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GIOI THIEU

SA TANG CHAU:
> Suy yéu hé thong nang d& day chau

» Co quan trong vung chau tuot Xuéng gua nga

AD - RL chirc nang san chau

- Anh huong chat luong song nguoi PN




1. Sa tang chau va tiéu KKS
la ti€n trién ty nhién

2. Nguy co' trai qua PT |3
20% trong doi song nguo
PN

3. Tilé cao (30% ) phai PT lai

Kk

 Natural history progression of

prolapse and incontinence

v 20%Lifetime risk of surgery

 High re-operation rates (up to

\ 30% j

% Olsen AL et .. Epidemiology of surgically managed pelvic organ prolapse and urinary inconfinence, Obstet
Gynecol. 1997

% W JM et o, Lifeime risk of stress urinary inconfinence or pelvic organ prolapse surgery. Obstet Gynecol. 2014




CAC LOAI SATANG CHAU NU

Pelvic Support Problems

Cystocele

Vaginal vault
prolapse with
enterocele.

Combination of
pelvic support

Rectocele Uterine
prolapse.




YEU TO NGUY CO' SA TANG CHAU NU

1. Tudi va tinh trang man kinh
2. Tién can san khoa
3. BMI > 30 kg/ m2

5. Chung téc

6. Bénh Iy mo lién két
7. Thudc 13, bénh phdi man

8. Tao bon mén

9. Nghé nghiép gang stc nhiéu

10. Phau thuét ving chau trwéc do




MUC TIEU PIEU TRI SA TANG CHAU

Cai1 thien tricu chimng cua RLCN
do sa tang chau gay ra

Phuc hoi cau tric nang d&

Giai phong khéi sa & AD

Ho6 tro cau trdc mé tai chd lau dai




NHIEU THIET BI Y KHOA CO THE
PAT - CAY- LAP VAO CO THE NGU'OT

WIRELESS IMPLANTABLE MEDICAL DEVICES
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Liéu phap két hop
Estriol thip & Lovi
khuan Lactobacilli (
Gynoflor) — ho tro cho
phuc héi san chiu trwéc
va sau PT = gép phan cai
thién sw 1ao héa am dao
trong HC niéu duc

Capobianco et al.,2013

Arch Gynecol Obaiet
TOT 10, 1007/300:404-01 3-3030-6

GENERAL GYNECOLOGY

Triple therapy with Lactobacilli acidophili, estriol plus pelvic
floor rehabilitation for symptoms of urogenital aging
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Abstract

Purpose To assess the effects of the combination of
pelvic floor rehabilitation, intmvaginal estriol and Lacto-
bacillus acidophli adminisimiion on siress urinary incon-
tinence {SUD), umgenital atrophy and recurrent urnary
tract infections in postmenopausal women.

Methods 13 post | women with urogenital
aging symploms were emrolled in this prospective mn-
dormized swdy . Patients: randomnly divided into two groups
and each group consisted of 68 women. Interventions:
Subjects in the triple therupy (group 1) received 1 intrav-
aginal ovule containing 30 meg estriol and Lactobacillt
acidophili (50 mg lyophilisate containing at least 100
million live bacteria) such as once daily for 2 weeks and
then two ovules once weekly for a total of 6 months as
muintenance thempy plos pelvic floor rehabilitation. Sub-
jects in the group 11 received one intravaginal estriol ovale
(1 mg) plus pelvic loor rehabilitation in o similar regimen.
Mean outcome measures: We evaluated urogenital symp-
wmautology, uring cultures, colpascopic fndings, urethral
eytologic findings, urethral pressure profiles and urethm-

cyslomelry befure as well as afler & months of treatment.
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Results  After thempy, the symploms and s
genital wrophy significantly improved in both groups.
45/59 (76.27 %) of the group I and 26/63 (41.27 %) of the
group I mferred a subjective improvement of their
incontinence. In the patients treated by triple therapy with
lactobacilli, estiol plus pelvic floor rehabilition, we
observed significant improvements of colposcopic findings,
and there were sttistically significant increases in mean
maximum umthral pressure, in mean  urethral LI.u-.un:
pressume, as well as in the ahdominal pressure tmnsmi
ratio 1o the proximal urethra.

Conclusions  Our rsults showed that triple therapy with
L. acidophili, estriol plus pelvic floor rehubilitation was
effective and should be considersd as fmst-line

for symploms of urogenital aging in postmenopausal
WOmeT.

