodc doi ngii nghién ctru néu Chi thay d6i y dinh
vé viéc tiép tuc tham gia chuwong trinh nghién ciru.

Néu Chi quyét dinh tham gia nghién ctru, Chi can phai ky vao biéu mau dong
¥ va iy quyén nay.

CHI SE LAM GI TRONG MOI LAN PEN THAM KHAM?
Khi dén kham, cac bac sy sé:
1. Xem lai ho so bénh an;
2. Kham danh gia tinh trang cac tri¢u chiing bénh theo thudong quy chuyén mon
ctia nganh y té;

3. Hoi vé cac tac dung gip phai sau khi truyén té bao gdc trung mo;



4. Hoi vé viée tuan thi chi dinh cua bac sV;
5. Lay mau dé lam cac xét nghiém theo quy dinh cua nghién ciru;
6. Yéu cau tir dién bang danh gia chat luong sdng va sirc khoe tinh duc theo tiéu
chuan quéc té.
SE CO NHUNG RUI RO VA CAC PHAN UNG BAT LOQI Gi CO THE XAY
RA TRONG QUA TRINH THAM GIA NGHIEN CU'U?

Bit ky nghién cru ndo nguoi tham gia nghién ctru cling ¢6 rui ro, cam giac
kho chiu va bat tién. Nhing diéu nay dang duoc luu y can than truée khi dong ¥ tham
gia nghién ctru can thi¢p.

C6 thé xuét hién triéu ching qua man, sot.

Khi ldy mau dé xét nghiém c6 thé xay ra mot sé rai ro khi 14y mau nhu bi bAm
tim, chay mau va nhidm tring tai noi 1dy mau, mic du rat hiém gip.

Nghién ciru nay st dung té bao gbc trung mé tir mdé md. Pay 1a cac té bao goc
trung md ty than nén khong c6 thai ghép sau khi truyén. Theo nhiu nghién ctru cac
té bao chi ton tai trong co thé khoang 8 tuan va tiét ra cac yéu t tang trudng/cytokines
c6 tac dung nudi dudng té bao, ting sinh cac mach mau giup nudi dudng cac mo tbt
hon, giam cac phan tmg viém c6 hai gitip chdng qua trinh gia héa té bao...Chi mot sd
it t& bao c6 kha ning biét hoa thay thé cac té bao bi 6m yéu hay di chét. Theo nhiéu
nghién ctru, cac phan tng phu gip phai trong va sau truyén rat hiém. Mot sb it ngudi
c6 thé co phan ung tai chd: tay sung né, mau ting dong tuy nhién trude khi truyén
nguoi tham gia duoc ding thude phong tranh va duoc lam xét nghiém dé phat hién
va xir tri som néu co.

C6 thé c6 nhitng tac dung phu ctia phuong phap str dung té& bao gdc trung méd
tir mé m& ma tir trude dén nay chua biét. Vi an toan cta Chi, xin vui long thong bao
cho nhom nghién ctru ngay néu c6 bat ky triéu chimg khong mong mudn nao. Chj s&
khong phai tra tién cho viéc diéu tri cac tic dung phu nay.

Néu Chi c6 cau hoi gi lién quan dén cac nguy co c6 lién quan dén viéc tham

gia vao nghién ctru, xin vui long hdi nhoém nghién ctru vao bat ky luc nao.



NGOAI LIEU PHAP PANG THU NGHIEM CO LIEU PHAP PIEU TRI NAO
CHO TINH TRANG RLCNTD NU KHONG?

RLCNTD nit thuong dugc diéu tri bﬁng tri liéu tam 1y, thyc phém chuc nang,
ché d6 an... nhung khong ghi nhan két qua rd rang. Cac phuong phéap diéu tri cho
tinh trang RLCNTD nit cht yéu hién nay 1a: kiém soat ndi tiét td, str dung cac loai
thudc thay thé hormone. Tuy nhién viéc str dung lau dai ¢ thé gy ra nhitng van dé
vé tim mach hodc ung thu.

VIEC PIEU TRI VA BOI THUONG CHO CAC TAC DUNG PHU, THUONG
TICH, TAN TAT CHO NGUOI THAM GIA NGHIEN CUU SE NHU THE
NAO?

Néu Chi bi tac dung phu, hoac gap phai van dé y té do viéc tham gia vao nghién
ctru, Chi s& duge diéu tri va chim soc cac van dé y té nay tai bénh vién ma khong
phai tra chi phi cho viéc chdm soc diéu tri nay.

Céc thong tin cia nguoi tham gia nghién ctiru ¢6 dugc BAO MAT khong?

Néu Chij dong ¥ tham gia nghién ciru, cac bac sy diéu tri s& chi sir dung cac
thong tin vé tinh trang strc khoe cua Chi phuc vu cho cong tac nghién ctru. Nhitng
thong tin ndy bao gdom qua trinh bénh tat trude ddy va hién nay ciing nhu cac thong
tin tir cac lan thaim kham. Cac thong tin nay s& chi dugc st dung voi muc dich nghién
ctru va khong dugc cong bd cong khai.

V&1 nghién clru nay, cac s6 1iéu vé bénh tat ctia Chi s& duoc chia sé vi cac co
quan Nha nuéc c6 chirc ning va Hoi dong dao duc trong nghién ciru y sinh hoc ciing
nhu v6i Co quan tai tro. Tuy nhién, cic thong tin nay dudi dang cac s liéu va s&
khong chi ra mét cach cu thé tén va cac thong tin c4 nhan khac ciaa Chi.

Néu nhu Chi gip nhiing tac dung khong mong mubn do nghién ciru, nhém bac
sy s& chia sé nhiing thong tin ndy véi nha tai trg dé co thé giup giai quyét cac van dé
nay cho Chi.

Céc thong tin ctia Chi trong qua trinh nghién ciru dugc dung dé:
1. DPanh gid hi€u qua/hi€u luc va an toan cua li¢u phap can thiép
2. Cho mdt sd hoat dong khac (nhu phat trién va dua ra nhitng quy dinh) lién

quan to1 ligu phap nghién clru



Nha tai trg c6 thé st dung cac thong tin ndy voi muc dich nghién ciru.
NGUOI THAM GIA NGHIEN CUU CO PHAI TRA NHUNG CHI PHI GI
KHONG?

Khi tham gia vao nghién ctru nay:

1. Chi khong phai tra chi phi tham gia nghién ctru: Chi khong phai chi tra bat ki

chi phi nao cho céc dich vu lién quan dén nghién ctru bao gom kham, xét

nghiém, thu thap mé mad, truyén TBGTM tir mé m& tu than hai 1an va cham

soc y té trong qua trinh truyén:

O

O

O

Kham sang loc, kham trudce truyén va kham kiém tra dinh ky theo lich trinh
Xét nghiém cén lam sang.

Tham kham néu co bién chimg va diéu tri cac bién chimg lién quan dén
truyén TBGTM;

Truyén TBGTM ty thin md m& hai lan va chiam soc y té trong qua trinh
truyén.

Cac loai vitamin bao g@)m Hightamin, total Calcium, Bioflex, Cic-Zin dugc

dung trong 3 thang.

2. Chi phai tu chi tra nhitng khoan chi phi di lai, in udng thuong ngay hay bu dap

cho viéc mat thu nhap cé nhan.
KHI CO THAC MAC trong qua trinh nghién ciru NGUOI THAM GIA
NGHIEN CUU SE lién hé véi AI?

Khi ¢6 thic mic trong qua trinh nghién ctru, Chi c6 thé lién lac voi:

ThS. Nguyén Hoang Phuong

Dia chi va so dién thoai lién lac:

Vién nghién ciru T¢é bao gdc va cong nghé Gen Vinmec
458 Minh Khai, Hai Ba Trung, Ha N¢i
0914740683 hodc lién hé véi bac si truc tiép diéu tri dé biét thém thong tin vé nghién

cuu.



PON TINH NGUYEN THAM GIA NGHIEN CUU

Tén de tai: Thuec trang roi logn chive nang tinh duc va két qud can thiép

truyén té bao géc trung mé tw thin tivr mé mé 6 phu nir 40 -

50 tuéi
S6 dé cuong: Phién ban 1.1 n@ay ....cccvvvviiniiiniinnnnn
Nha tai tro: Cong Ty C6 Phan Bénh Vién Pa Khoa Quéc té Vinmec

T6i xdc nhdn rang:

T6i di doc va hiéu rd ban thoan thuan nay.

T6i da hiéu 16 cac lgi ich va nguy co khi tham gia nghién ctru nay.

Tbi c6 co hdi dé dat cau hoi va nhan dugc cau tra 161 thoa dang.

T61 hoan toan ty nguyén tham gia nghién ctru.

T6i sé tuan thu cac huéng dan ciia bac sy thoi gian nghién ctru va phéi hop voi
nhém nghién ctru dé dam bao an toan cho ban than ciing nhu dé tai nghién ciru dugc
thuc hién mdt cach c6 y nghia nhat.

o Toi sin sang cung cap ddy du va trung thuc cac thong tin strc khoé theo yéu
cau.

o Téi cam két s& thuc hién dﬁy du cac 1an tai kham theo lich hen cua bac si.

o Tbi cam két s& cung cp diy du thong tin bang theo ddi stc khoé dinh ky.

o Khi c6 cac van dé stc khoé, t6i cam két s& thong bao véi nhém nghién ciru
trong thoi gian som nhat c6 the.

T6i dong ¥ cho nhém nghién ciru goi dién héi thim stc khoé va bo sung cac
thong tin lién quan dén nghién ctru trong sudt thoi gian nghién ctru va sau khi nghién
ctru két thic.

To6i dong y cho nhom nghién ctru thu thap thong tin ca nhan lién quan dén
nghién ctru trong diéu kién thong tin trén dugc bao mat.

Nhom nghién ctru duoc phép xuat ban cac dir liéu nghién ciru hodc chia sé voi bén

thir ba dudi dang an danh hodc ma hoa.



To1 hiu 1a t61 cé thé tir chdi khong tham gia vao nghién ctru hodc yéu cau
ngurng tham gia nghién ctru bat ké Iic nao vi bat cir Iy do gi va chi can noi véi bac si.
Neéu to1 ty ngung tham gia nghién ctru thi bac sy c6 thé yéu cau to61 lam mot so

xét nghiém kiém tra tong quat ¢ 1an kham cudi.

Toé1 | C6 Khong dong ¥ tham gia trong nghién ctru nay.
CHU KY CHAP THUAN
Ho tén va chit ky nguoi tham gia Ngay/thang/nam




PHU LUC 4

MUC TIEU 1: PHIEU THU THAP THONG TIN MO TA THUC TRANG VA
MOT SO YEU TO LIEN QUAN PEN ROI LOAN CHUC NANG TiNH DUC
O PHU NU 40 — 50 TUOI PEN KHAM TAI BENH VIEN PA KHOA QUOC
TE VINMEC NAM 2023-2024

STT CAU HOI TRA LOI
Al Ho va tén
A2 Ngay thang nam sinh (ngay/thdng/nam) Y Y
HOAC tudi (nAm) s
A3 Chiéu cao (cm)
A4 Can nang (kg)
AS Noi cu 1 1. Thanh thi
2. Nong thon
A6 Nghénghiép e
A7 1. 12/12/THPT
2. Trung cip/cao dang
Trinh do hoc van 3. Daihoc ,
4. Sau dai hoc/Thac sy/Tién sy
5. THCS/Cap 2
A8 N v —
A9 1. Sinh thuong
Sinh thudng hay sinh mé 2. Sinh md
3. Cd hai
Al10 . 0. Khong
Tinh trang hon nhan (Két hon)
1.Co
All Tubi cua chdng/ban tinh (ndm) | e,
A12 | Thoi gian kéthén (nam) |




Al3 1. Bao cao su
2. batvong
, _ 3. Thudc tranh thai
Bién phap tranh thai dang st dung (vi du: dat )
. ) 4. Que tranh thai
vong, thudc tranh thai, bao cao su, tinh chu ky ,
. 5. Tri¢t san (that voi trung)
kinh, cay que tranh thai...) .
6. Tinh chu ky/ xuat
ngoai/khong sir dung
8. Phdi hop nhiéu bién phap
Al4 1. Khong/hiu nhu khong
Tam sy v6i chong vé nhu cau tinh duc 2. Thinh thodng
3. Thuong xuyén
AlS 0. Khong
Thutre khuya sau 12h dém
1.Co
Al6 Thoi gian ngd trung binh/dém (gi0) | e,
Al7 Udc tinh s6 1an Quan hé tinh duc trong 1
T
Al8 o 7 1. Khong/hau nhu khéng
Hoat dong thé chat (tap thé duc trén 3
. . 2. Thinh thoang
lan/tuan)
3. Thuong xuyén
A19 , 0. Khong
Hut thudce 14
1.Co
A20 , ‘ 0. Khong
Uodng rugu bia
1.Co
A21 Udc tinh Tong thu nhap cia gia dinh/thang

(triéu dong)




PHU LUC 5
BANG PANH GIA CHI SO CHUC NANG TINH DUC NU
(Female Sexual Function Index - FSFI)
Pé c6 thé tu danh gia, xin Chi lam quen véi cac tir duoc dung trong bang danh gia
nay:
e Hoat dong tinh duc c6 thé bao gom vuot ve, thii dam va quan hé tinh duc qua
am dao
e Giao hop duoc dinh nghia la dwong vat dwa vao trong dm dao.
e Ham mudn hoic quan tim tinh duc ld mét cam gidc bao gobm mong muén cé
mot trai nghiém vé tinh duc, nghi dén hodc tuong tuong vé quan hé tinh duc.
e Hung phan tinh duc ld mét cam gidc hung phéin vé ca thé chdt lan tinh than
dé chudn bi cho viéc giao hop hodc khi dwoc kich thich tinh duc.
Xin hay doc tirng cau hdi duoi day va dua trén muc do cdm nhan cua ban trong
vong 4 tudn vira qua theo thang diém 5 bac cam nhén dé danh dau (X) vao mot 6

thich hop nhét

1 = Rét thap hodc khong ham mudn gi

Ciau héi 3: Trong 4 tudn qua, chi co 0 = Khong c6 hoat dong tinh duc

Cau héi 1: Trong 4 tuan qua, chi c6 [ 5=Hau nhu luén luén
thwong cam thidy ham mudn hodc quan [ 4 =Hau hét thoi gian (hon mot nira thoi gian)
tam dén hoat dong tinh duc khong? [ 3 =Daoi khi (khoang nira thoi gian)
O 2 = Mot vai 1an (it hon mot nira thoi gian)
O 1 =Hau nhu khong hodc khong bao gid
Cau héi 2: Trong 4 tuan qua, chi danh gia [ 5 =Rat cao
nhu thé nao vé mirc @9 ham mudn hoic O 4= Cao
quan tam dén hoat dong tinh duc ctia [ 3 = Trung binh
minh? O 2 =Thap
[
U
O

thwong cam thdy hung phin tinh duc 5 = Ludn luon hodc gan nhu ludn ludn thay
trong khi hoat dong tinh duc hay giao hop kich thich

khong?

O

4 = Hau hét cac lan (hon mot nira s6 1an)



Cau héi 4: Trong 4 tuan qua, chi thiy mirc
d6 hung phin tinh duc trong khi hoat
dong tinh duc hay giao hop nhu thé nao?

Cau héi 5: Trong 4 tuan qua, chi di tu tin
nhu thé ndo vé viéc s& hung phan tinh duc
trong khi hoat dong tinh duc hay giao
hop?

Céau héi 6: Trong 4 tudn qua, chi co
thwdong xuyén hai long voi cam giac hung
phan trong khi hoat dong tinh duc hay
giao hop khong?

Cau héi 7: Trong 4 tudn qua, chi co
thwong thay tron udt trong khi hoat dong
tinh duc hay giao hop khong?

OO0 O0O0OO0O0OO0OO0OO0OOoOOoOoOoOoOooOoaOoaoOoaad
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3 = Poi khi (khoang mot nira s lan)

2 = Mot vai lan (it hon mot nira s6 1an)
1 = Hau nhu khong hodc khong bao gio
0 = Khong c6 hoat dong tinh duc

5 =Rét cao

4 =Cao

3 = Trung binh
2 = Théap

1 = Rét thap hodc khong thiy gi

0 = Khong c6 hoat dong tinh duc

5 =Rét tu tin

4 = Tu tin cao

3 =Tuy tin vira

2 = Tu tin thap

1 = Rat thap hodc khong ty tin

0 =Khong c6 hoat dong tinh duc

5 = Lu6n ludén hodc gan nhu ludn ludn thay
hai long

4 = Hau hét cac lan (hon mot nira sb 1an)

3 = Poi khi (khoang mot nira s6 1an)

2 = Mot vai lan (it hon mot mot nira s 1an)

1 = Hau nhu khéng hoidc khong bao gioy

0 = Khong c6 hoat dong tinh duc

5 = Luon thay tron uét

4 = Hau hét cac lan (hon mot nira sb 1an)

3 = Poi khi (khoang mot nira s6 1an)

2 = Mot vai lan (it hon mot mot nira s0 lén)

1 = Hau nhu khéng hoidc khong bao gio



Céu héi 8: Trong 4 tudn qua, chi c6 thay
khé ma dugc tron uot trong khi hoat dong

tinh duc hay giao hop khong?