Keywords Pelvic floor rehabilitation «
Postmenopausal women - Recument urinary tract
infections - Umpgenital atrophy - Urinary incontinence -
Lactobacillus acidophili « V il estriol

Introducton

Symptoms and signs of urogenital integrity disorders
involving the lower urinary tract, genital tract and pelvic
floor become evident afler menopause increasing with
advancing age [1, 2].

In the West, 830 % of the tolal population has uro-
genital problems [3].

The symptoms relating 1o urogenital aging may be
categorized into two groups: these localized 1o the lower
urinary tret (urethra and bladder) and those confined 1o
the vagina and vulva. The first group includes frequency

&) Springer




Nhom I:

Vién 0.03mg Estriol Nhém I
voi Lactobacillus Vién 1 mg Estriol
acidophilus (n=68) (n =68)
0.03 mg Estriol + L.
acidophilus 1 mg Estriol
2 (Donaflor/Gynoflor) (Colpogyn) o
\ \ \ , <
S 11an/ngay x 2 tuan 1 lan/ngay x 2 tuén c
|
‘= i -
S 0.03 mg Estriol + L. 1 mg Estriol S
= acidophilus (Colpogyn) =
(Donaflor/Gynoflor) 1 v/ ngay x 2 ngay - 2 tuan
1 v/ ngay x 2 ngay - 2 tuan Lién tuc 06 thang
Lién tuc 06 thang

Muc tiéu NC: danh gia diéu tri két hop “phuc hoéi CNSC” (tap co viing chau va kich
thich dién) cung “ dat AD 1mg estriol” / “0.03mg estriol - Lactobacillus

acidophilus” & PN bi SUI va tai phat nhiém tring tiéu @ PN sau man kinh



Cai thién triéu chirng lam sang cua
teo niém mac trong HC niéu duc

B Trwée dung Gynoflor OTrudc dung Estriol 1 mg O Sau dung Gynoflor [ Sau dung Estriol 1 mg

100% 6
90%
5.5
o 80%
5
-s 70% 5
=]
2 60%
= 4.5
‘0
N 50%
zg
=. 40% 4
-
[- %
X 30% <0.01 <0.01 3.5
20%
3
10%
0% 2.5
Kho am dao DPau khi giao hop Teo niéu sinh duc PH am dao

»Kho AD, giao hoip dau, teo niéu sinh dworc cai thién dang ké & nhom
Gynoflor so v&i nhdm 1mgq estriol sau khi diéu tri 6 thang

>pH Am dao cai thién dang ké & ca hai nhém




cA1 THIEN TRIEU CHU’NG LAM SANG HC NIEU DUC
O’ NHOM SU DUNG GYNOFLOR SO VO'I ESTRIOL 1MG

Thong s6 1am
sang

Khoé am dao

Giao hgp dau
Teo niéu duc

pH am dao

Nhom Gynoflor (n=68)

Trwoc
diéu tri

68/68 (100%)

43/68
(63.24%)

68/68 (100%)

5.63 +/-0.76

Sau
diéu tri

7/68 (10.29%)
9/68 (13.24%)

8/68 (11.76%)

4.24 +/-0.66

Nhom Estriol 1Img (n=68) P

Trwoc
diéu tri

68/68 (100%)
39/68 (57.35%)

68/68 (100%)

5.53 +/- 0.64

Sau
diéu tri

13/68 (19.12%) @ <0.01
28/68 (41.18%)  <0.001

15/68 (22.06%) @ <0.01

4.78 +/- 0.71

Capobianco et al, 201.




Két qua nhiem khuan niéu Escheria coli
&/ hoac Streptococcus

m Nhom truwéde Gynoflor O NhSm sau Estriol 1mg O Nhém sau Gynoflor @ Nhom sau Estriol 1mg 2

030%

028%

025% A

020% A

015% -

009%
<0Q.001*

010% -

ni* nhiém khuan niéu

E
2 005% -
e

i)
X

000% -

Vi khuan niéu
»>S06 lwong PN nhiém niéu khuan giam hon dang ké trong
nhom Gynoflor

»Tan s6 nhiém trung niéu (UTI) thap hon dang ké & nhém
Gynoflor sau khi dieu tri 6 thang ket hop




HIEU QUA MONG DOl .
TU PHAU THUAT SATANG CHAU LA Gi?
Khong c6 PT ndo co thé sta chita hoan hao
tuyét d6i ca 2 mat GP va CN ( RL tiéu tién,
dai tién, tinh duc)
Néu khoi sa nam trén mép mang trinh > thi

khong triéu chirng

> Xé&c dinh duge phau thuit muc tiéu !

Wang, X (2017). "Comparing different tissue-engineered repair materials for the treatment of pelvic organ prolapse and urinary incontinence: which material

is better?" International Urogynecology Journal.
Baessler, K.,(2016). "Diagnosis and Therapy of Female Pelvic Organ Prolapse. Guideline of the DGGG, SGGG and OEGGG (S2e-Level, AWMF Registry Number

015/006, April 2016)." Geburtshilfe Frauenheilkd 76(12): 1287-1301.




Phau thuit muc tiéu :
> Pwa cau tric GP veé gidi han

nam trén mép mang trinh

- Giam toi da phat sinh triéu
chirng, bién chtng méi do
phau thuit gay ra

* Binh thwong hoéa cac RLCN

san chau sau phau thuit

Wang, X (2017). "Comparing different tissue-engineered repair materials for the treatment of pelvic organ prolapse and urinary incontinence: which material is

better?" International Urogynecology Journal.
Baessler, K.,(2016). "Diagnosis and Therapy of Female Pelvic Organ Prolapse. Guideline of the DGGG, SGGG and OEGGG (52e-Level, AWMF Registry Number

015/006, April 2016)." Geburtshilfe Frauenheilkd 76(12): 1287-1301.




PHAU THUAT
SA TANG CHAU

Dat dai bang dwoi niéu dao

Cat TC nga ADAsga tien - hau
Ilporr aphy

Co dmh TC hay MC vao mom
n on gmé'dsu’ u gmanh

Ip omina
acrocolpopexy + mesh

Treo T C ddy cha
reo TC. Ztéyacr vao uyc ang

ﬁ Athent uspensu?n?o

Khiu l;lg(a}n va khau dinh day |
chang cung A i

PT dat manh ghép, TH thanh
triwo¢.va sau (va ma repair o
anterior posterl comp rtment
+ mesh )

PT sir dung cdac manh he TH
hong can 1) o san
Tension- Iree glna mes
rocedural Kits*

Chit lién sinh hoc (Biologic
materials~= 5‘ 0c ( £



MANH GHEP (MG) TRONG SA TANG CHAU
(SURGICAL MESH - POP)

- 1950s: MGTH bat dau sur dung dicu tri TV thanh bung

» 1970s: Phu khoa K bat dau st dung MG diéu tri POP
nga bung
+ 1990s: MG trong TKKSKGS & Sa tang chau nga AD

> Thanh cong MG khéng tan = MG tan ra doi cudi
1990 nhanh chong mat vi tri pho bién vi khdng dat

hiéu qua diéu tri l1au dai

Surgical Mesh." 21 CFR 878.3300(a). 2010.



MANH GHEP (MG) TRONG PIEU TRI SA TANG CHAU
(SURGICAL MESH - POP)

1996: FDA c6ng nhan MG diéu tri SUI (Marlex)

2002: FDA cdng nhan MG diéu tri POP (Gynemesh), va
huong mai hda MG thanh céc “bd kit” gom MG va dung
cu PT, moc c6 dinh MG ... ciing da xuat hién sau d6
2004: FDA c6ng nhan bd mesh kit dau tién cia AMS

(Ameriacan Medical System) (Apogee va Perigee)




MANH GHEP (MG) TRONG PIEU TRI SA TANG CHAU
(SURGICAL MESH - POP)

THONG KE 2010 CUA FDA (HOA KY):

300.000 ca PT cho POP va 1/3 str dung MG, 3/4 s6 ca

nay (75.000 ca) st dung MG nga AD

260.000 ca PT SUI, 80% PT st dung MG nga AD

S6 ca PT sir dung MG tiing gap 5 lan gd 2008-2010 so

2005-2007

"Surgical Mesh." 21 CFR 878.3300(a). 2010




MANH GHEP (MG) TRONG PIEU TRI SA TANG CHAU
(SURGICAL MESH - POP)

THONG KE CAC BAO CAO NGHIEN CUU SU DUNG MG

PIEU TRI SA TANG CHAU TU NAM 1970 - 2006

60

20

40

30

Number of publications




MANH GHEP (MG) TRONG PIEU TRI SA TANG CHAU
(SURGICAL MESH - POP)