Céu héi 9: Trong 4 tuan qua, sy tron uGt
thudng dugc duy tri nhu thé nao tinh cho
dén khi két thuc hoat dong tinh duc hay

giao hop?

Cau héi 10: Trong 4 tuan qua, chi thay
viéc duy tri sy tron udt cho dén khi két
thiic hoat dong tinh duc hay giao hop co
kho khan khong?

Céu héi 11: Trong 4 tuan qua, khi c6 kich
thich tinh duc hay giao hop, chi c6 thuwong

dat dén cuc khoai khong?

Ciau héi 12: Trong 4 tuan qua, khi c6 kich
thich tinh duc hay giao hop, chi c6 kho

dat t61 cuc khoai khong?

O 0O0000a0a0n0

O o0oo0oo0oo0boo0oboo0oooobooooOoo0oaogoan

0 = Khong c6 hoat dong tinh duc
1 = Cyc ky kho hoac khong co

2 = R4t khé
3 =Kho
4 = Hoi kho

5 = Khong khé

0 = Khong c6 hoat dong tinh duc

5 = Luon ludn hodc gan nhu luén luén duy
tri duoc

4 = Hau hét cac lan (hon mot nira sb 1an)

3 = P6i khi (khoang mot nira s 1an)

2 = Mot vai lan (it hon mot mét nira s 1an)
1 = Hau nhu khéng hoidc khong bao gio

0 = Khong c6 hoat dong tinh duc

1 = Cuc ky kho hoic khéng thé

2 = R4t khé
3 =Kho
4 = Hoi kho

5 = Khong khoé

0 = Khong c6 hoat dong tinh duc

5 = Ludn luén hodc gan nhu luén luén

4 = Hau hét cac lan (hon mot nira sb lan)
3 = Poi khi (khoang mot nira s6 1an)

2 = Mot vai lan (it hon mot mot nira ) lﬁn)
1 = Hau nhu khéng hodc khong bao gio
0 = Khong c6 hoat dong tinh duc

1 = Cyc ky kho hoac khong thé

2 =Ratkho

3 =Kho



Céu héi 13: Trong 4 tuan qua, chi hai
long nhu thé nao voi kha nang dat dén cuc
khoai cua minh trong khi hoat dong tinh
duc hay giao hop?

Cau héi 14: Trong 4 tuan qua, chi hai
long nhu thé nao véi mic do gan gii vé
cam xuc trong sinh hoat tinh duyc gitra chi

voi chéng/ ban tinh cua chi?

Ciu héi 15: Trong 4 tuan qua, chi hai long
nhu thé nao trong mdi quan hé tinh dyc véi

chdng/ ban tinh?

Céu héi 16: Trong 4 tuan qua, nhin chung
chi c6 thay hai 1ong véi doi sdng tinh duc

cua minh khong?

Oo0oooad
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4 = Hoi kho

5 =Khoneg kho

0 = Khong c6 hoat dong tinh duc

5 =Rat hai long

4 = Hai long vtra phai.

3 = Lung chung gitra hai long va khong hai

long

2 = Khong hai long vira phai

1 = Rét khong hai long

0 = Khong c6 hoat dong tinh duc

5 = Rét hai long

4 = Hai long

3 = Lung chung gitra hai long va khong hai
long

2 = Khong hai long

1 = Rét khong hai 1ong

0 = Khong c6 hoat dong tinh duc

5 =Rat hai long

4 = Hai long

3 = Lung chung gifra hai long va khong hai
long

2 = Khong hai long

1 = Rat khong hai long

5 =Rét hai long

4 = Hai long

3 = Lung chung gifra hai long va khong hai
long

2 = Khong hai long

1 = R4t khong hai long



Cau héi 17: Trong 4 tuan qua, chi c6
thwong c6 cam giac khd chiu hodc dau
trong khi hoat dong tinh duc qua duong

am dao khong?

Cau héi 18: Trong 4 tudn qua, chi co
thwong xuyén c6 cam giac kho chiu hoac
dau sau khi hoat dong tinh duc qua duong

am dao khong?

Cau héi 19: Trong 4 tuan qua, chi danh gia
mirec d§ kho chiu hodc dau cua minh nhu
thé nao trong khi hodc sau khi giao hop qua

am dao?

OO0O0O0OODOOO0OOo0OOoOoOoOooOoOoOoooaoao

0 = Khong cb gang giao hop

1 = Lu6n ludn hodc gan nhu ludn ludn

2 = Hau hét cac lan (hon mot nira sb 1an)
3 = Poi khi (khoang nira s6 1an)

4 = Mot vai lan (it hon mot nira s6 1an)

5 = Hau nhu khéng hoic khong bao gid
0 = Khong ¢ ging giao hop

1 = Lu6n ludn hodc gan nhu ludn ludn

2 = Hau hét cac lan (hon mot nira sb 1an)
3 = Poi khi (khoang nira s6 1an)

4 = Mot vai lan (it hon mot nira s6 1an)

5 = Hau nhu khong hodc khong bao gid
0 = Khong cb gang giao hop

1 = Rét cao

2 =Cao

3 = Trung binh
4 = Thap

5 = Rét thap hoic khong sao ca



PHU LUC 6
THANG PANH GIA TRAM CAM, LO AU VA CANG THANG (DASS - 21)

Xin vui long khoanh tron vao cdc sé 0, 1, 2 hay 3 dé chi ra mikc dg phit hop véi

tinh trang ma ban cam thdy trong thdng vira qua.

0. Piéu nay t6i hoan toan khong gip phai (hiém khi < 1 lan/tuan)

1. Dung véi t6i mot phan nao dé hay doi khi gdp phai (tir 1-2 lan/tuan)

2. Téi thuong xuyén hodc nhiéu 1an gip phai (trung binh 2-3 lan/tuan)

3. Rét thuong xay ra vi toi hay hau hét lac nao ciing gip (trung binh 5-7 lan/tuan

tro lén)
STT | Trong thang qua Khong |Péi | Thwong | Rat
gap khi xuyén hay
gap xay ra
1 T6i thay khé ma thoai mai dugc
2 T61 bi khd miéng
3 T6i gan nhu khong thiy lac quan ty
nao
4 T6i thay kho tho (thd gap, khé the
du chang lam viéc gi nang)
5 T6i thay kho ma bat tay vao cong
viéc
6 To1 da phan tng mot cach thai qua
vo1 nhitng sy viée xay ra
7 T6i cam thay run (vi du nhu ra md
hoi tay...)
8 T6i thay minh qua lo lang
9 To61 lo minh roi vao nhitng tinh
huéng ma tdi ¢6 thé bi hoang s¢ hoac
]am mét mat




10 | T6i thdy twong lai ching c6 dang gi
dé mong doi ca

11 | Téi thay minh dé bi kich dong

12 | Toi thay kho ma thu gidn duge

13 | Toi thay chan nan va that vong

14 | Toi thay kho chap nhan véi nhimng gi
can tr¢ cong viée to1 dang lam

15 | T6i thay minh gin nhu bi hoang loan

16 | Toi thay khong thdy hiang héi véi bat
ky viéc gi nira

17 | Toi cam thay la nguoi kém gia tri

18 | Toi rat dé bi phat y va tu ai

19 | Téi thiy tim minh dap nhanh, dap 15i
nhip va khong do lam viéc mét

20 | T6i cam thay so vo cé

21 | T6i thay cudc song that vo nghia




PHU LUC 7

THANG PIEM PANH GIA CHAT LUQONG CUOQC SONG UTIAN
The Utian Quality of life Scale (UQOL)

Xin hay doc tirng cau danh gia dudi day va dua trén mac do cam nhan cua ban

trong vong mot thdng vira qua theo thang diém 5 bac cam nhén nhu sau:

1 diém 2 diém 3 diém

4 diém

5 diém

_ Dung ¢ murc
Khong diing Hoi ding

trung binh

Kha dung

Rét diing

Sau khi suy nghi ki mdi cau danh gia hiy khoanh vong tron (O) vao 6 ¢6 sd

diém tuong tmg.

D¢ gitip danh gid chinh xac chat lugng cudc song cuia ban, xin dung bd sot tra

161 cau dénh gié nao.

Stt CAU HOI 1 (2|3 ]4]5
Tbi c6 thé kiém soat moi viéc quan trong trong cudc
1 , 1 2|3 |45
song cua minh.
2 | T6i cam thay bi thach thuc trong cong viéc cia minh. 1 23|45
T6i tin twdng rang cong viée cua minh co ich cho xa
3 , 1 (23|45
hoi.
T6i thay khong hai long voi doi séng tinh duc ciia
4 1 (23|45
minh.
5 | T6i thay hai long véi cude séng ling man ctia minh. 1 23|45
T6i di nhan duoc sy quan tAim cua nhidu ngudi 6 noi
6 . . , . 1 (23|45
toi dang sinh song hodac trong cong vi¢c.
7 | Toi khong hai long véi vé bén ngoai cua minh. 1 2|3 |45
8 | Ché d6 an cua toi khong duoc day du. 1 2|3 |4]5
9 | T6i thay minh c6 thé kiém soat dugc théiquendnudng. | 1 | 2 | 3 | 4 | 5
10 | T6i thuong tap thé duc mdi tuan 3 1an hodc hon. 1 23|45




11 | Tam trang cta t6i n6i chung 1 budn chan. 4 |5

12 | T6i thudng cam thdy lo au. 4 |5
Hau hét moi viéc xay ra v6i t6i déu nim ngoai tam

B kiém soat. 13
T6i thay hai long v6i tan suét sinh hoat tinh duc véi

1 chong (ban tinh). 3
Hién tai t61 cam théy khong thoai mai hoac bi dau khi

5 sinh hoat tinh duc. Y7
T6i tin 1a t6i khong kiém soat duoc tinh hinh sirc khoe

1o cua minh. 10
T6i tyr hao vé nhirng thanh tyu trong nghé nghiép cia

17 minh. 413

18 | T6i thay cudc song ctia minh tha vi. 4 |5
To1 tiép tuc dat ra nhitng muyc ti€u ca nhan* méi cho

P minh. Y10

20 | To6i mong nhing diéu tot dep s& dén vai toi. 4 |5

21 | Toi thay sirc khoe ctia minh tét. 4 |5

22 | T6i thdy minh du stc khoe. 4 |5

- T6i tiép tuc dit ra nhimg muc tiéu nghé nghiép** méi 4l s

cho minh.

* Muc ti€u ca nhan la nhiing muc tiéu ngén han hodc dai han c6 thé ap dung cho cong

vige, cudc song gia dinh hodc 161 song cta ban.

** Muc tiéu nghé nghiép 1a bat cir diéu gi ban hy vong dat duoc trong nghé nghiép chuyén

mon cua minh nhu k¥ ning, thay d6i nghé nghiép hoic tién luvong vv...




PHU LUC 8
BANG PIEM TRIEU CHUNG MAN KINH - AMS
Ban tu danh gid murc do nghi€ém trong cua céc tri¢u chirng cua chinh minh va
tu cho diém (khoanh tron) theo muc d6 sau
e 0 diém: néu khong co triéu ching
e 1 diém: mirc do nhe
e 2 diém: muc do trung binh

e 3 diém: muc dj nang

Cac con boc hda

Cam giac chong mat

Nhirc dau

Cau gt

Tram cam

Cam thay khong duogc ai yéu thuong

Cam giac lo au

Thay d6i tAm trang

Mt ngti

Mét moi bat thuong

Dau lung

Dau khép

Pau co

Moc 16ng mat

Da kho

Cam giac kién bo dudi da

Cam thdy it ham muén tinh duc

Khoé am dao

Giao hgp khong thoai mai

O O O O O O O OO OO0 o000
Y
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W W W[ W] W W| W[ W] W W| W W| W W W W W W W W

b1 ti€u nhiéu lan

TONG







PHU LUC 9

CAC BIEN SO LIEN QUAN PEN PAC PIEM POI TUQNG NGHIEN CUU

1. Théong tin vé diic diém nhan khau hoc va kinh té — xa hi

Tudi (ndm).

Tinh trang viéc lam: khong co6 viéc lam; c6 viéc lam.

Trinh d hoc vin: tiéu hoc; trung hoc co sd; trung hoc phd théng; trung cép;
cao déng; day nghé; dai hoc; sau dai hoc.

Tinh trang hon nhéan: doc than; két hon; goa; ly hon/ly than.

Tubi ban doi (nim).

Thoi gian hon nhan (nam).

Noi cw tri: d6 thi; nong thon.

Thu nhép trung binh hang thang ciia hd gia dinh (triéu dong/thang).

2. Chi so0 sire khoe va tién tien st san khoa

(]

Hinh thirc sinh con: sinh thuong; sinh md; ca hai.

S6 con (ngudi).

Bién phap tranh thai dang sir dung: bao cao su; dung cu tir cung; thudc tranh
thai udng; cdy que tranh thai; thit dng dan trimg; tinh ngay an toan/xuét tinh
ngoai; két hop nhiéu bién phap.

Chi s6 khdi co thé (BMI): tinh bang can ning (kg)/[chiéu cao (m)]%; phan
loai:

o Thiéu can: BMI < 18,5

e Binh thuong: 18,5 < BMI <23

o Thtra can/béo phi: BMI > 23

. Chi so vé dac diém hanh vi va 10i song

Tan suit quan hé tinh duc (Ian/thang).
Mikc dd trao d6i nhu cau tinh duc véi ban doi: khong trao ddi/né tranh
hodc hau nhu khong; muc trung binh; coi md/thudng xuyén.

Thoi gian ngii trung binh mbi dém (gio).



Théi quen thire khuya: ngu sau 24 gi¢ (c6/khong).

Mirc dd hoat dong thé chat/tip thé duc: khong/hiém khi; thinh thoang (1-2
lan/tuan); thuong xuyén (>3 lan/tudn).

Hut thudc 14 (co/khong).

Udng rwgu/bia: tan suit > 1 lan/tuan (c6/khong).



PHU LUC 10
QUY TRINH HUT MO, PHAN LAP, NUOI CAY, BAO QUAN, KIEM SOAT
CHAT LUQNG, CHUAN BI TBGTM VA QUY TRINH TRUYEN TBGTM

1. QUY TRINH PHAU THUAT HUT MG PE THU THAP MO MO
1) Muc tiéu
Thu nhan mot lugng mé md vo khuan (khoang 50-150 mL, tiy nhu cau) bang k¥
thuat hiit m&, nham cung cAp miu cho quy trinh xir Iy va phan lap TBGTM.
2) Chuan bi (dung cu — vét twr — thudc)
« B® dung cu hiit m& (canula chuyén dung, hé théng hut).
e Dung dich tumescent/phan tach mé: pha Lidocain 2% 500 mg + Adrenalin
1 mg trong 1000 mL NaCl 0,9%.
o Bang chun/do dinh hinh dung sau thu thuat.
3) Quy trinh thyc hién
3.1. Trwée thu thuat (hanh chinh — danh gia ngwoi bénh)
o Kham va danh gia toan trang; thuc hién xét nghiém tién phau:
o Cong thirc méau, dong mau, nhém mau
o Sang loc mién dich: HIV, HBV, HCV
o Dién tam d6
« Hoan thién ho so bénh 4n theo quy dinh.
« Giai thich thu thuat va ky cam két dong ¥ diéu tri (ngudi bénh/ngudi giam ho).
3.2. Lap ké hoach can thiép
« Quyét dinh phurong an giam dau/an than phu hop.
« Xéc dinh dia diém thuc hién (phong tha thuit hodc phong md) theo chi dinh.
3.3. Trong thu thuét (k¥ thuat hit m& va kiém soat vé khuin)
« Thiét 1ap dudng truyén tinh mach, gan monitor theo ddi trong thu thuat.
« Chon vung ldy m&: vu tién thanh bung trudc; tu thé thudng dung: nim ngira.

o Néu thuc hién tai phong md: an than theo chi dinh bac si gdy mé.



« Sat khuin réng ving can thiép (Betadine 3% hodc dung dich phu hop, tranh
di tng) va trai sang vo trung.
« Gay té tai chd vi tri rach da bang Lignospan 2%.
« Rach da nho (~5 mm) tai vi tri phit hop (nép rén/duéi rén/nép ben).
« Bom dung dich tumescent bang bom tiém 50 mL (kim chuyén dung) hodc may
bom:
o Tong liéu Lidocain khdng vuet qua 50 mg/kg thé trong.
« Cho 5-10 phiit dé thudc té ngam.
« Hut md bang canula chuyén dung (dai 15-20 e¢m, dwong kinh 2-3 mm), thu
50-150 mL dich/mé m& theo yéu cau.
« Chuyén miu sang khau xur 1y (giri bénh pham) theo quy trinh tiép nhan mau.
3.4. Két thiic thi thuat va chim séc tai chd
o Sat khuan lai, nan bét dich ton luu ving hut.
« Khau 16p duéi da (néu chi dinh).
o Bang ép: bang chun vung dui hodc bang/dai chuyén dung viung bung.
2. QUY TRINH PHAN LAP - NUOI CAY - LUU TRU TE BAO GOC TRUNG
MO TU MO MO
1) Yéu ciu va tiéu chuin miu mé mé hat
1.1. Tiéu chuin nhin miu
« Co day da thong tin nguoi tham gia.
« MaAu dam béo vo khuén: lo dung kin, khéng ro ri/tran dob.
« Thé tich m& > 20 mL (khong tinh dung dich van chuyén).
« C0 thé bao quan tdi da 24 gio trude xir Iy & 2-8°C.
1.2. Tiéu chuin loai méu
« Lo hd, 10 i, tran db hodc nghi ngd nhiém ban.
e Thé tich md< 20 mL.
« Qua 24 gid hodc bao quan sai diéu kién (khong & 2—8°C).
2) Thiét bi/vit tu tiéu hao/héa chit
2.1. Thiét bi



Tén trang thiét bi

Model/Hang

May hit dich

Vacusafe/Integra

Bé 6n nhiét kho

MG-2200/Eyela

Kinh hién vi ddo nguoc céd
camera

CKX 53/Olympus

May ly tam Centrifuge 5810 R/Eppendorf
Pipet aid S1 Pipet Filler, Thermo Scientific
Pipet don kénh Eppendorf

Ta ATSH Cép 2 Class II A2/ThermoFisher (1386)

Tu nuoi cay té bao

3141/Thermo Fisher hoac SCR-
165DRS/ Astec - Nhat ban

May 1 nhiét co lac

Adi Plus

at tu tiéu hao

Tén dung cu

Cat. Number/Hang

Bao gidy

Thanh Binh, Viét Nam

Bom tiém 5ml

Mediplast, Viét Nam

Bom tiém 50ml

Terumo, Viét Nam

Cell Strainer 70pum 352350/Corning-Falcon

Chai nuoi cdy t€ bao 75em? (T75) 11\%6472’ /NUNC, Thermo Scientific,
Chai nudi cay té bao 225cm? 159933/NUNC, Thermo Scientific,
(T225) My

CoolCell® Cell Freezing
Containers

BCS-405, Biocision — M§

Gac v0 khuan

Danameco, Viét Nam

Ging tay phau thuat INTWO0865/ Indonesia

Khau trang Medipro, Viét Nam

Kim 18 G NN 1838R/ Terumo, Nhat Ban
Miu Thanh Binh, Viét Nam

Ong Eppendorf 2ml 430659/ Corning, M§

Ong ly tim 15ml

430791/ Corning, M§




Tén dung cu

Cat. Number/Hang

Ong ly tAm 50ml

430829/ Corning, My

Pipet serological 2 mL

356507/Corning-Falcon

Buong dém té bao

Puc

DHC-NO1-5/Neubauer Improved,

Ong bao quan mau

430659/ Corning-Falcon

Pipet serological Sml

357543/ Corning-Falcon hoac
170355N/Thermo Scientific

Pipet serological 10ml

356551,357551/ Corning-Falcon hoac
170356N/Thermo Scientific

Pipet serological 25ml

357535/ Corning-Falcon hodc
170357N/Thermo Scientific

Pau con Pipette 10 ul

771288/Greiner bio-one

Pau con Pipette 200 pl

4139/Corning-Falcon

Pau con Pipette 1000 pil

4140/Corning-Falcon

b. Hoa

chit, sinh pham

Tén hoa chat/kit

Cat. Number/Hang

Didu kién bao

quan
Natri clorid FKB 0.9% 100ml | 10010023/ Gibco 15-30°C
PBS 1X 10010023/ Gibco 15-30°C
Cong Ty C6 Phan
Cbdn 70° Hoéa Duoc Viét Nhiét d6 phong
Nam
Trypan Blue Solution, 0.4% 15250061/ Gibco Nhiét d6 phong
Collagenase, Type | _
17100-017/Gib -20°C
(10000U/ml) 1peo
A1014201/Th
CTS™ CELLstart™ Substrate | . ermo 2-8°C
Fisher
Hank’s Balanced Salt 14025092/Thermo Nhiét d8 phe
i€t do phon
Solution, (HBSS) Fisher 7 G0 PRONg
07930/St 11
Cryostor CS10 emee 2-8°C
Tech
5000 U/ml, Lifi
Penicillin/Streptomycin e, e -20°C

Technologies




Didu kién bao

Tén hoa chat/kit Cat. Number/Hang .
quén
Mobi truong co
130-104-182 StemMACS ban:
e S 1130-104-182/ 2-8°C
MSC Expansion Media Kit Mvltenvi/Dir Vi lugng bod sung:
enyi/Dtic
Xeno Free, Serum free y -20°C
Moi truong hoan
chinh: 2-8°C
12563011/ Th
TryPLE Select Enzyme (1X) ) eHmo Nhiét do phong
Fisher
Human Albumin Baxter 20% | Baxter 2-8°C
.. , 93005/Thermo
Turck staining solution ) 2-8°C
Fisher

3) Quy trinh ky thuat

Buwéc 1. Xir Iy bé mét chai nudi cay

« Pha lodng co chéit phil bé mit (CellSTART) bang dung dich PBS 1X (ti 1¢

1:100) va phu bé mat chai nudi dé hd tro bam dinh té bao.

Budc 2. Chuan bi moi tredng nuoi cay

« Moi truong thuong mai (StemMACS MSC Expansion Media Kit) gom: 01

dung dich nudi cay nén (Basal medium) va 01 dung dich chit ting sinh b

sung (Supplement), pha theo hudng dan nha san xuat.

« B6 sung 1% Penicillin/Streptomycin vao moi truong nudi cdy tir ngay 0 (D0)

dén ngay 7 (D7) sau phan lap; tir D7 tré di khong ding khang sinh.

« MOdi trudng phai i 4am 37°C > 20 phiit trude khi st dung.

Buée 3. Xir Iy va phén tach sain phAm mé hiit (tao phan doan mach nén SVF)
o Chuén bi dung dich tiéu mo chira: HBSS + Collagenase 200 U/mL + 0,1%

Human albumin

« Ly tam ban dau (500 g, 5 phat, 15-20°C), thu 16p mé phia trén va loai bo

phan dich duéi chtra hong cau.

« Rira mé biang HBSS va tiép tuc ly tim 500 g trong 5 phit & 15-20°C. Lip

lai budce rira thém 3-4 1an dén khi sach, trong, it mau héng.




Tron md da rua véi HBSS+Collagenase+Human albumin, 1 37°C trong may
1 nhiét ¢6 lac (téc dd 300 vong/phit) trong 1 gio dén khi m6 md chuyén dang
long min.

Hut phan dich, loc qua cell strainer, ly tim 10 phiit (500 g, 15-20°C) dé thu
cin té bao (SVF).

Loai bé 16p md/dich phia trén; thém moi trudng nudi, hoa tron va ly tam lai 5
phut (500 g, 15-20°C); cudi cung hoan nguyén cin trong moi trudong nudi dé

chuan bi gieo cay.

Buéc 4. Nudi cay TBGTM tir SVF (passage 0)

Hoa cin SVF trong méi truong; dém té bao bang Turck va budng dém té bao.
Chai da phii CellISTART dugc rira PBS, roi thém méi trudng nudi co khang
sinh.
Ly tam té bao (500 g, 5 phiit, 15-20°C), hoan nguyén va gieo vio chai nudi.
U & 37°C, 5% COs, trong diéu kién oxy sinh Iy theo thiét 1ap phong thi
nghiém.
Theo doi:

o 24 gio: danh gid bam dinh.

o 48 gid: thay méi truong lan dau.

o Sau d6 thay moi truong méi 3 ngay.

Khi dat 70-80% dd phi, tién hanh cdy chuyén.

Buéc 5. Cay chuyén bing enzyme (passage 0 dén passage 3)

Chuan bi chai médi: phit CellSTART nhu Budc 1; méi truong @ am 37°C >
20 phut (khong u > 2 gio).

Quan sat hinh thai va luu anh truéc ciy chuyén.

Hut bé moi trudong, raa PBS; thém TryPLE Select, u 3—5 phut é 37°C.

G& nhe chai dé bong té bao; trung hoa enzyme bang méi truong nudi.

Thu té bao, dém té bao séng bang Trypan Blue va budng dém té bao.

Ly tam 4 phit (400 g, 15-20°C), hoan nguyén va gieo lai vao chai da chuan

bi voi mat ¢ mong muon.



« Tiép tuc nudi: thay méi trudng 3 ngay/lan dén 70-80% do phu cho lan ciy
chuyén tiép theo hoic dé dong lanh.
« TBGTM dugc cay chuyén dén passage 3 trudc khi thu hoach.
Bude 6. Luu triv (dong lanh) TBGTM
« Dong lanh tai passage 0 dé tao master cell bank; mot phan dong tai passage
1 cho ké hoach st dung sau (vi du 3 thang).
o Thu hoach té bao theo quy trinh cdy chuyén, dém té bao, hoan nguyén trong
CryoStor.
o Chia vao cryotube, ha nhiét c6 kiém soat (hop ha nhiét/may ha nhiét tu dong).
« Khi dat khoang —90°C, chuyén vao hé thong luu trir (nito 16ng/thiét bi luu trit
theo SOP) va ghi nhén vi tri trén hé thong.
4) Xét nghiém kiém soat chat lwgng (QC) va an toan sinh hoc clia qu4 trinh nudi
cdy TBGTM
« Ciy nam/ciy khuén:
o Trén dung dich van chuyén mé mé va dich rira SVF sau xir Iy.
o Trén miu méi trudng nudi tai thoi diém lwu trir té bao.
e Mycoplasma:
o Trén dich rira SVF sau xir Iy va mdi trudng nudi tai thoi diém luu
trir.
o Khi can kiém tra lai: thuc hién trén dich nudi 24 gio' sau ciy chuyén.
o Dac tinh TBGTM (flow cytometry): thyc hién & passage 2.
o Karyotype: thuc hién & passage 3.
3. QUY TRINH KY THUAT THU HOACH TE BAO GOC TRUNG MO
1) Muc tiéu
Thu hoach TBGTM ¢ lan ciy chuyén cudi, c6 cam tmg oxy sinh 1y (hypoxic
preconditioning) nham tang kha ning thich nghi trong co thé va ting tiét yéu to tao
mach; sau d6 rira — kiém tra chat luong — pha dich truyén — doéng goéi — chuyén 1am
sang.

2) Piéu kién trudc thu hoach



« O lan cdy chuyén cudi: thuc hién cam tmg oxy sinh Iy 5% O: (37°C, 5% CO2)
sau giai doan nuoi ¢ oxy thuong (theo SOP).
« Chi thu hoach khi té bao dat d6 phi1 bé mat > 70%.
e Trudc thu hoach: quan sat hinh thai va kiém tra diu hiéu nhiém (moéi trudng
van duc/d6i mau cam/cé mui), ddng thoi luu hinh anh € bao.
3) Quy trinh thu hoach
Budérc 1. Tach té bao khéi bé mit bang enzyme
« Hut bé méi trudng nudi, rira bé mat bang PBS.
« Thém TryPLE Select, 0 ¢ 37°C tdi thiéu 3 phut, toi da 10 phut.
e Vb nhe thanh chai dé t bao bong; quan sat nhanh duéi kinh hién vi néu can.
« Trung hoa enzyme bing mdi truong nudi cay.
Budce 2. Thu gom va ly tim
« Hut nha bang pipet 3—5 1an dé thu toan b té bao, chuyén vao 6ng ly tim phu
hop:
o 15 mL néu thé tich < 15 mL; 50 mL néu < 50 mL; néu > 50 mL dung
nhiéu éng.
« Tréang chai bang PBS (néu can) va gop vao ong ly tAm.
o Ly tam 400 g x 4 phat ¢ nhi¢t 4o phong.
Buwéc 3. Rira té bao bang dung dich truyén
« Loai bo dich ndi, hoan nguyén té bao bang 100 mL dung dich truyén (NaCl
0,9% hodc Ringer lactate) dé rira.
« Dém té bao va danh gia song/chét bang Trypan Blue + hemocytometer.
Cong thirc tinh:
« Tong sb té bao = (Tong s6 té bao dém duogc)/4 x 2 x 10* x Thé tich dung dich
« Ty 1¢ té bao song (%) = (S t& bao séng)/(SH té bao séng + chét) x 100%
o Ly tam lai 400 g x 4 phut ¢ nhi¢t do phong.
Buwéc 4. LAy miu xét nghiém va lwu miu hau kiém
e Thuyc hién xét nghi€ém céy khuén, céy nam, Endotoxin, Mycoplasma trén dich

rua té bao.



« Luudich rira vao 6ng 50 mL dan PID, bao quan 4°C t6i thiéu 1 tudn sau truyén.
e Néu c6 té bao du sau pha ché: luu trong dng 50 mL v6 khuan dan PID, bao
quan 4°C trong 7 ngdy dé hau kiém.
Budéc 5. Pha ché san pham truyén
« Hoan nguyén té bao trong dung dich truyén (NaCl 0,9% hodc Ringer lactate)
v6i thé tich theo chi dinh 14m sang va liéu té bao theo c4n ning (theo bang liu
noi bo).
« Cong thirc diéu chinh thé tich:
o Thé tich dung dich can dé hoa té bao = (Thé tich dung dich truyén x
Téng sb té bao) / (Tong sb té bao can truyén)
Buwéc 6. Pong goi — van chuyén — ban giao
« Chuyén té bao vao tai truyén, dan PID; dit trong hop chuyén mau vo tring,
boc sang va dan PID bén ngoai.
« Khi san pham dat tiéu chuan theo quy trinh QC danh cho truyén ngudi: chuyén
dén phong truyén sém nhit c6 thé.
« Néu phai cho 1am sang: bao quan 4-8°C, t6i da 24 gid (trir truong hop chuyén
site khac can phé duyét riéng).
« Hoan thién phiéu thu hoach.
4) Xét nghiém bit budc tai thoi diém thu hoach (QC)
« Vi khuan/vi nam trén dich rira té bao ctia mau truyén.
« Mycoplasma trén dich rira té bao (theo SOP kit MycoAlert).
« Endotoxin trén dich rira t& bao (theo SOP Endosafe-PTS).
4. QUY TRINH KIEM TRA CHAT LUQNG SAN PHAM TBGTM TRUOC
TRUYEN
1) Muc tiéu
Pam bao an toan va dat chuan chat luong ciia san pham TBGTM trude khi truyén cho
ngudi tham gia, bao gédm: dinh danh TBGTM, v6 khuan, khéng Mycoplasma,
Endotoxin dat ngudng, va ty 1é séng du cao.

2) Thoi diém va loai méu kiém tra



Céc mau té bao nudi cdy duogc lay dé QC tai cac médc chinh:

o Truwéc lwu triv: ldy mAu tir san pham té bao dé kiém tra vo khuan/Mycoplasma
(theo SOP ndi bo).

o Tai thoi diém truyén: miu xét nghiém 1a dich rira té bao 1an cudi trude khi
pha lodng véi dung dich truyén (dung cho cdy khuin — nim, Mycoplasma,
Endotoxin; va c6 thé dung cho cic xét nghiém lién quan theo quy dinh).