PHAN LOAI MG DUNG TRONG PT : 5 LOAI

MO 7w nhién (native tissue ): tai cho (in situ) hodc tu than
(autograft)
Khong tan (non-absorbable synthetic/mesh): Polypropylene,
polyester, ePTFE (C,F,), PVDFE (C,H,F,)
Tan (absorbable synthetic): poly-lactic-co-glycolic acid hay poly-
caprolactone - hién tai khong con
Sinh hoc (biological graft): collagen bo, heo (xenograft), da nguoi

cho (solvent-dehydrated allograft-SDDG), freeze-dried allograft

sﬂ 7 C( Wi 3500§afte 1 két hop ctia bat cir loai ndo ké trén véi



MANH GHEP (MG) TRONG PIEU TRI SA TANG CHAU
(SURGICAL MESH - POP)

PT STC CAN MGTH CO CAC YEU CAU SAU :

Dé sir dung

Két hop chdt vao mo chii giam nguy co nhiém tring, x6i mon, 10
manh ghép

Khong sinh ung thuw

Gidm thiéu tinh sinh nhiém tring
Trong lwong nhe: giam thiéu luong MG sir dung nhu di vat, vu
diém tinh dan hoi md sau PT, dé mo hoa, it bién dang, it co rat
(1am ngan, ctmg va dau AD)

Tinh bén vé chat liéu va d6 nang d& theo thoi gian

Surgical Mesh." 21 CFR 878.3300(a). 2010.




CHON LUA MANH GHEP TRONG PIEU TRI SA TANG CHAU

YEU TO CAN XEM XET KHI THAO LUAN DAC TINH MG
- Chat liéu
- Kich thude 10 (pore size)/ Lo hiéu qua
- Kich thude va mat do soi gitra cac 10 (interstial size)
* Pon so1 hay da soi
> P9 dan hoi va stic bén

- Tan / khong tan / tan mot phan

Wang, X (2017). "Comparing different tissue-engineered repair materials for the treatment of pelvic organ prolapse and urinary incon
which material is better?" International Urogynecology Journal.

Baessler, K.,(2016). "Diagnosis and Therapy of Female Pelvic Organ Prolapse. Guideline of the DGGG, SGGG and OEGGG (S2e-Level, A
Registry Number 015/006, April 2016)." Geburtshilfe Frauenheilkd 76(12): 1287-1301.




‘Lu6iNéng” () “Lur6i Nhe’

I

San phém lwoi diroc xac dinh la nhe la can ctr vao mirc do giam dién tich thuc nho
soi ludi nhé va 16 Iwdi I6n chir khéng phai can ci vao trong luong gram clda ILudi.

1. Hién chwa c6 quy dinh chinh thirc vé phan loai lwéi ndng va nhe - Bringman et al. Hernia. 2010;14:81.
2. Pascual et al. Surg. 2008;144:427.




Polymer Iy tuéng cho cau tric MG

1. Tro va khong dinh

2 Phan g co thé vai vat la thap

3.0 rong mo hat ngoai lai thap, gilp giam hinh
thanh seo

4.Giir trang thai phang trong nhiéu nim

5.Bén

6.0n dinh va tuong hop sinh hoc cao




MANH GHEP (MG) TRONG PIEU TRI SA TANG CHAU (STC)
(SURGICAL MESH - POP)

PHAN LOAI MG TONG HOP
(theo Amid 1997)

Type of mesh Characteristics

| Macraparous (73 microns) and monofilamentous such as polypropylene and theoretically makes the best implants|

t i further divided into heavy-, mide, and light-weight materials (eg, Prolene,
| Microporous (<10 microns) such as polytetrafiuorosthylene (eg, Gore-Tex”)

I Macroporous material (>>73 micrans) with either multiflamentous or microporous components such as
polyethylene (ez, Mersilene®). Histologic behavior is similar to type Il materials. This category includes some
polypropylene materials with microporous components such as Ob Tape® and IVS Tunneler® both of which were
associated with an increased rate of erosion and infection,

i Submicronic (pore size < | micron) (eg, polypropylene sheet Cellzard®) and associated with type | mesh for

adhesion prevention but is not commanly used in gynecological surgery.




Céac Polymer thwong dung cho MG:
Polypropylene : Prolene, Premilene, Optilene,..