3) Cac hang muc xét nghiém bit budc
3.1. Pinh danh TBGTM (Flow cytometry)
« Thuyc hién & lan cay chuyén cudi trudc truyén hodc tai thoi diém truyén.
o Tiéu chuin marker bé mit theo ISCT:
o Marker duwong tinh: CD105, CD73, CD90 > 95%
o Marker am tinh: CD45, CD34, CD11b, CD19, HLA-DR < 2%

« Thuyc hién theo quy trinh dinh danh TBGTM bang flow cytometry ciia don vi

chuyén mon.
3.2. Vi khuin va vi nam (Sterility testing)
« Yéu cau: san pham truyén khong chira yéu t6 1ay nhiém vi khuan/vi nAm.
« MaAu xét nghiém:
o Mau san pham trude luu trix
o Dich rtra t€ bao lan cudi tai thoi diém truyén

o Xét nghiém dugc thyc hién tai khoa Xét nghi€ém, Bénh vién Da khoa quéc té
Vinmec Times City bang hé théng tu dong.

o Xu tri khi duong tinh:

o Bdo céo ngay cho b phin Quan Iy chit luong, phdi hop véi 1am sang.
3.3. Mycoplasma
e Yéu cau: san pham truyén khong c6 Mycoplasma.
« Mau xét nghiém: twong tu vo khuén (trude luu trtr va dich rra lan cubi khi

truyén).



o Thuc hién theo SOP phat hién Mycoplasma: str dung bd kit MycoAlert™ Plus
Mycoplasma Detection va MycoAlert™ Assay Control cua Lonza; két qua
dugc doc bang may Lucetta Luminometer ctia Lonza.

3.4. Endotoxin (ndi doc té vi khuan)

e Chi thyc hién 1 1an tai thoi diém truyén, mau 1a dich rira té bao lan cudi.

« Ngudng chip thuan: < 5 EU/kg can ning

o Thuc hién theo SOP dinh luwong Endotoxin: bang hé théng Endosafe® PTS,
stt dung Endosafe® PTS Cartridge; két qua duoc doc bang may Endosafe®
PTS cua Charles River.

3.5. Ty 1¢ song (Viability)

e Yéu cau: ty 18 té bao sdng > 70% trong san pham truyén.

e Phuong phap: Trypan Blue (hodc phuong phap tuong duong).

o Cong thuc:

o Ty 1é té bao sdng (%) = (S6 té bao sdng) / (S6 té bao séng + chét) x
100%
4) Tiéu chuan chip thuin san pham truéc truyén

« Ty 1¢ song (Trypan Blue): > 70%

e Marker dwong tinh CD73/CD90/CD105 (Flow cytometry): > 95%

e Marker am tinh CD45/CD34/CD11b/CD19/HLA-DR (Flow cytometry): <
2%

« Vi khun, vi nim: dudi ngudng phat hién (Am tinh theo xét nghiém nuoi
cay/dinh danh)

e Mycoplasma: dudi ngudng phat hi¢n

« Endotoxin:

o <0,2 EU/kg (dudng nao tiy) hodc
o <5 EU/kg (duong truyén khac)
5) Tra két qua va hd so kém theo

« Chi khi san pham dat QC va dam bao an toan, méi tién hanh truyén.



« MJdi san pham truyén di kém phiéu tra két qua theo mau “Phiéu két qua san
pham TBGTM” va hd so QC lién quan.
5. QUY TRINH TRUYEN TE BAO GOC TRUNG MO PUONG TiNH MACH
1) Muc dich
Hudng dan chuén bi, thuc hién, x1r tri va theo doi ngudi bénh dugc truyén TBGTM
tur than tir mé m& theo duong tinh mach nham danh gia tinh an toan va hiéu qua trong
diéu trj RLCNTD.
2) Pham vi va ddi twong ap dung
« Pham vi: bac si va diéu dudng tham gia quy trinh truyén.
« Déi twong: ngudi bénh du tiéu chuin tham gia thr nghiém 1am sang pha I,
phan nhom ngau nhién vé truyén TBGTM ty than tir m6é m& diéu tri RLCNTD.
3) Chuén bi truérc truyén
3.1. Nhan su chiu trach nhi¢m
« Bac si diéu tri chinh
o Lua chon nguoi bénh du tiéu chuén; xac dinh thoi diém truyén khi tinh
trang 6n dinh.
o Hoan thién ho so bénh an trude truyén.
o Thong bao ké hoach va phdi hop véi cac bd phan lién quan (dic biét
trung tAm té bao gdc, thdi gian biéu thu thuat).
« Diéu dudng phu trach
o Nim ké hoach chdm séc tir nhap vién dén xuét vién (xét nghiém, tiém
thude, theo ddi, hoi strc).
o Diéu dudng giai doan truyén can c6 kinh nghiém theo d&i ngudi bénh
trong thu thuat truyén.
3.2. Ngudi bénh va ngwoi nha
« Puoc giai thich myc tiéu thi thuat, nguy co/bién chimg co thé xdy ra, cach xir
tri, két qua ky vong.
« Thong bao ké hoach diéu tri, thoi gian va chi phi du kién.
« Nguoi bénh tir dién va ky phiéu cam két.



Kham lam sang, diéu tri on dinh va thyuc hién déy du xét nghiém theo yéu cau

nghién ctru.

4) Ho so' va xét nghiém truée truyén

Dau hiéu sinh tén va cac bang cau héi theo dé cuong nghién ciru.

Xét nghiém ban dau (tir 1an kham sang loc): cong thirc mau, nhém mau, dong
mau, test nhanh HIV, HBV, HCV.

Céan l1am sang khac (tr 1an kham sang loc): dién giai, hoa sinh, khi mau, ECG,
siéu am tim.

QC san phfim TBGTM truwéc truyi“en: ty 1€ séng/chét; marker bé mit
TBGTM; Endotoxin; cdy khudn—nam; Mycoplasma.

5) Quy trinh k¥ thuat truyén TBGTM dwong tinh mach

5.1. Kiém tra truéc thii thuat

Béc si kham theo quy dinh, do ddu hiéu sinh ton, chi dinh xét nghiém/danh gia
truge thu thuat, va chi dinh truyén TBGTM.

5.2. Thuec hién truyén

Tu thé ngudi bénh: nim ngira.
Gan monitor theo ddi: nhip tim, huyét 4p, SpO-, nhip tho.
Thiét 1ap dwdng truyén tinh mach ngoai vi, ndi voi bom tiém/tai chira san
pham TBGTM; duy tri dudng truyén.
Tién diéu tri: Solumedrol 40 mg tiém tinh mach cham 30 phut trudc truyén.
Truyén TBGTM:
o Liéu: 1,0 triéu té bao/kg/lan.
o Téc d truyén: khoang 40 mL/gio hoic theo chi dinh bac si (nhdm dam
bao Endotoxin trong ngudng an toan).
o Sau truyén: dung NaCl 0,9% truyén tinh mach trang ven.
Diéu dudng ghi nhin dau hiéu sinh ton theo quy dinh vao bang theo dbi.

Truyén nhic lai sau 3 thang v6i quy trinh tuong tu.



6) Theo déi va xir tri tic dung phu trong/ sau truyén
« SOt nhe: Paracetamol 500 mg uéng 1 vién khi nhiét d6 > 38,5°C.
« Noén: theo ddi; néu non nhiéu dung Ondansetron 8 mg (tiém tinh mach).
« Pau tai vi tri truyén: kiém tra duong truyén; dap gac con néu co chay mau.
« Nhiém khuin tai vi tri truyén: rat bo dudng truyén, sat khuan tai chd; néu
tién trién can nhéc khang sinh va cdy khuén.
« Di trng: xir tri theo phac d6 chéng séc.
7) Theo déi sau ra vién (cic moc danh gia)
o Sau 3 thang /6 thang / 12 thang:
o Ghi nhén bién c¢6 bt loi, s6 1an nhap vién.
o Khéam lam sang.
o Xétnghiém FSH, E2, xét nghiém sinh hoa.
o Bang cau hoi chat lugng cude séng va cac cong cu theo dé cuong.
6. QUY TRINH XU LY BIEN CO BAT LOI
1) Bién c6 lién quan dén iy mé mé
1.1. Dj ing thudc gay té/an than — giam dau
« Phong ngira: khai thac k¥ tién st di tmg, danh gia nguy co trude thi thuat.
e Xir tri: theo mtc d6 phan tng; tudn thu quy trinh cap ctru phan vé cta bénh
vién.
1.2. Ngo doc thudc té
« Phong ngira: kiém soat liéu thudc té&, theo ddi sat trong thu thuat.
o Xir tri: dya trén tinh trang 1am sang, thuc hién theo quy trinh chuyén moén cua
bénh vién/B Y té.
1.3. Nhiém trung vét mo
« Phong ngira: tuan thi kiém soat nhiém khuan va vo khuan khi can thiép.
o Xir tri: danh gia mirc d6 nhiém trung va diéu tri theo phac d6 phu hop cia co
sO.
1.4. Chay mau vét md

« Phong ngira: danh gia dong mau trude thu thuat, tuan tha k¥ thuat ldy mo md.



« Xir tri: tly mic d6 chay méu (theo ddi, can thiép tai chd hodc xir tri chuyén
khoa theo chi dinh).

2) Bién c6 lién quan dén truyén té bao goc trung mé (TBGTM)
2.1. Di ving v6i khoi té bao

« Phong ngira: khai thac tién sir di ing; néu c6 tién sir di ing ning, can nhic
kham chuyén khoa di tng va ap dung phac d6 dy phong theo quy dinh; tuan
thu dang k¥ thuat truyén.

e Xi tri: theo phac d6 xu tri phan tng di tng/phan vé ctia bénh vién.

2.2. Nhiém trung lién quan sin pham té bao

« Phong ngira: bit budc thuc hién kiém soat chit lugng (QC) san pham trude
truyén theo quy trinh.

e Xir tri: diéu tri theo mirc d6 va biéu hién nhiém tring ctia ngudi bénh, phbi
hop chuyén khoa khi can.

2.3. Tdc mach

« Phong ngira/danh gia nguy co': khai thic tién sir rdi loan d6ng mau/tic mach;
kham tim mach dé danh gia cac bénh ly nguy co (vi du bénh mach vanh...);
tuan thu ding quy trinh truyén va liéu té bao. C6 thé ap dung du phong theo
phac db nghién ctru/co so (vi du Lovenox, Solumedrol nhu quy trinh néu).

« Theo ddi: cAn nhic kiém tra D-dimer sau truyén hodc ngay ké tiép tuy tinh
trang 1am sang.

e Xir tri khi nghi ngo: néu c6 ddu hiéu nhu dau nguc, bam tim chi, giam tudi
méu/dau chi... can tai kham ngay, lam thim do chuyén sau va hoi chan tim
mach.

o Diéu tri: theo vi tri v mrc do tic mach theo phac dd chuyén khoa.

2.4. Pau tai vi tri tiém/truyén

« Phong ngira: tuan thi k¥ thuat truyén, dam bao dudng truyén diing.

 Xir tri: danh gia nguyén nhan (tai chd, tinh mach, ro dich...) va xu tri theo
tinh trang nguoi bénh.

2.5. Bién ¢6 khong mong mudn khac



Phong ngira: kham va danh gia toan dién trude truyén.
Theo ddi: giam sat sau truyén theo ké hoach nghién ciru.
Xir tri: tiy loai bién c6, theo phac do ctia co s6 va bao céo theo quy trinh quan

1y bién co.



PHU LUC 11
PHIEU THU THAP THONG TIN - NHOM A
MUC TIEU 2: PANH GIA SU CAI THIEN CHUC NANG TINH DUC CUA
NHOM PHU NU 40 — 50 TUOI NHAN CAN THIEP TRUYEN TE BAO GOC
TRUNG MO TU THAN TU MO MO TAI BENH VIEN PA KHOA QUOC TE
VINMEC TAI THOI PIEM T0 VA T3
Huéng din hoan thanh Phiéu thu thip théng tin nghién ctru (CRF)

[S—

. Khi dién phiéu thu thap thong tin nghién ciru can:
=  Su dung bt muc mau den hodc mau xanh, khong str dung but chi
= Dién phiéu ngay sau khi kham, danh gia hoic cho ngudi tham gia dung thude
= Ghi 10 rang, stra cac thong tin sai theo huéng dan dudi day

= Céc thong tin ghi bang tiéng Viét

[\

. Ngay dugc gh1 theo thr tu ngay /thang / nam, vi du:
T AT

3. banh dau vao céc 6 theo cach dudi day, vi du:

Co L] khong

4. Céc 16i dugc stra nhu sau:
= Dung bt gach ngang phan thong tin sai (khong dung but phu dé phu 1én!)
* Ghingay sua

= Ky tén nguoi sue " g
/\éi du: '
| | 7 15-09-2009

V\g;
C(’) Khéng 23-10-20¢.

5. Hoi y kién cua giam sat 1am sang nghién ctru hodc nha tai tro néu c6 bat ky di¢u

gi khong 1o vé phiéu thu thap thong tin nghién ciru.
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Phiéu thong tin lién lac ciia bénh nhan

Ho va tén bénh nhan:

Ma SO DENN NNAN: L.

Sé dién thoai lién lac:

Tén nguoilién lac.............ccceoveeeven e SO AIEN thOQi ... oo ov o v,
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PHIEU KHAM, PANH GIA SANG LOQC V0

(Thye hién trong vong 1 thang truée khi thu tuyén vao nghién ciru)

A. Thong tin hanh chinh

Al. PBanh gia c¢6 dugc thuc hién: [ Co 0 Khoéng

A2. Ngay: ||| F20[_| | (ngay/thang/nam)
A3. Nguoi danh gia: || | | | (ghichicéitén nguoi danh gia)

B. Thong tin nhan khau hoc, cic dau hiéu sinh ton

B1. Tudi ||| (Nam)
B2. Gidi tinh: O N

B3. Chiéu cao: [ | [(cm)
B4. Cén nang: I |__[(kg)

C. MUC TIEU MUON PAT PUQC SAU TRI LIEU

C1. Ghi ki vong sau tri li€u té

bao goc:

D. TIEN SU BENH VA CAC YEU TO NGUY CO

Tien st tri liéu




D1 | Co tién st ung thu khong |[ |1. Co Néu Cé, ghi cu thé tén bénh,
D 2. Khong thoi gian mic:
D2 | Liéu phap diéu tri ung thur
(néu cb)
D3 | Thoi gian xut hién cac | ||| _|ndm

triéu chiimg suy giam noi

tiét td sinh duc

Thoi quen sinh hoat, lam viéc

D4 | Ht thude | ]1.C6 Néu ¢, (diéu)....
D 2. Khong
D5 | B udng 6 con [ ]1.Co Néu co, (chén)....
D 2. Khong
D6 | Thue khuya (sau 11h [ ]1.Co Néu c6, thirc dén may
dém) D 2. Khong gio......
D7 | Thang diém FSFI | ]1.Co 2. Khéng
D8 | Thang diém UQOL [ ]1.C6 | ]2. Khéng
D9 | Bang diém AMS | ]1.C6 | ]2. Khéng

Cac thuoc di€u tri suy gidm noi tiet trude day

1. Bénh nhan c6 dung thudc diéu

tri suy giam noi tiét t6 nao trong 6 | (1 CH

thang qua?

O Khong

2. Cac thudc diéu tri suy giam ndi tiét bénh nhan dang sir dung trong 6 thang




qua

Tén thudc (ma thudc theo ATC- | Pwong dung, lidu

Tong lieu mot ngay
WHO DDD) dung

2.1

2.2

2.3

24

2.5

3. Bénh nhan c6 dung thyc phim

chtre ning diéu tri suy giam noi O Co ] Khong

tiét t6 ndo trong 6 thang qua?