Polypropylene két hop absorbable (PP+abs.) —
(Ethicon)

Polypropylene két hop titanium coating
(PP+Ti) — (pfm)

Polyethylene Terephthalate (Polyester) —
(Covidien)

Expan. Polytetrafluorethylene (ePTFE -C,F,)—
(Gore/Bard)

Polyvinylidene fluoride (PVDF — C,H,F,) -
(FEG)




MANH GHEP TONG HQP TRONG PIEU TRI SA TANG C

A) PHAN LOAI MG TONG HQP
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MANH GHEP TONG HQP TRONG PIEU TRI SA TANG C
TEN THUONG MAI MOT SO MG TONG HQP HIEN NAY
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MANH GHEP SINH HQC TRONG PIEU TRI SA TANG CH

(B) PHAN LOAI MG SINH HOC

Autologous

Allograft

Xenograft

Vaginal Mucosa
Rectus Fascia

Fascia Lata
Dura Mater
Fascia Lata

Porcine Small Intestine
Porcine Dermis

Bovine Pericardium

B
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BAO CAO VE MANH GHEP TONG HQP KHONG TAN
TRONG PIEU TRI SA TANG CHAU

Hu CD (China) 2011: 173 TH, PT POP tir d0 3 va sa ti 2 tang chau tro
|én, so sanh & danh gid an toan, hiéu qua trong md, sau mé 6 — 12- 18
thang cua 3 loai PT POP:

Phuong phap | Giai phau AD Ty lé Piém | Thai MG
PT HL chat 3 th
tinh duc | lwong CS

8 (A)PPMESH Dai7.5+1.4 12,8% 16,3% 48 £ 12 7%

Rong: 4.3 +0.3

58 (B)TVH-APC Dai5.6t1.1 36,2% 1,7% 279
Rong:3.3+0.4

29 (C) TVH-LC- Dai 7.1+ 0.6 17,2% 0% 53+ 16

SSLF-VBR-EP  Réng:3.3+0.4

PP: POLYPROPYLENE - TVH-APC: traditional total vaginal hysterectomy with anterior-
posterior colporrhaphy. - TVH-LC-SSLF-VBR-EP: total vaginal hysterectomy with lateral
colporrhaphy and sacrospinous ligament fixation and vaginal bridge repair and episiot


https://www.ncbi.nlm.nih.gov/pubmed/?term=Hu CD[Author]&cauthor=true&cauthor_uid=21426765

BAO CAO VE MANH GHEP SINH HQC
TRONG PIEU TRI SA TANG CHAU O THANH TRUOC AD

Tac gia
\ET!

Gandhi Dehydrated RCT 162 (76 12 21% w/patch 0%
2005 Fascia Lata  w/patch >< 29% no patch

78 no patch NS
Powell Fascialata Case Series 24,7 Khach quan 19% Ko dé cap
2004 582 Chu quan 2%

BQ 4%, RN 2%, TT 12%

Kobasi Cadaveric Observation 12,4 1,5% BQ, 0%
2002 Fascia Lata 132 9,8% dinh
Groutz Solvent Observation 20,1 0% 0%

2001 Dehydrated 21
Fascia Lata



BAO CAO VE MANH GHEP SINH HQC
TRONG PIEU TRI SA TANG CHAU / THANH TRUOC AD

Arya Porcine ><  Retrospective Porcine: 12 Porcine: 4% 0%
2004 Cadaveric 75 Porcine >< Cadaveric: 18 Cadaveric: 69%
45 Cadaveric

Ostergar Porcine Observation 6 SaBQ=>2:13% Ko dé
d 31 Sa BQ >2 cap
2004

Clemons Alloderm Observation 18 Khach quan 41% 0%

2003 33 Chu quan 3%



CHON LUA MANH GHEP
TRONG PIEU TRI SA TANG CHAU

1) MO fwr nhién ( native tissue ):

U'u diém: ré tién, khong di tng

Nhuwoe diém: tuy thudc ki thuat (kho, tang tai bién, th gian PT ting), mo

tu nhién con tot hay khong, tién trinh thoai hoa collagen caa mé

Sa tai phat cao hon MG tong hop hoic sinh hoc, dic biét thanh trude AD

Nguy co: nhiém triing vét mo, mau tu, hinh thanh seo, ton thuong than

kinh, mach mau va thoat vi

Wang, X (2017). "Comparing different tissue-engineered repair materials for the treatment of pelvic organ prolapse and urinary incontin
which material is better?" International Urogynecology Journal.