4. Cac thuc pham chire niing diéu tri suy giam ndi tiét bénh nhan dang sir

dung trong 6 thang qua

) Puong dung, lidu ) .
Tén thuc pham chirc nang di Tong lieu mot ngay
ung

4.1

4.2

4.3

4.4

4.5

Ghi chii dwdng dung theo thong 1é Qudc Té:

Implant = Implant; Inhal= Inhalation, N=nasal; Instill=
Instillation;

O=oral P= parenteral; R=rectal; SL=
sublingual/buccal;

TD= transdermal; V= vaginal



Gia tri xét nghiém noi tiét t6 sinh duc gan diy nhat (bé trong néu khong xét

nghiém)

Chi s6 xét nghi¢m Ngay xét nghi¢m gin nhat Gia tri
FSH R A AV [

Estradiol 20|

Khac: R A AV

E. KHAM BENH

1. Toan trang

Tinh trang tinh
El .
than

E2 | Cannang (Kg)

E3 | Chiéu cao (cm)

E4 | BMI
2. Tuin hoan

E5 | Tuin hoan | |1.Binhthuong [ |2. Bét thuong
3. | Ho hap

E6 | Ho héap | |1.Binhthuong [ |2. Bét thuong

4. Tiéu hoa

E7 | Tiéu hoa

|| 1. Binh thuong

D 2. Bat thuong

5. Xét nghiém nuée tiéu

Téng phan tich
E8 L
nudc tiéu

D 1. Binh thuong

D 2. Bat thuong

6. | Kham h¢ co — xwong — khép

H¢ co-xuong-

khép

E9

[_]1. Binh thuong

D 2. Bat thuong

7 Kham tam — than kinh:




7.1 | Tinh than

Mitrc d0 lac \ ,
E10 [ ]1. Nhidu [ ]2. Trung binh [ ]3.1t
quan
Ell | TrAm cam [ ]1.¢6 | ]2. Khoéng
E12 | Stress [ ]1.Co | ]2. Khéng
7.2 | Gidc ngi
Thot gian .
E13 gio
ngu/ngay
Gic ngu that
El4 s [ ]1.¢6 [ ]2. Khong
thuong

Xét nghiém can lam sang tai VO (Thang -1)

1. Huyét hoc

s T ——
Hemoglobin
Hematocrit e
TiBucdu s
Bach CAu e,
Bach cau trung tinh e,
Bach cau lympho e
Bach CAUMONO e
Bach cAu ua Acid e,

Bachcauuwabaso e,

Thoi gian prothrombin (PT): || | gidy
2. Churc nang Thoti gian thrombin (TT): || | gidy
dong mau Thoi gian APTT: | | | giay

Fibrinogen: I

1 Nhom O 0 Nhém A [0 Nhém B
] Nhéom AB

3. Nhom mau:




2. Chirc nang than

Ure | | || |mmo/L | Creatinin

umo/L
3. Chirc nang gan
AST || | JU/L ALT || | JU/L
4. Nhiém trung
HIV test nhanh [J Am tinh O Duong tinh
HBsAg test nhanh [1 Am tinh 0 Duong tinh
HCV Ab test nhanh [] Am tinh 0 Duong tinh
Treponema Pallidum test nhanh [] Am tinh ] Duong tinh

5. Siéu am — X Quang - ECG

Siéu am tuyén giap (Néu co chi dinh)

O Binh thuong

[J Bat thuong

Si€u am tim, mang tim qua thanh

nguc

[ Binh thuong

[ Bét thuong

Siéu 4m bung (Néu c6 chi dinh)

[ Binh thuong

[1 Bat thuong

XQ phdi (néu cé chi dinh)

[ Binh thuong

[ Bat thuong

Dién tim thuong

O Binh thuong

[1 Bat thuong

6. Danh gia chi so chirc nang sinh duc nir

Thang diém FSFI

[ ]1.Co

D 2. Khong

7. Panh gia chat lwong cudc song

Thang diém UQOL

D 2. Khong

Thang diém AMS

D 2. Khong

8. Khac

Axit Uric

HbAlc

Glucose

BAO MAT

h

MA SO BENH

NHAN

TAT

TEN VIET



TIEU CHUAN NHAN VAO, TIEU CHUAN LOAI TRU VISIT 0 (Thang - 1)

Thong tin chung
Ngay kham danh gia | |- | |-20] | | (ngay/thang/nam)
Béc sy kham ||| | Ghi tén viét tat

Chiap thuin tham gia nghién ctru

Ngay ky chip thuin || | 201 | | (ngay/thang/nam) ]

tham gia nghién ctru Khong ky
Néu phiéu chip thuin khdng dwoc ky, tién hanh cac buédc theo thudng quy

bénh vién, khong dwa bénh nhan vao nghién ctru.

Tiéu chuan nhan vao- Tiéu chuan loai trir

TIEU CHUAN NHAN VAO (Khéng dwa vao nghién ctru néu

; _ Co Khong
co bat ky cau tra 101 nao 1a “khong”)
1. Nit gi6i, tudi tir 40 — 50 tudi. L] []
2. Chua man kinh. [] []
3. Chi s6 FSH:
o <298IU/L,

e Thoi diém lay mau: lay méu budi sang, xét nghiém vao

ngay 2-7 cua chu ky kinh

4. Piém FSFI (Chi s chirc ning sinh duc nir) < 26,55
HOAC diém AMS (Bang diém chan doan suy giam noi [] []
tiét sinh duc nir cia AMS) > 15....

5. Chtric ndng gan binh thuong

O
L] O

6. Chuc nang than binh thuong




7.

Chtrc nang tuyén giap binh thuong

8.

Khoéng co nhiém trung, nhiém vi-rat (HIV, HBV, HCV,

giang mai) hoat dong.

Nguoi tham gia dong ¥ str dung liéu phap truyén
TBGTM tir mé md véi liéu lugng 1076 té bao/kg can
ning dé diéu tri sau khi da duoc cac bac sy giai thich vé

loi ich, cac nguy co, rui ro c6 thé xay ra

TIEU CHUAN LOAI TRU (Khong dua vao nghién ciru néu

c6 bat ky cau tra 161 nao 1a “c6”

Q
o~

Khoéng

l.

Pi phau thuat cit bo toan bo tuyén noi tiét.

Khong c6 mé mo

Tén thuong tuy song

Chdng, ban tinh ¢6 suy giam ham mudn tinh duc

Khong sinh hoat tinh duc

Ung thu tién trién hodc dang diéu tri

ba ghép tang

X N S B R

Nguoi tham gia c6 di tat bAm sinh lién quan dén

tuyén nodi tiét sinh duc.

O O Oy Oy Oy O Oy O

O 0O0O0odn.d

Mic bénh ndi khoa méan tinh nhu: Pai thao duong,
suy tuyén yén, suy tuyén thuong than, huyét 4p khong

dap ung véi di€u tri v.v...

[]

[]

10. Puoc chan doan suy tim, suy than, suy gan, suy ho hap,

tién sir nhoi mau nao, nhoi mau co tim, Alzheimer.

11. Suy hoac cudng gidp

12. Pang bi nhiém trung cp.

13.Bi r6i loan dong mau

O OO O

O OO O




14.Pang st dung cac thude noi tiét td trong thoi gian 2 tuan

[]

gan day hoac mong mudn st dung cac thuoc nay trong []

thot gian nghién ctru.

15. Mang thai hodc du dinh c6 thai trong qua trinh tham gia

nghién ctru.

16. Pang dung cac bién phap tranh thai co lién quan dén

hormone toan than.

O 0O O] O

17.Khong c6 kinh trong it nhat 12 thang []
18. Mic bénh tim than, khéng c6 kha ning giao tiép, khong
c6 khé nang tra 101 chinh x4c céac cau hoi duge phong []
van

Két lun

Bénh nhan du tiéu chuan phu hop véi nghién

[1co [] Khong
cuu
Nhém diéu tri ciia bénh nhan
L [ ] Nhom A [ ] Nhém
Nhom diéu tri cia bénh nhan B

Chir ky ctia Nghi€n ClU VIEN......ooitiiii e




BAO MAT VM 04 MA SOBENH | TEN VIET TAT
‘ NHAN ‘
PHIEU KHAM, PANH GIA VISIT 1 (Ngay -14 dén ngay 0)
TRUYEN TE BAO GOC LAN 1
Thong tin hanh chinh
1. Banh gia c6 dugc thuc hién: [ Co O Khong
2. Ngay: |-l |20 | | (ngay/thang/nam)
3. Nguoi danh gia: || || _|(ghichicaitén ngudi ddnh gid)

Chi s0 xét nghiém ngi

tiét t6

Ngay xét nghi¢m gin nhat

Gia tri

FSH - ]-20 |
Estradiol - F20] ]
Khac: - ]-20 |

Gia tri xét nghiém can LS tai V1. (Thue hién trude khi truyén té bao gbc)

1. Xét nghiém c6 dugc thyc hién khong?

[1Co

[0 Khong

1. Kham sirc khoé tong quat

Kham strc khoe tong quat

Khong

1Co

2. Huyét hoc

Hong cau

Hemoglobin

Hematocrit

Tiéu cau




Bach cau

Bach ciu trung tinh

Bach cau lympho e

Bachcaumono e

BachcAuwa Acid e

Bachcauuwabaso e,

Thoi gian prothrombin (PT): | | | gidy
2. Churc nang Thoi gian thrombin (TT): || | gidy
dong mau: Thoi gian APTT: | | | gidy
Fibrinogen: ]
3. D Dimer:
3. Chirc nang than
Ure || ||| mmo/L Creatinin || ||| mmo/L
4. Chirc nang gan
AST | | | |UL ALT | | | JUL

5. Xét nghiém nudrc tiéu

Téng phan tich nude tiéu

O Binh thuong

[] Bét thuong

6. Panh gia chat lwgng cudc song

Thang diém D 1. Co D 2. Khong
UQoL
7. Chi sb chitc ning sinh duc nir
Thang diém FSFI | 11.C6 |_|2. Khéng
Thang diém

[ ]1.Co [ ]2. Khong
AMS
Panh gia hoat dong té bao va SHPT
1. Dinh lugng cac chat kich thich ting O Co 0 Khong




truong té bao va cytokines trong huyét
twong bénh nhan
2. Panh gia cac dau 4n 10 hoa O Co 0 Khong

Truyén TBGTM cho bénh nhén lan 1

1. Truyén té bao gbc co dugc thuc

. O Co 0 Khong
hién
2. Thoi gian truyén L]l | gio
3. S6 luong té bao TBG truyén | J. 10
4. Ty 18 té bao séng L] %
5. Xét nghi€ém no1 doc b EU/mL
6. Xét nghiém vi khuén, vi nAm [] Am tinh O Duong tinh
7. Xét nghiém Mycoplasma [J Am tinh 0 Duong tinh
1 CD73...% CD9....% CDI105....%
8. MSC markers (%)
Neg .....%

Theo do6i 24 gio sau ghép
1. Co theo doi bénh nhan 24 gid sau

O Co 0 Khong
ghép khong?
2. Bénh nhan c6 bién c¢6 bt lgi

[JCo [0 Khong
(AE/SAE) nao khong
3. Néu co6 AE/SAE, c6 ghi phiéu

Co [0 Khong
AE/SAE khong?

Xét nghiém Huyét hoc

Tién hanh 24 + 6 gio sau ghép TBG




Thoti gian prothrombin (PT): || | gidy

1. Chtic ndng Thoi gian thrombin (TT): | | | gidy
dong mau Thoi gian APTT: || | giay
Fibrinogen: L

2. D Dimer




NHAN

BAO MAT VM 04 ‘ MA SO BENH

TEN VIET TAT

PHIEU KHAM, PANH GIA VISIT 2 (Ngay 30 + 14)

Thong tin hanh chinh
1. Banh gia c6 duoc thuc hién 0 Co [0 Khong
‘ R O eV B
2. Ngay:
(ngay/thang/nam)

, , ||| | | (ghichicai tén nguoi
3. Nguoi dénh gia:
danh gia)

Chi s6 xét nghiém néi . ] Gia tri
., Ngay xét nghiém gan nhat
tiét to

FSH - )20 |
Estradiol R A 2V O
Khac: - ]-20 ]

Gia tri xét nghiém céan LS tai V2.

1. Xét nghiém c6 dugc thuc hi¢n khong? O Co 0 Khong

1. Kham sirc khoé tong quat

Kham strc khoe tong quat O Co Ll
Khong




2. Xét nghiém sinh héa va huyét hoc

Khong

0 Co

2.1 Huyét hoc

Héng cau
Hemoglobin
Hematocrit

Tiéu cau

Bach cau

Bach ciu trung tinh

Bach cau lympho

Bach cau mono .

Bach ciu ua Acid

Bach cau ua baso .

2.2. Chirc nang than

Ure || ||| mmo/L

Creatinin

||| mmo/L

2.3. Chirc ning gan

AST | |_|UL

ALT

| JUL

Thang diém FSFI

[ ]1.Co

[ ]2. Khéng

3. Panh gia chat lwong cudc song

Thang diém UQOL

[ ]1.Co

[ ]2. Khong

Thang diém AMS

[ ]1.Co

D 2. Khong




Panh gia hoat dong té bao va SHPT

1. Dinh luong cac chit kich thich ting
truong té bao va cytokines trong huyét O Co ] Khong
twong bénh nhan

P4nh gid AE/SAE

1. Bénh nhan c6 AE/SAE nao

Khoma? [1 C6 (ghi phiéu AE/SAE) [1 Khong
ong




BAO MAT VM 04 MA SO BENH
NHAN

TEN VIET TAT

PHIEU KHAM, PANH GIA VISIT 3 (Ngay 90 + 14 ngay)
TRUYEN TE BAO GOC LAN 2

Thoéng tin hanh chinh

1. Banh gia c6 dugc thuc hién 1Co ] Khong

2. Ngay: |-l | |20 | | (ngay/thang/nam)

|| |_|_|(ghichi céi tén ngudi danh
3. Nguoi danh gia: .
gia)

Chi so xét nghiém noi . ) Gia tri
., Ngay xét nghiém gan nhat
tiét to

FSH T e 2V
Estradiol I T I 7V I
Khac: I I AV

Gia tri xét nghiém cén LS tai T3. (Thuc hién truéc khi truyén té bao goc)

1. Xét nghiém c6 dugc thuc hi¢n khong? O Co 0 Khong

1. Kham sirc khoé tong quat

Kham sirc khoe tong quat Co ]
Khong

2. Huyét hoc

1. Cong thuc té bao mau ngoai vi




Héng cau
Hemoglobin
Hematocrit
Tiéu cau

Bach cau

Bach ciu trung tinh

Bach cau lympho
Bach cdu mono
Bach cau va Acid

Bach cau ua baso

Thoi gian prothrombin (PT): | | | gidy
2. Chtrc ndng Thoti gian thrombin (TT): || | gidy
dong mau: Thoi gian APTT: | | | gidy
Fibrinogen: ]
3. D Dimer:
3. Chirc nang than
Ure || ||| mmo/L Creatinin || ||| mmo/L
4. Chirc nang gan
AST | | | |UL ALT | | | JU/L

5. Xét nghiém nudrc tiéu

Tong phan tich nuéc tiéu O Binh thuong [] Bét thuong

6. Siéu am — X Quang - ECG

Siéu am tim, mang tim qua thanh nguc | [J Binh thuong. [] Bat

(Néu c6 chi dinh)

thuong

7. Panh gia chat lwgng cudc song

Thang diém
UQoOL

[ ]1.C6 | ]2. Khéng




MChi s0 chirc ning sinh duc nir

Thang diém FSFI | ]1.C6 | ]2. Khéng
Thang diém

1.Co 2. Khén
AMS [ ] [ ] g

1. Dinh luong cac chit kich thich ting
truong té bao va cytokines trong huyét O Co ] Khong
twong bénh nhan

Caiy ghép té bao gbc cho bénh nhén lan 2

1. Ghép té bao gbe c6 duoc thyc hién JCé [1 Khong
2. Thoi gian truyén L || gio
3. S6 lugng té bao TBG truyén ||| 10
4. Ty 18 té bao séng L | %
5. Xétnghiémnoidoctb ... EU/mL
. [] Am tinh [] Duong
6. Xét nghiém vi khuan
tinh
- L [0 Am tinh [J Duong
7.Xét nghiém vi nam
tinh
[1 Am tinh ] Duong
8. Xét nghiém Mycoplasma N
tin

9. MSC markers

1 CD73...% CD90 ....%
CD105....% Neg....%




Theo do6i 24 gio sau ghép

1. C6 theo dbi bénh nhan 24 gid sau

[1Co [0 Khong

ghép khong?
2. Bénh nhan c6 bién c6 bét loi

O Co O Khong
(AE/SAE) nao khong
3. Néu c6 AE/SAE, ¢ ghi phiéu

[JCo [0 Khong
AE/SAE khong?
Xét nghiém Huyét hoc
Tién hanh 24 + 6 gio sau ghép TBG

Thoti gian prothrombin (PT): || | gidy

1. Chtic ndng Thoi gian thrombin (TT): | | | gidy
dong mau Thoit gian APTT: | | | gidy

Fibrinogen: [

2. D Dimer




BAO MAT VM 04 ‘

MA SO BENH | TEN VIET TAT

NHAN

PHIEU KHAM, PANH GIA VISIT 4 (Ngay 180 + 14)

Thong tin hanh chinh

1. Banh gia c6 dugc thuc hién
2. Ngay:
3. Nguoi danh gia:

0 Co
N

O Khong

|-20|__| | (ngay/thang/nam)

| (ghi chir céi tén nguoi danh gia)

Chi s0 xét nghiém ngi

tiét t6

Ngay xét nghiém gan nhat

Gia tri

FSH - 200 |
Estradiol |- 200 ]|
Khac: 20 ||

1. Kham sirc khoé tong quat

Kham strc khoe tong quat

0Co ] Khong

2. Huyét hoc

Cong thirc té bao mau ngoai vi
Héng cau

Hemoglobin

Hematocrit

Tiéu cau

Bach cau

Bach cau trung tinh

Bach cau lympho




Bachcaumono L

Bach cAu ua Acid e

Bachcauuwabaso

3. Chirc nang than

Ure || ||| mmo/L Creatinin || ||| mmo/L
4. Chirc nang gan
AST | | | JUL ALT | | | |UL

5. Xét nghiém nuére tiéu

T6ng phan tich nudce tiéu

O Binh thuong

[J Bat thuong

6. Siéu am — X Quang - ECG

Siéu 4m tuyén giap (Néu c6 chi dinh)

0 Binh thuong

[] Bét thuong

Si€u am tim, mang tim qua thanh nguc

(Néu c6 chi dinh)

[0 Binh thuong

[J Bat thuong

Siéu 4m bung (Néu c6 chi dinh)

O Binh thuong

[1 Bat thuong

XQ phéi (Néu co chi dinh)

O Binh thuong

[] Bét thuong

Pién tim thudng (Néu co chi dinh)

O Binh thuong

[] Bét thuong

7. Panh gia chi so chirc ning sinh duc nir

Thang diém FSFI Dl. Co D 2. Khong
8. Panh gia chat hrgng cudc song

Thang diém UQOL | ]1.Co | |2. Khéng
Thang diém AMS [ J1.co [ ]2. Khong
Panh gia hoat dong té bao va SHPT

1. Dinh luong cac chit kich thich ting

truong té bao va cytokines trong huyét O Co 0 Khong

twong bénh nhan

2. Panh gia cac dau 4n lao hoa [1Co [] Khong




Dénh gia AE/SAE

1. Bénh nhan c6 AE/SAE nao
khong?

[1 C6 (ghi phiéu AE/SAE)

O Khong




BAO MAT VM 04 MA SO BENH | TEN VIET TAT

VINMEC- CRF NHAN
08

PHIEU KHAM/ PANH GIA VISIT 5 (Ngay 365 + 14)

Thong tin hanh chinh

1. Banh gia c6 duoc thuc hién O Co [0 Khong

2. Ngay: |- |_|-20[__|__| (ngay/thang/nam)

3. Nguoi danh gia: | (ghi chit cai tén nguoi danh gid)

Chi so xét nghiém noi 5 .
., Ngay xét nghiém gan nhat Gia tri
tiet to
FSH - 20| ]
Estradiol |- F200 ]|
Khac: - 20| _]

1. Kham sirc khoé tong quat

Kham stic khoe tong quat O Co O Khong

2. Huyét hoc

Cong thirc té bao mau ngoai vi

HONg cau e,
Hemoglobin
Hematocrit e
TiBucdu s
Bach cAu e,

Bach cAu trung tinh e,




Bach cau lympho
Bach cdu mono
Bach cau ua Acid

Bach cau ua baso

3. Chirc nang than

]
Ure | | ||| mmo/L Creatinin

mmo/L
4. Chirc nang gan
AST | | | _JU/L ALT || | JU/L

5. Xét nghiém nudérc ticu

T6ng phan tich nude tiéu

O Binh thuong

[ Bat thuong

6. Siéu am — X Quang — ECG

Siéu am tuyén giap (Néu co chi dinh)

[ Binh thuong

[1 Bat thuong

Si€u am tim, mang tim qua thanh

nguc (Néu co chi dinh)

] Binh thuong

[ Bét thuong

Siéu 4m bung (Néu c6 chi dinh)

[ Binh thuong

[ Bat thuong

XQ phoi (Néu co chi dinh)

[ Binh thudng

[ Bat thuong

Pién tim thuong (Néu co chi dinh)

O Binh thuong

[J Bat thuong

7. Panh gia chi so chirc nang sinh duc nir

Thang diém FSFI

[ ]1.Co

D 2. Khong

8. Panh gia chat lwgng cudc song

Thang diém UQOL

D 2. Khong

Thang diém AMS

D 2. Khong

10. Khac

Axit Uric

HbAlc

Glucose




Panh gia hoat dong té bao va SHPT

1. Panh gia cac dau 4n lao hoa [1Co [] Khong

Panh gia AE/SAE

1. Bénh nhan c6 AE/SAE nao

Khoma? [1 C6 (ghi phiéu AE/SAE) [1 Khong
ong!




BAO MAT VM MA SO BENH | TEN VIET TAT
NHAN

VINMEC- CRF 09

PHIEU KET THUC NGHIEN CcUU

Thong tin hanh chinh

1. Banh gia c6 dugc thuc hién O Co 0 Khong
2. Ngay: |-l |20 | | (ngay/thang/nam)
3. Nguoi danh gia: ||| | | (ghichicitén nguoi danh gia)

Théng tin két thic diéu tri

1. Hoan tat liéu trinh diéu tri nghién -
ciru
, ‘ 2. Bénh nhan khong dép tmg diéu tri O
1. Ly do két thuc diéu tri (chon —
, 3. Do cac phan tng bat lgi Ll
1 Iy do phu hop nhat)
4. Bénh nhan khong quay lai kham L]
5. Ly do
L]
Khac:..oo




PHU LUC 12
PHIEU THU THAP THONG TIN - NHOM B
MUC TIEU 2: PANH GIA SU CAI THIEN CHUC NANG TINH DUC CUA
NHOM PHU NU 40 — 50 TUOI NHAN CAN THIEP TRUYEN TE BAO GOC
TRUNG MO TU THAN TU MO MO TAI BENH VIEN PA KHOA QUOC TE
VINMEC TAI THOI PIEM T0 VA T3
Huéng din hoan thanh Phiéu thu thip théng tin nghién ctru (CRF)

9. Khi dién phiéu thu thap thong tin nghién ciru can:
= St dung bt myc mau den hoac mau xanh, khong str dung but chi
= Dién phiéu ngay sau khi kham, danh gia hodc cho bénh nhan dung thudc
= Ghi 10 rang, stra cac thong tin sai theo huéng dan dudi day

= Cac thong tin ghi bang tiéng Viét

10.Ngay duoc ghi theo thir tu ngay /thang / nam, vi du:
2 ? 0O 9 200
I I T Y
11.Panh diu vao cac 6 theo cach dudi day, vi du:
Co L1 khong
12. Céc 16i dugc stra nhu sau:
= Dung bt gach ngang phan thong tin sai (khong dung but phu dé phu 1én!)
* Ghingay sua

= Ky tén nguoi sue

/\éi du:
| | 7 15-09-2009

/ V\g;

Xl C6 [ Khéng 23-10-200.

WA

13.Hoi y kién ctia gidm sat 1am sang nghién ctru hodc nha tai trg néu co6 bat ky diéu

gi khong 1o vé phiéu thu thap thong tin nghién ciru.



BAO MAT

VINMEC- CRF

VM

MA SO BENH
NHAN

TEN VIET TAT

Ho va tén bénh nhan:

Tén viét

Phiéu thong tin lién lac ciia bénh nhan

Ma SO DENN NNAN: ... e

S6 dién thoai lién lac:

Tén nguoi lién lac... ....................

e SO AN thOi oo,




BAO MAT

VINMEC- CRF

VM

MA SO BENH
NHAN

TEN VIET TAT

PHIEU KHAM, PANH GIA SANG LOQC V0

(Thye hién trong vong 1 thdng truéc khi thu tuyén vao nghién ciru)

B. Thong tin hanh chinh

Al. Danh gia c6 dugc thuc hién

0Co ] Khéng

A2. Ngay:
A3. Nguoi danh gia:

| |__-_|__[-20[__|__| (ngay/thang/nam)

| (ghi chir cai tén nguoi danh gid)

B. Théng tin nhan khiu hoc, cic dau hiéu sinh ton

B1. Tudi ||| (Nam)
B2. Gidi tinh: O N
B3. Chiéu cao: | | | [|(cm)
B4. Can nang:

[ (kg)

C. MUC TIEU MUON PAT PUQC SAU TRI LIEU

C1. Ghi ki vong sau trj liéu té

bao goc:

D. TIEN SU BENH VA CAC YEU TO NGUY CO




Tien st tri li€u

D1 | C6 tién str ung thu khong D 1.Co Néu Cé, ghi cu thé tén bénh, thoi
D 2. Khéng | gian mic:
D2 | Liéu phap diéu tri ung thu
(néu cb)
D3 | Thoi gian xuét hién cac triéu || | || |
chting suy giam noi tiét to nam
sinh duc

Thoi quen sinh hoat, l1am viéc

D4 | Hut thude | 1.6 Néu co, (diéu)....
[ ]2. Khong

D5 | Do udng c6 con D 1.Co Néu c6, (chén)....
D 2. Khong

D6 | Thirc khuya (sau 11h dém) || [1.Co Néu co, thirc dén may gio......
D 2. Khong

D7 | Thang diém FSFI | 1.6 | ]2. Khong

D8 | Thang diém UQOL [ ]1.¢6 | ]2. Khong

D9 | Thang diém AMS [ ]1.Co | ]2. Khéng

Cac thudc diéu tri suy giam ndi tiét truée day




1. Bénh nhan c6 ding thudc diéu
trj suy giam noi tiét t6 nao trong 6

thang qua?

Co

O Khong

2. Céc thudc diéu tri suy giam néi tiét bénh nhan dang sir dung trong 6 thing

qua

Tén thudc (ma thudc theo ATC-
WHO DDD)

Puong dung, licu

dung

Téng liéu mot ngay

2.1

2.2

23

2.4

2.5

3. Bénh nhén c6 dung thyc pham
chirc nang diéu tri suy giam ni

tiét t6 ndo trong 6 thang qua?

Co

0 Khong

4. Cac thwe pham chire ning diéu tri suy giam ndi tiét bénh nhan dang sir

dung trong 6 thang qua

Tén thwe pham chitc ning

Puong dung, licu

dung

Tong liéu mot ngay

4.1

4.2

4.3

4.4

4.5

Gia tri xét nghiém noi tiét t6 sinh duc gan diy nhat (bé trong néu khong xét




nghiém)

Chi s6 xét nghiém Ngay xét nghiém gin nhit Gia tri
FSH 20|
Estradiol - 200
Khac: I O oV

E. KHAM BENH

1. Toan trang

Bl Ti‘nh trang tinh
than

E2 | Can nang (Kg)

E3 | Chiéu cao (cm)

E4 | BMI

2. Tuén hoan

E5 | Tuan hoan D 1. Binh thudong D 2. Bat thuong

3. | Ho hap

E6 | Ho hap | |1.Binh thuong [ |2. Bit thuong

4. | Tiéu héa

E7 | Tiéu hoa [ |1.Binhthuong [ |2. Bét thuong

5. | Xét nghiém nuérc ticu

ES8 Tér,lg P?én tich [ ]1.Binh thuong [ ]2. Bét thuong
nuoc ticu

6. Kham hé¢ co — xwong — khép

E9 i co-xuong: D 1. Binh thuong D 2. Bat thuong
khop

7 Kham tam — than kinh:

Tinh than




Mitrc d0 lac . ,
E10 [ ]1. Nhiéu [ ]2. Trung binh [ ]3.1t
quan
Ell | TrAm cam [ ]1.¢6 [ ]2. Khong
E12 | Stress [ ]1.Co | ]2. Khéng
7.2 | Gidc ngi
Thoi gian
E13 gio
ngu/ngay
Giac ngu that
El4 []1.¢6 [ ]2. Khong
thuong

Xét nghiém can lam sang

1. Huyét hoc

Cong thirc mau toan phan

Héng cau
Hemoglobin
Hematocrit

Tiéu cau

Bach cau

Bach cau trung tinh
Bach cau lympho
Bach cdu mono
Bach cau ua Acid

Bach cau ua baso

2. Chtrc ndng

dong mau

Thoti gian prothrombin (PT): || | gidy

Thoi gian thrombin (TT): | | | gidy
Thot gian APTT: | | | giay
Fibrinogen: L

3. Nhom mau:

0 Nhom O 0 Nhém A 0 Nhém B




0 Nhém AB

2. Chirc nang than

Ure || _||_|mmo/L | Creatinin

pumo/L
3. Chirc nang gan
AST || | JU/L ALT || | JU/L
6. Nhiém trung
HIV test nhanh [1 Am tinh 0 Duong tinh
HBsAg test nhanh [] Am tinh 0 Duong tinh
HCV Ab test nhanh [] Am tinh ] Duong tinh
Treponema Pallidum test nhanh [] Am tinh ] Duong tinh

7. Siéu am — X Quang —- ECG

Siéu 4m tuyén giap (Néu c6 chi dinh)

[ Binh thuong

[ Bat thuong

Si€u am tim, mang tim qua thanh

nguc

[ Binh thuong

[1 Bat thuong

Siéu 4m bung (Néu c6 chi dinh)

] Binh thuong

[] Bét thuong

XQ phéi (néu co chi dinh)

] Binh thuong

[] Bét thuong

Pién tim thudng (Néu co chi dinh)

[ Binh thuong

[ Bét thuong

8. Panh gia chi so chirc ning sinh duc nir

Thang diém FSFI D 1.Co D 2. Khong
9. Panh gia chit lwgng cudc song

Thang diém UQOL [ ]1.¢C6 [ ]2. Khong
Thang diém AMS | ]1.C6 | ]2. Khéng
10. Khac

AxitUric

HbAlc




Glucose




TIEU CHUAN NHAN VAO, TIEU CHUAN LOAI TRU VISIT 0 (Thang - 1)

Thong tin chung
Ngay kham danh gia ||| 20| | (ngay/thang/ndm)
Bac sy kham ||| | Ghi tén viét tat

Chiap thuin tham gia nghién ctru

Ngay ky chap thuin ||| 201 | | (ngay/thang/nam) ]

tham gia nghién ctru Khong ky
Néu phiéu chép thuin khéong dwoc ky, tién hanh cic buée theo thwdng quy

bénh vién, khong dwa bénh nhan vao nghién ctru.

Tiéu chuan nhan vao- Tiéu chuan loai trir

TIEU CHUAN NHAN VAO (Khong dua vao nghién ctru néu
. . Co Khong
c6 bat ky cau tra 161 nao 1a “khong”)

10. Nt gidi, tudi tir 40 — 50 tudi.

O

11. Chua man kinh.

12.Chi s6 FSH:
o <298IU/L,
e Thoi diém lay miu: lay mau budi sang, xét nghiém vao

ngay 2-7 cua chu ky kinh

13.Diém FSFI (Chi sb chirc nang sinh dyc nit) < 26,55
HOAC diém AMS (Thang diém triéu chimg man kinh)
> 15

14. Churc nang gan binh thuong

15. Chirc nang than binh thuong

16. Chirc ning tuyén giap binh thuong

17.Khong cé nhiém trung, nhiém vi-rat (HIV, HBV, HCV,

O oo O
oo O

giang mai) hoat dong.




18. Nguoi tham gia dong ¥ st dung liéu phap truyén
TBGTM tir mé md véi lidu lugng 1076 té bao/kg can
ning dé diéu trj sau khi da duoc cac bac sy giai thich vé

loi ich, cac nguy co, rii ro cé the xay ra

TIEU CHUAN LOAI TRU (Khong dua vao nghién ciru néu

Q
o~

Rt A T tx 2o Khong
c6 bat ky cau tra 161 nao 1a “cé

19. Pa phau thuat cit bo toan bo tuyén ndi tiét.

20.Khong c6 moé md

21.Tén thuong tuy séng

22.Chong, ban tinh ¢6 suy giam ham muén tinh duc

23.Khong sinh hoat tinh duc

24.Ung thu tién trién hodc dang diéu tri

25.Pa ghép tang

26.Nguoi tham gia c6 di tat bam sinh lién quan dén tuyén

O O0oooggd
HERN NN N NN N

noi ti€t sinh duc.

27.Mic bénh noi khoa man tinh nhu: Pai thdo dudng, suy

[]
[]

tuyén yén, suy tuyén thuong than, huyét ap khong dap

ung voi di€u tri v.v...

28.DPugc chan doadn suy tim, suy than, suy gan, suy ho
hap, tién st nhd1 mau nao, nhéi méu co tim,

Alzheimer.

29. Suy hodc cuong giap

30. Pang bi nhiém tring cép.

31.Bi r6i loan dong mau

32.Pang st dung cac thudc noi tiét t6 trong thoi gian 2 tuan

I A R R
I A R R

gan day hodc mong muodn st dung cac thuoc nay trong

thot gian nghién cuu.