Baessler, K.,(2016). "Diagnosis and Therapy of Female Pelvic Organ Prolapse. Guideline of the DGGG, SGGG and OEGGG (S2e-Level, AW,
Registry Number 015/006, April 2016)." Geburtshilfe Frauenheilkd 76(12): 1287-1301.



2) MG khong tan (non-absorbable synthetic):
- Uu diém:

 Giam ty 1€ tai phat thanh truéc AD, vung dinh, PT STC tai phat

> Pugc khuyén c4o 14 chon lua dau tién trong SUI
> C0 thé phuc hoi nhanh chong, chinh xac, hiéu qua nhiéu co quan bi sa
S0 voi PT sir dung mo tu nhién

- Nhwoe diém: bién ching PT & MG phu thudc rat nhiéu vao k¥ ning
PTV—> dao tao bal ban

g, A U A omparing a erer ue-engineered repalr materid or the treatment o] pelv organ proiapse anda urindary rncontinence.: Wr " materia
International Urogynecology Journal.
Baessler, K.,(2016). "Diagnosis and Therapy of Female Pelvic Organ Prolapse. Guideline of the DGGG, SGGG and OEGGG (S2e-Level, AWMEF Registry Number 015
2016)." Geburtshilfe Frauenheilkd 76(12): 1287-1301.
https://www.fda.qov/downloads/medicaldevices/safety/alertsandnotices/ucm262760.pdf



https://www.fda.gov/downloads/medicaldevices/safety/alertsandnotices/ucm262760.pdf

Khuyén cido FDA

https://www.fda.gov/MedicalDevices/Safety/AlertsandNotices/ucm262435.htm

https://www.fda.gov/downloads/medicaldevices/safety/alertsandnotices/ucm?262760

-pdf
2011: BC ning PTMG / nga AD khéng hiém, nhung chua c6 bang

ching rd rang murc do nghiém trong cua MG TH véi SK con nguoi

> FDA xép lai MG TH trong POP: tur thiét bi y khoa loai Il = 111,

& thiét bi dit MGTH tir loai | sang loai I, chon lwra théin trong

ciia PTV. tir vin NB vé MGTH trueée, sau mé



https://www.fda.gov/MedicalDevices/Safety/AlertsandNotices/ucm262435.htm
https://www.fda.gov/downloads/medicaldevices/safety/alertsandnotices/ucm262760.pdf

3) MG Tan

— Uudiém: it bi 16 MG hon 0 véi loai khong tan

-Nhuoe diém:

> BC xdi mon AD va 1o MG van tontai

> Khong uu thé hon md tur nhién / phuc hoi ciutric néng do
> KQ diéu tri khong hicu qua bing MGTH khong tan

Wang, X (2017). "Comparing different tissue-engineered repair materials for the treatment of pelvic organ prolapse and urinary incontinence: which material is

International Urogynecology Journal.
Baessler, K.,(2016). "Diagnosis and Therapy of Female Pelvic Organ Prolapse. Guideline of the DGGG, SGGG and OEGGG (S2e-Level, AWMEF Registry Number 015

2016)." Geburtshilfe Frauenheilkd 76(12): 1287-1301.




4) MG sinh hoc

- Uu diém: it 10 MG hon so vdi loai khong tan, hiéu
qua diéu tri tuong duong MG khong tan

- Nhwoe diém: gia thanh cao, nguy co di tng, lay
truyén bénh, nhiém tring, thai loai MG, tly thudc vao

k¥ thuat chuan bi MG.....

Wang, X (2017). "Comparing different tissue-engineered repair materials for the treatment of pelvic organ prolapse and urinary incontinence: which

material is better?" International Urogynecology Journal.
Baessler, K.,(2016). "Diagnosis and Therapy of Female Pelvic Organ Prolapse. Guideline of the DGGG, SGGG and OEGGG (52e-Level, AWMF Registry Number

015/006, April 2016)." Geburtshilfe Frauenheilkd 76(12): 1287-1301.
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Polyvinylidene fluoride ( nanofibrous mesh)
khong phai la polypropylene
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Reference: Klink C D, Junge K, Binnebdsel M, Alizai H P,