33.Mang thai hodc du dinh c6 thai trong qua trinh tham gia

nghién ctru.

34.Pang dung cac bién phap tranh thai co lién quan dén

hormone toan than.

35.Khong c6 kinh trong it nhat 12 thang

36.Mac bénh tam than, khong c6 kha ning giao tiép, khong
c6 kha nang tra 101 chinh xac cac cau hoi dugc phong

van

I T I A

O g Oo| O

Két luin

Bénh nhan di tiéu chuan phu hop véi nghién

[]co [] Khoéng
cuu
Nhém diéu tri ciia bénh nhan
‘ [ I Nhom A [_] Nhém
Nhom diéu tri cia bénh nhan B

Chir ky cla Nghi€n ClU VIEN......oiuiiii it e e eae s

Negay: || -[_|_|-20_|_|




PHIEU KHAM, PANH GIA VISIT 1 (Ngay 0)

Thong tin hanh chinh

1. Banh gia c6 dugc thuc hién

2. Ngay:

3. Nguoi danh gia:

Co 0 Khong
20
(ngay/thang/nam)

||| | | (ghichi caitén nguoi

danh gid)

Chi s6 xét nghiém noi . , Gia tri
. Ngay xét nghiém gan nhat
tiet to
FSH | -20]_|__|
Estradiol | -20_|_|
Khac: | -20[__|_|
Gia tri xét nghiém céan LS tai TO.
1. Xét nghiém c6 dugc thuc hién khong? [1Co ] Khong
1. Kham sirc khoé tong quat
Kham strc khoe tong quat 0 Co []

Khong

2. Huyét hoc

1. Céng thirc té bao mau ngoai vi

Hong cau




Hemoglobin
Hematocrit e
TiCucAu s
BachcAu e,
Bach cAutrung tinh e,
Bach cAu lympho s
Bach CAUMONO s
Bach cAu ua Acid e,

Bachcauuwabaso

3. Chirc nang than

Ure || ||| mmo/L Creatinin || ||| mmo/L
4. Chirc nang gan
AST | | | |U/L ALT | | | |U/L

5. Xét nghiém nudérc ticu

Tong phén tich nudc tiéu O Binh thuong

[1 Bat thuong

6. Siéu am — X Quang — ECG

Siéu 4m tuyén giap (Néu c6 chi dinh) O Binh thuong

[ Bét thuong

Si€u am tim, mang tim qua thanh nguc

. , [0 Binh thuong
(N€u co6 chi dinh)

[ Bat thuong

Siéu am bung (Néu c6 chi dinh) O Binh thuong

[J Bat thuong

XQ phdi (Néu c6 chi dinh) O Binh thuong

[1 Bat thuong

Dién tim thudng (Néu c6 chi dinh) O Binh thuong

[ Bat thuong

7. Panh gia chi so chirc nang sinh duc nir

Thang diém FSFI [ ]1.¢C6

[ ]2. Khong




8. Panh gia chat hrgng cudc song

Thang diém UQOL | ]1.Co | |2. Khéng
Thang diém AMS D 1.Co D 2. Khong
Panh gia hoat dong té bao va SHPT
1. Panh gia cac d4u 4n ldo hoa O Co 0 Khong
Panh gia AE/SAE
1. Bénh nhan c6 AE/SAE nao o,

[J C6 (ghi phiéu AE/SAE) 0 Khong

khong?




PHIEU KHAM, PANH GIA VISIT 2 (Ngay 30 + 7)

Thong tin hanh chinh

1. Banh gia c6 dugc thuc hién

2. Ngay:

3. Nguoi dénh gia:

O Co 0 Khong
N T O eV B
(ngay/thang/nam)

| (ghi chir céi tén nguoi

danh gia)

Chi so xét nghiém noi . ) Gia tri
., Ngay xét nghiém gan nhat
tiét to
FSH | -20]_|_|
Estradiol | -20_|_|
Khac: | -20]__|_|
Gia tri xét nghiém céan LS tai T3.
1. Xét nghiém c6 dugc thuc hi¢n khong? O Co 0 Khong
1. Kham sirc khoé tong quat
Kham strc khoe tong quat 0 Co []
Khong
2. Xét nghiém sinh héa va huyét hoc O Co Ll

Khong

2.1 Huyét hoc

Hong cau




Hemoglobin
Hematocrit e
TiCucAu s
BachcAu e,
Bach cAutrung tinh e,
Bach cAu lympho s
Bach CAUMONO e
Bach cAu ua Acid e,

Bachcauuwabaso

2.2. Chirc nang than

Ure | | ||| mmo/L Creatinin || ||| mmo/L

2.3. Churc niang gan

AST | || _|UL ALT ||| _|UL
Thang diém FSFI D 1. Co D 2. Khong
3. Panh gia chit hrgng cudc song

Thang diém UQOL | ]1.Co | |2. Khéng
Thang diém AMS | ]1.Co | ]2. Khong
Panh gia AE/SAE

1. Bénh nhan c6 AE/SAE nao

Kb [1 C6 (ghi phiéu AE/SAE) [ Khong
ong’




PHIEU KHAM, PANH GIA VISIT 3 (Ngay 90 + 7)

Thong tin hanh chinh

1. Banh gia c6 dugc thuc hi¢n 1Co ] Khong
‘ N T T AV
2. Ngay:
(ngay/thdng/nam)

_ . | ||| _|(ghitchit céitén nguoi
3. Nguoi danh gia: .
danh gid)

Chi s6 xét nghiém néi . ] Gia tri
., Ngay xét nghiém gan nhat
tiét to

FSH - ]-20 |
Estradiol - ]-20 |
Khéac: - ]-20 |

Gia tri xét nghiém can LS tai T3.

1. Xét nghiém c6 duogc thuc hién khong? O Co [0 Khong

1. Kham sitc khoé tong quat

Kham stic khoe tong quat Co
Khong

2. Huyét hoc

Cong thirc té bao mau ngoai vi
HONng cau e,
Hemoglobin

Hematocrit e




TiBucau e,
Bach AU e,
Bach cAutrung tinh e,
Bach cau lympho e
Bach CAUMONO s
Bach cAu ua Acid e

Bachcauuwabaso

3. Chirc ning than (Néu c6 chi dinh)

Ure || ||| mmo/L Creatinin || ||| mmo/L

4. Chirc ning gan (Néu cé chi dinh)

AST || |U/L ALT ||| |U/L

5. Xét nghiém nudrc tiéu (Néu c6 chi dinh)

Tong phan tich nudc tiéu O Binh thuong [J Bat thuong

6. Sieu am — X Quang - ECG

Siéu am tuyén giap (Néu co chi dinh) O] Binh thudng [ Bt thuong

Si€u am tim, mang tim qua thanh nguc

. _ O Binh thuong [J Bat thuong
(Néu co6 chi dinh)

Siéu am bung (Néu c6 chi dinh) O] Binh thuong | 0 Bét thuong

XQ phoi (N&u c6 chi dinh) [ Binh thuong [ Bét thuong

Pién tim thudng (Néu co chi dinh) O] Binh thuong | O B4t thuong

7. Panh gia chi so chirc ning sinh duc nir

Thang diém FSFI | ]1.C6 | ]2. Khéng

8. Panh gia chit lwgng cudc song




Thang diém UQOL 1.¢o []2. Khong
Thang diém AMS | ]1.C6 | ]2. Khéng
Panh gia AE/SAE

1. Bénh nhan c6 AE/SAE nao
khong?

[J C6 (ghi phiéu AE/SAE)

[0 Khong




PHIEU KHAM, PANH GIA VISIT 4 (Ngay 180 + 14)
TRUYEN TE BAO GOC LAN 1

Thong tin hanh chinh

1. Banh gia c6 dugc thuc hién

2. Ngay:

3. Nguoi dénh gia:

O Co 0 Khong
N T O eV B
(ngay/thang/nam)

| (ghi chir céi tén nguoi

danh gia)

Chi so xét nghiém noi

tiét t6

Ngay xét nghiém gan nhét

Gia tri

FSH L -20__|_ |
Estradiol E |20 | |
Khac: R -20]__|_|

Gia tri xét nghiém cén LS tai T6. (Thuc hién truéc khi truyén té bao goc)

1. Xét nghiém c6 dugc thuc hi¢n khong? O Co 0 Khong
1. Kham sirc khoé tong quat
Kham stic khoe tong quat Co ]

Khong

2. Huyét hoc

1. Cong thirc té bao mau ngoai vi

Hong cau




Hemoglobin
Hematocrit e,
TiCucdu s
Bachcdu e,
Bach cau trung tinh e,
Bach cAu lympho e
Bach cAUMONO e,
Bach cAu va Acid e,

Bachcauuwabaso e

Thoi gian prothrombin (PT): || | gidy
2. Chtrc ndng Thoi gian thrombin (TT): | | | gidy
dong mau: Thoi gian APTT: | | | gidy

Fibrinogen: ]
3. D Dimer:
3. Chirc niang thin
Ure || ||| mmo/L Creatinin || ||| mmo/L
4. Chirc nang gan
AST | | | |UL ALT | | | JU/L
5. Xét nghiém nuorc ticéu (Néu c6 chi dinh)
Téng phan tich nudc tiéu O Binh thuong [1 Bat thuong
6. Nhiém Trung
HIV test nhanh [ Am tinh ] Duong tinh
HBsAg test nhanh [1 Am tinh [0 Duong tinh
HCV Ab test nhanh [ Am tinh 0 Duong tinh
Treponema Pallidum test nhanh [1 Am tinh J Duong tinh

7. Siéu 4m — X Quang - ECG

Si€u am tim, mang tim qua thanh nguc O Binh thuong [] Bat thuong




(Néu c6 chi dinh)

Pién tim thuong (Néu c6 chi dinh) [J Binh thuong  [J Bat thuong

XQ phdi (néu cé chi dinh) [J Binh thuong  [J Bat thuong

10. Panh gia chét lwong cudc song

Thang diém [ ]1.¢C6 [ ]2. Khéng
UQOL

11. Chi s6 chirc niing sinh duc nir

. 1. Co 2. Khén
Thang diém FSFI D D s

Thang diém

1. C¢ 2. Khé
AMS [ ]1.Co [ ] ong

Panh gia hoat dong té bao va SHPT

1. Pinh lugng cac chat kich thich tang

truong té bao va cytokines trong huyét O Co ] Khong
twong bénh nhan

2. Panh gi4 cac dau 4n ldo hoa O Co 0 Khong

Truyén TBGTM cho bénh nhén lan 1

1. Truyén té bao gbc co duogc thuc
. JCo [1 Khong
hién
2. Thoi gian truyén || gio
3. S6 lugng té bao TBG truyén | J. 10
4. Ty 18 té bao séng L] %

5. Xét nghiém ndi doc t6 ....EU/mL

6. Xét nghiém vi khuan [J Am tinh J Duong tinh




7.Xét nghiém vi ndm [J Am tinh J Duong tinh

8. Xét nghiém Mycoplasma [J Am tinh ] Duong tinh
1CD73 ...% CD90....% CDI105
9. MSC markers
...% Neg.....%

Theo do6i 24 gio sau ghép
1. C6 theo doi bénh nhan 24 gio sau

O Co [0 Khéng
ghép khong?
2. Bénh nhan c6 bién 6 bét loi

O Co O Khong
(AE/SAE) nao khong
3. Néu c6 AE/SAE, c¢6 ghi phiéu

[JCo [0 Khong
AE/SAE khong?
Xét nghiém Huyét hoc
Tién hanh 24 + 6 gio sau ghép TBG

Thoti gian prothrombin (PT): || | gidy

1. Chtic ndng Thoi gian thrombin (TT): | | | gidy
dong mau Thoi gian APTT: | | | gidy

Fibrinogen: I

2. D Dimer

PHIEU KHAM, PANH GIA VISIT 5 (Ngay 270 + 14)
TRUYEN TE BAO GOC LAN 2




Thong tin hanh chinh

1. Banh gia c6 dugc thuc hi¢n 1Co 0 Khong

2. Ngay:

3. Nguoi danh gia:

20

(ngay/thang/nam)

| ||| | (ghi chir cai tén ngudi danh

gia)

Chi so xét nghiém ngi

tiét t6

Ngay xét nghiém gan nhat

Gia tri

FSH |- 20 ||
Estradiol |- ]-200 ]|
Khac: |- 20 ||

Gia tri xét nghiém can LS tai V5. (Thue hién trude khi truyén té bao gbc)

1. Xét nghiém c6 duoc thuc hién khong? O Co ] Khong

1. Kham sirc khoé tong quat

Kham strc khoe tong quat O Co ]
Khong

2. Huyét hoc

1. Cong thirc t& bao mau ngoai vi

Héng cau
Hemoglobin
Hematocrit

Tiéu cau




Bach cau

Bach ciu trung tinh

Bach cau lympho
Bach cau mono
Bach cau wa Acid

Bach cau ua baso

Thoi gian prothrombin (PT): | | | gidy
2. Churc nang Thoi gian thrombin (TT): || | gidy
dong mau: Thoi gian APTT: | | | gidy
Fibrinogen: ]
3. D Dimer:
3. Chirc nang than
Ure || ||| mmo/L Creatinin || ||| mmo/L
4. Chirc nang gan
AST | | | |UL ALT | | | JU/L

5. Xét nghiém nwéc tiéu (Néu cé chi dinh)

Téng phan tich nude tiéu

O Binh thuong

[] Bét thuong

14.Siéu am — X Quang - ECG

Si€u am tim, mang tim qua thanh nguc

(Néu c6 chi dinh)

0 Binh thuong

[ Bat thuong

Pién tim thuong (Néu c6 chi dinh)

O Binh thudng

[ Bat thuong

7. Panh gia chit lwgng cudc song

Thang diém D 1.Co D 2. Khong
UQOL
8. Chi sb chirc ning sinh duc nir

[ ]1.C6 | ]2. Khéng

Thang diém FSFI




Thang diém
AMS

[ ]1.¢6

[ ]2. Khong

Panh gia hoat dong té bao va SHPT

1. Pinh lugng céc chét kich thich ting

truong té bao va cytokines trong huyét O Co [0 Khong
tuong bénh nhan
Cay ghép té bao gbc cho bénh nhén lan 2
1. Ghép té bao gbc c6 duge thuc hién [1Co [] Khong
2. Thoi gian truyén ||| gio
3. S6 lugng té bao TBG truyén ||| 10
4. Ty 18 té bao séng L | %
5. Xétnghiémnéidoctb ... EU/mL
. [] Am tinh [1 Duong
6. Xét nghiém vi khuan
tinh
, [0 Am tinh [0 Duong
7.Xét nghiém vi nam
tinh
, [0 Am tinh 0 Duong
8. Xét nghiém Mycoplasma
tinh
% CD90...% CDI105
9. MSC markers
...% Neg.....%
Theo do6i 24 gio sau ghép
1. C6 theo doi1 bénh nhan 24 gio sau O Co J Khong




ghép khong?