Material ageing resistance & long term stability Otto ), Neumann U P, Klinge U



PO BEN SINH HQC
CUA PVDF

»>P0o bén cao it thodi bién

15KV  Z3mm
GFE AACHEN -’09

»>On dinh lau dai vé cau SEMof  fibors of n
s \ A - explanted DynaMesh®-PR (2009-05)
trdc va bé mat T

> An toan

SEM of a polypropylene fiber of an
explanted TVT -Sling (2009-05)
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15KV 23mm
GFE AaACHEN '09




HO TRO KY THUAT TRONG MO VA SAU
MO CUA MGTH PVDF (DYNAMESH)

* Hinh thai MG PVDF c6
thé phat hién dugc qua
MRI

* Phan dét cO thém chi thi
mau danh dau

» Phan bd MG khong bi tua

» Chat liéu MG Kéo cing

Khong bi dan

Duy tri hinh thai MG b
<hdng co rit bién dang
trong va sau mo




HIEU QUA
* L0 mé
> Lo hiéu qua = phan 16 van giit cho mé tiing sinh, sau
hinh thanh mo6 hat ngoai lai

- C6 sw khac nhau quan trong giira 16 dét - 16 hiéu qu

Lo dét
(mesh
trong hgp) L3 hiéu
qua“ nam
Day nhé~ giira CAC MO
hat ngoai lai
Té bao viém

xam nhap Vo seo




TONG HQP CAC LOAI MGTH
TRONG PIEU TRI SA TANG CHAU

Brand name

DYNAMESH IPOM®

PARIETENE®

PROLENE®

SURGIPRO®

ULTRAPRO®

VICRYL®

Manufacturer

Distributor

Material

Weave, description

Mechanical data
provided by
manufacturer

Applications

Instructions by
manufacturer

FEG Textiltechnik
Aix-la-Chapelle,
Germany

P. J. Dahlhausen & Co.

GmbH, Cologne,
Germany

Polyvinylidene
fluoride
monofilament;
Polypropylene
monofilament (both
non-absorbable)

2-component
knitted fabric

n/a

laparoscopic hernia
repair - IPOM

Sofradim, Trévoux,
France

Tyco Healthcare,
Neustadt (Donau),
Germany

Polypropylene
monofilament
(non-absorbable)

hexagonal open
worked stitches

n/a

conventional hernia
repair

is supposed to have
a multi-directional
elasticity

Johnson-Johnson
Inc., Langhorne,
PA, USA

Johnson-Johnson
Inc., Neuss,
Germany

undyed

polypropylene
(non absorbable)

knitted

approx. 14 kg/cm?
(burst strength)

conventional
hernia repair

bidirectional
extensible property
allows adoption to
various stresses.

United States
Surgical, Norwalk,
CT, USA

Tyco Healthcare,
Neustadt (Donau),
Germany

undyed

polypropylene
monofilament

(non-absorbable)

knitted

n/a

conventional
hernia repair

Johnson-Johnson Inc.,
Langhorne, PA, USA

Johnson-Johnson
Inc., Neuss,
Germany

poliglecaprone-25
monofilament
(absorbable);
polypropylene
monofilament (hon-
absorbable)

hexagonal open
worked stitches

n/a

conventional hernia
repair

Johnson-Johnson
Inc., Langhorne, PA,
USA

Ethicon, Norderstedt,
Germany

resorbable undyed
polyglactin

knitted

n/a

conventional hernia
repair

Brand name, manufacturer, distributor of the mesh used in the experiments, material, weave, applications, and comments for each of the six meshes assessed are
presented. Where available, manufacturer’s claims about mechanical strength are also provided.
doi:10.1371/journal.pone.0046978.t001




Urogynecologic Surgical Mesh
Implants, 16 APRIL 2019

On Apri 16,2019, the FDA ordered

(tts: v fda.qov/NewsEvents Newsroom/PressAmnouncements/ucmé361 14 him) al
manufacturers of surgical mesh intended for transvaginal epair o anterior compariment prolapse
(cystocele) o stop seling and distribuing theirproducts immediatl. The FDA has determined that
the manufacturers, Boston Scientfc and Coloplast, have not demonstrated reasonable assurance of
safety and effectiveness for tnese devices, whichis te premarket standard that now applies fo
them since the agency reclassiied them into class Il (high risk) in 207,