2. Bénh nhan c¢6 bién cb bat lgi

Co [0 Khéng
(AE/SAE) nao khong
3. Néu c6 AE/SAE, c6 ghi phiéu

dCo [0 Khong
AE/SAE khong?
Xét nghiém Huyét hoc
Tién hanh 24 + 6 gio sau ghép TBG

Thoi gian prothrombin (PT): | | | gidy

1. Churc nang Thoi gian thrombin (TT): || | gidy
dong mau Thoit gian APTT: | | | giay

Fibrinogen: I

2. D Dimer




BAO MAT VM 04 MA SO BENH | TEN VIET TAT
NHAN
VINMEC- CRF 08

PHIEU KHAM/ PANH GIA VISIT 6 (Ngay 365 + 14)

Thong tin hanh chinh

1. Banh gia c6 dugc thuc hién: O Co 0 Khong
2. Ngay: || F__|_|-20]__| | (ngay/thdng/nim)

3. Nguoi danh gia: | (ghi chit cai tén nguoi danh gia)

Chi so xét nghiém noi 5 .
. Ngay xét nghiém gan nhat Gia tri
tiet to
FSH N A D
Estradiol |- )20 ]|
Khic 20 |_]

1. Kham sirc khoé tong quat

Kham strc khoe tong quat O Co 0 Khong

2. Huyét hoc

Cong thirc té bao mau ngoai vi

HONg cau e,
Hemoglobin
Hematocrit e
Tiducau e,
BachcAu e,

Bachcau trung tinh L




Bach cau lympho e,
Bach CAUMONO e,
Bach cAu ua Acid e,

Bachcauuwabaso e,

3. Chirc nang than

Ure || ||| mmo/L Creatinin || ||| mmo/L

4. Chirc nang gan

AST | | | JUL ALT | | | |UL

5. Xét nghiém nudrc tiéu (Néu c6 chi dinh)

T6ng phan tich nude tiéu O Binh thuong [1 Bat thuong

6. Siéu am — X Quang - ECG

Siéu 4m tuyén giap (Néu c6 chi dinh) O Binh thuong | O BAt thuong

Si€u am tim, mang tim qua thanh nguc

, , [1 Binh thuong | [J Bat thuong
(Néu co6 chi dinh)

Siéu 4m bung (Néu c6 chi dinh) O] Binh thuong | [ Bét thuong

XQ phoi (N&u co6 chi dinh) [ Binh thuong [J Bat thuong

Pién tim thuong (Néu c6 chi dinh) O] Binh thuong O] Bét thuong

7. Panh gia chi so chirc nang sinh duc nir

Thang diém FSFI D 1.Co D 2. Khong

8. Panh gia chat lwgng cudc song

Thang diém UQOL [ ]1.¢C6 | ]2. Khong

Thang diém AMS D 1.C6 D 2. Khong




Panh gia hoat dong té bao va SHPT

1. Pinh lugng cac chat kich thich tang

truong té bao va cytokines trong huyét O Co ] Khong

twong bénh nhan

2. Panh gi4 cac dau 4n ldo hoa O Co 0 Khong

Danh gia AE/SAE

1. Bénh nhan c6 AE/SAE nao

K hone? [1 C6 (ghi phiéu AE/SAE)
ong’

O Khong




BAO MAT VM MA SO BENH | TEN VIET TAT
NHAN

VINMEC- CRF 09

PHIEU KET THUC NGHIEN CcUU

Thoéng tin hanh chinh

1. Banh gia c6 dugc thuc hién 1Co ] Khong
2. Ngay: |- |20 | | (ngay/thdng/nam)
3. Nguoi danh gia: ||| | | (ghichi caitén ngudi danh gid)

Théng tin két thic diéu tri

1. Hoan tat liéu trinh diéu tri nghién .
clru
) . 2. Bénh nhan khong déap tmg diéu tri [
1. Ly do két thuc diéu tri (chon —
, 3. Do cac phan ung bat loi []
1 Iy do phu hop nhat)
4. Bénh nhan khong quay lai kham ]
5.Lydo
[
Khac:..oo







bay tai Bang 5.1.

PHU LUC 13
TINH AN TOAN CUA PHUONG PHAP TRUYEN TE BAO GOC TRUNG MO
TU THAN TU MO MO

Danh muc chi tiét AE theo nhém va mirc d6 lién quan véi lidu phap can thiép duoc trinh

Bing 5.1 Danh muc bién cé bt loi theo nhém va mive dé lién quan véi ligu phdp

can thiép
STT | Ténbién |[Nhém | Thoi | Thoi | Mire | Mirc Xir tri Hoi
b bat loi gian bat | gian két | d¢ |dd lién phuc
diu thuc quan
dén
li€u
phap
can
thiép
1 | Mé day A 11/27/24 | 12/09/24 | 1 1 | Khoi phat trude Hoi
cap (nghi 09:00 17:00 khém 3 ngay, khong | phuc
do di ghi nhan nhiém hé | hoan
nguyén ho hap trén. IgE 282 toan
hap) U/mL. Piéu tri:
Bilastine 20 mg
ubng 1 vién x 2
lan/ngay; Ceradan
Soothing Gel boi
mong 2 lan/ngay.
Aerius 5 mg trudc
d6 khong dap ung.
2 |Ho,chay |A 12/30/24 1 1 | Kham tai miii hong. | Hoi
nudc mii, 15:48 Khéng dung thude. | phuc
nghet miii




hoan

toan
Mgé day 07/12/24 | 07/12/24 Ubng siro chéng di | Hoi
09:00 17:00 ung khong nhé tén, | phuc
dd tri¢u chung. hoan
toan
Pau that 12/18/24 | 01/10/25 Tranh mang vac Hbi
lung sau 14:00 12:00 ning; khong ngdi phuc
chan lau mét tu thé; gitt | hoan
thuong thang lung; tap toan
manh co bung va
lung. Khong dung
thudc.
Viém am 01/24/25 | 02/12/25 Tri¢u chung: khi Hbi
dao 09:00 09:00 hu, dau khi giao phuc
hop. Xét nghiém hoan
mau va dich am toan
dao. Diéu tri:
Ovumix dit t6i 1
vién; Gynoflor H6
dat tdi 1 vién;
Colecalciferol 1000
IU udng budi sang;
Cic-Zinc udng 2
vién mdi 24 gio.
Kém dung
rosuvastatin 10 mg
budi toi va DHA
260 mg budi trua.
N6t nhit 09/30/24 | 10/12/24 Kham ghi nhan u Hoi
tai am ho 14:09 21:00 nha moi 16n phai phuc




khoang 1 cm, sam

hoan

mau. Diéu tri hd toan

tro: Gynoflor H6

dat 1 vién budi téi;

PM NextG Cal

ubng budi sang theo

bira; glucosamine

1500 mg udng sang

sau an.
Ting men 12/26/24 | 01/30/25 Theo ddi, khong Hbi
gan 10:00 09:00 dung thudce. phuc

hoan
toan

Dau tay, 10/24/24 | 10/24/24 Trang ven bang Hbi
VAS 12 10:00 10:35 NaCl 0,9% trong 10 | phuc
diém, ngay phut; chuyén ven hoan
sau truyén sang tay dbi dién; toan
té bao gbe hét dau va khong

tay do lac 10:35.
Viém hong 03/19/25 | 03/27/25 Pau rat hong, sét | Hoi
cép, viém 15:00 22:00 cao nhit 39°C, s6 phuc
amidan mu miii nhe; khong ¢6 | hoan

yéu t6 dich té. toan

Amoxicillin 500 mg
+ clavulanate 125
mg udng 1 vién x 3
lan/ngay kém bira;
Neo-codion 1 vién x
3 lan/ngay;

paracetamol 500 mg




1,5 vién mbi 4 gioy
khi sdt > 38,5°C.

10 | Pau dau, 11/22/24 | 11/22/24 Theo d&i noi tra; tw | Hoi
VAS 2 08:34 16:51 hét sau 10 gio; phuc
diém, 1 khong dung thude hoan
ngay sau giam dau. toan
truyén té
bao gbc

11 |Pau dau, 09/21/24 | 09/21/24 Paracetamol giam Hoi
VAS 4 11:44 12:44 dau. phuc
diém, 1 hoan
ngay sau toan
truyén té
bao gbc

12 | Viém hong 11/13/24 Oseltamivir 75 mg; | Hoi
cap 13:32 tu van kham tai mili | phuc

hong. hoan
toan

13 | Viém am 08/26/24 | 09/01/24 Dequalinium Hbi
dao céip 09:00 12:00 chloride 10 mg, dat | phuc

am dao 1 vién budi | hoan
t6i trude khi ngi. toan

14 | Thoat vi 05/21/24 | 06/26/24 Chyp X quang Hbi
dia dém 11:00 15:00 khép; khuyén dung | phuc
cot séng thudc giam dau va | hoan
cd, viem vitamin; ti€ém toan
diém bam collagen.
gan nhi
dau gbi

phai




15 | Pau dau,
VAS 24
diém, 7
gi0 sau
truyén té

bao goc

12/19/24
18:30

12/20/24
15:00

3 | Paracetamol gidam

dau.

Hoi
phuc
hoan

toan

2.2 Xét nghiém cong thirc mau
O nhém A (can thiép sém), cac chi s6 cong thirc mau ngoai vi (RBC, HGB, WBC, PLT)
duoc theo ddi tai ban dau, 1, 3, 6 va 12 thang sau truyén TBGTM. Cac gia tri dao dong

nhe quanh mirc nén, nam trong khoang tham chiéu va khong ghi nhan thay doi c6 y nghia

1am sang theo thoi gian (Bang 5.2).
O nhém B, céc chi sé RBC, HGB, WBC va PLT dugc danh gia tai ban dau, 1, 3, 6, 9 va
12 thang sau truyén TBGTM. Két qua twong tur cho thay cac chi sb 6n dinh, trong gi6i han

binh thuong va khong c6 xu hudng tang/giam ro rét (Bang 5.3).

Nhin chung, truyén TBGTM khong anh hudng dang ké dén cac chi s6 cong thirc mau

ngoai vi & ca hai nhom.

Bing 5.2. Xét nghiém cong thivc mdu nhém A trwée va sau khi truyén TBGTM

Chi s xét nghiém . Mtic binh
Bandau | 1 thang 3 thang 6 thang 12 thang
mau thuong
S6 lwong hong cau
44+0,5 [45+0,5 |[44=%0,5 45+0,5 4505 [42-54
-RBC (T/L)
Luong huyét sac
, . 130,0 +|130,0 +|131,0 + 1340 +
t0 (Hemoglobin) - 133,0£ 10,5 130- 160
9,8 9,9 11,1 9,3
HGB (G/L)
So luong bach cau
6,6+19 |62+13 |62+1)5 6,4+14 64+1,3 |4,0-10,0
- WBC (G/L)
S6 luong tiducau - | 265,0  £|256,0 +£[262,0 =+ 2650 +
268,0+ 57,7 150 —450
PLT (G/L) 54,7 54,7 49,5 554




*Gid tri dwoc mo ta duoi dang Trung binh £ D¢ léch chudn

Bing 5.3. Xét nghiém cong thivc mdu nhém B truwéc va sau khi truyén TBGTM

. Murc
Chi so0 xét .
. Bandau | 1 thang 3 thang 6 thang 9thang | 12 thang | binh
nghiém mau
thuong
S6 lugng hong 4,2
. 44+03 |44+04 |44+03 |44+04 |44+04 [44+04
cau - RBC (T/L) 54
Luong huyét sic
t6 1250 +£{122,0 +£|128,0 +£[128,0 +]129,0 =+|1250 =+|130-
(Hemoglobin) - | 13,1 25,5 11,0 9,7 10,1 27,7 160
HGB (G/L)
Sb luong bach 20
ciu - WBC|66+1,8 [63+16 |60+1,5 [65+19 |61+1,6 |59+14 1;) 0
(GIL) :
S6 luong tiéu | 2750 +|2750 +£|2750 +£|261,0 =|2660 +|261,0 =150 —
cau-PLT (G/L) | 51,5 45,0 37,6 447 40,6 54,0 450

*Gid tri dwoc mé ta dudi dang Trung binh £ DG léch chudn

2.3 Xét nghiém dong mau

Céc chi s6 dong mau (PT, TT, APTT, Fibrinogen) duoc danh gia ngay sau truyén va sau

24 gi® ¢ ca hai lan truyén. O ca hai nhoém, céc chi so6 dao dong nhe giira cac thoi diém do,

duy tri trong gi6i han an toan va khong ghi nhan bién ddi c6 ¥ nghia 1am sang (Bang 5.4
va Bang 5.5).
Ddi v6i D-Dimer, gia tri trung binh & nhém A dao dong 470,0 + 73,5 dén 521,0 £ 276,0
ng/L, nhém B dao dong tir 330,0 + 122,0 dén 398,0 + 199,0 pg/L. Phan 16n gia tri ndm

trong hogc xap xi gidi han tham chiéu (<500 pg/L); tai nhém A c6 mot thoi diém trung

binh vugt nhe nguong nhung khong ghi nhan xu hudng tang kéo dai hodc tang dot ngdt

sau truyén.

Bing 5.4. Xét nghiém dong mdu nhém A trwée va sau khi truyén TBGTM

Chi s6 dong mau

Lan truyén 1

Lan truyén 2




Negay sau Nea sau
8 y Sau 24h 8 y Sau 24h
truyén truyén
Fibrinogen (g/L) 30£0,8 [3,0£0,7 [3,0+£0,6 2,9+0,6
PT - Prothrombin Time
. 133+1,3 | 13,1+2,7 | 13,4+0,8 133+2.8
(gidy)
TT - Thrombin Time
. 17,5+1,0 | 183+73 | 17,6+0,5 17,9+0,5
(gidy)
APTT - Activated Partial
Thromboplastin Time | 30,7+2,5 {293+1,9 [30,0+2,1 28,7+1,9
(gidy)
DD (ugD) 4750 +]4700 =+ 4770+ 174.0 521,0 =+
-Dimer O+ R
H 123,0 73,5 276,0

*Gid tri dwoc mo ta dwoi dang Trung binh £+ D¢ léch chudn

Bing 5.5. Xét nghi¢m dong mdu nhém B trwéc va sau khi truyén TBGTM

Lan truyén 1 Lan truyén 2
Chi s6 dong mau N ~
a sau ay sau
s y Sau 24h 8 y Sau 24h
truyeén truyén
Fibrinogen (g/L) 29+0,5 2,7+0,5 29+0,5 2,6+04
PT - Prothrombin
‘ . 13,4+0,8 139+1,0 |13,1+£1,0 |[133+13
Time (giay)
TT - Thrombin Time
. 17,4+0,9 17,5+0,8 | 17,3+£0,5 17,7+£0,6
(gidy)
APTT - Activated
Partial
30,8+ 1,9 29,6+28 |304+2,1 |29,6+2,7
Thromboplastin
Time (giay)




D-Dimer (ug/L)

398,0+199,0

3890 =+

184,0

3300 +

122,0

378,0 +

166,0

<500

*Gid tri dwoc mé ta dudi dang Trung binh £ DG léch chudn

2.4 Xét nghiém chirc ning gan, chirc ning than

Két qua cho thay cac chi s on dinh theo thoi gian, chi dao dong nhe quanh gia tri ban dau

va khong ghi nhin xu huéng ting/giam kéo dai sau can thiép. ALT, AST va ure da s6 nim

trong giéi han binh thuong & cac thoi diém dénh gia. Creatinin trung binh & ca hai nhom

.....

tang bét thudng sau truyén TBGTM (Béang 5.6 va Bang 5.7).

Bang 5.6. Xét nghiém chirc nang gan, chirc nang than nhom A truwdc va sau khi

truyén TBGTM

c Mikc
Chi so xét .
Ban dau 1 thang 3 thang 6 thang 12 thang | binh
nghiém
thwong
ALT - GPT
20,1 £14,1 | 174+88 | 194+10,8 | 16,6+ 140 | 148+6,7 | <50
(UL)
AST - GOT
22,0+£5,5 |21,5+3,6 |225+55 |224+10,6 |21,3+3,9 [<50
(UL)
Ure
48+1,1 48+1,1 [47+1,1 44+1,0 45+0,8 [2,8-72
(mmol/L)
Creatinin
554+89 |553+78 |56,1+7,8 |550£85 |[559+8,2 [59-104
(nmol/L)

*Gid tri dwoc mo ta duoi dang Trung binh + D¢ léch chudn




Bang 5.7. Xét nghiém chirc nang gan, chirc ndang thdn nhom B truéc va sau khi

truyén TBGTM

i Murc
Chi so0 xét \
Ban dau | 1 thiang 3 thang 6 thang 9 thang 12 thang | binh
nghiém
thwong
ALT - GPT
12,7+87 [143+£12,0 | 123+89 |159+13,7 | 152+13,5 | 16,1 +13,1 | <50
(UL)
AST -
198+6,1 |21,3+74 |19,6+49 |209+6,1 |363+764 |23,4+129 | <50
GOT (U/L)
Ure
47+13 44+0,7 43+1,1 4,5+09 43+09 43+09 2,8-72
(mmol/L)
Creatinin
572+10,0 | 58,1 £10,7 | 54,6 £5,9 |558+74 |553+5,6 |52,0+11,0|59-104
(bmol/L)

*Gid tri dwoc mo ta duoi dang Trung binh + D¢ léch chudn

Viéc truyén t& bao gdc trung mo tir than tir mdé md theo liéu chuan 1x10° té

bao song/kg duogc xac dinh la an toan trén cac ti€u chi: bién c6 1am sang, huyét hoc,

d6ng mau, chirc nang gan—than va cac xét nghiém vi sinh té bao. Khong ghi nhin bét

ky tac dung phu nghiém trong nao lién quan dén can thiép.




PHU LUC 14
MOT SO HINH ANH HOAT PONG THUC HIEN NGHIEN CUU
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Lay mau, danh gid 1am sang



Mot s6 hoat dong truyén té bao gbe trung md tir mdé m& cho ddi twong tham gia

nghién ctru tai bénh vién Pa khoa qudc té Vinmec Times City
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