LICH SUY

1963 : MGTH polypropylene duoc
dua vao dé BT thoat vi

1987: bdo cdo két qua DT cua
Lichtenstein tw 6000 ca PT thoat vi
cho thay tinh an toan cia MGTH DT
thoat vi

1992: MGTH dugc s dung dé cd
dinh TC ( Timmons & CS)

1996 : MGTH duoc st dung dé BT
tai phat sa sinh duc ( TM Julian &
CS)

’

L 1963 polypropylene mesh hernia repair

v 1987 Lichtenstein reports outcomes
of 6000 hernia repairs

v Safety of mesh in hernias

v 1992 Mesh colpopexy (Timmons et al )

v 1996 Vaginal mesh for recurrent prolapse

(TM Julian et al)

\

-- .'.-.'..r o \
e ) \
=% of
eommnse [P !
peT—
|
j y

Hernia repair with knitted polypropylene mesh
FC Usher 1963 Surg Gynecol Obstet




1996: dai bang ( sling) ProteGen
duoc chirng nhan ( Bosten
Scientific) — chat liéu polyester
dét kim

1998: Jonhson & Johnson
nguwng san xuat Gynecare TVT

1996 -2008: FDA chirng nhan
nhiéu b6 kit MGTH str dung nga
am dao ( FDA ‘s 510 (k) process)

.

(Boston Scientific| - woven polyester ling

1996 ProteGen sling approved

v 1998 ) & J clearance for Gynecare TVT

v 1996-2008 Numerous FDA approved

transvaginal mesh kits (FDA's 510(k) process)

\/

TVTMATERIALS




ProteGen Sling Recall

Boston Scientific

FDA

Cases Handled Nationally Saiiarior Banices
and Radiological Health

e FDA enforcement report — higher than expected rates of vaginal
erosion and dehiscence
* By 2003 BS settles more than 700 cases of ProteGen (undisclosed)

- FDA cong bo cac ti l1é x6i mon va hé AD
- 2003 c6 > 700 trwong hop MGTH cua
ProteGen ( khong dwoc thong tin)




N . c E National Institute for NICE GU I DANCE

Health and Care Excellence =
Stresses thhe need to inforrm women of

the lack of long terrm outcomes data

Cochrane Database of Systematic Reviews

Surgical management of pelvic organ prolapse in women

Cochrane Systematic Review - Intervention | Version published: 18 July 2007 see what's new

Adequately powered randomised controlled trials are urgently needed.

NMaher C, Baessler K, Glazener CMNMA, Adams EJ, Hagen S. Surgical management of pelvic organ prolapse in
women. Cochrane Database of Systematic Reviews 2007.

N

Can nhanh chdng c6 cac RCTs manh trong can thiép

PT sa tang chau nir ( Cochrane — Database 2007)




fzd“ B OG An International Journal of
\7 Obstetrics and Gynaecology

() Free Access

Tension-free vaginal tape versus colposuspension for primary
urodynamic stress incontinence: 5-year follow up

KL Ward i, P Hilton, UK and Ireland TVT Trial Group

First published: 07 December 2007 | https://doi.org/10.1111/j.1471-0528.2007.01548.x | Cited by: 205

e 344 randomised
* 5 years outcomes

* 1.7 % mesh complications; 81% cure rates

- Cong bod lan dau tién 07-12-2017 trén BJOG

- TVT so sanh vé&i PT treo cd BQ trong BT tiéu KKS :
theo d6i 5 nam

- 344 RCT, 1,7% bién chirng do MGTH, 81% diéu tri
hiru hiéu




OBSTETRICS
GYI\IECOLOég\?i &

Vaginal Mesh for Prolapse: A Randomized Controlled Trial

Iglesia, Cheryl B. MD; Sokol, Andrew |. MD; Sokol, Eric R. MD; Kudish, Bela |I. MD; Gutman, Robert E. MD; Peterson,
Joanna L. RN; Shott, Susan PhD

Obstetrics & Gynecology: August 2010 - Volume 116 - Issue 2 - p 293-303

CONCLUSION: At 3 months, there is a high vaginal mesh erosion rate (15.6%) with no difference in overall
objective and subjective cure rates. This study questions the value of additive synthetic polypropylene mesh for
vaginal prolapse repairs.

N— _/

8-2010: theo doi 3 thang, 15,6% x6i mon AD, ti lé
thanh cong khong khac biét so vai ti Ié chung , MGTH
polyprolene c6 that sw co vai tro trong PT nga AD
diéu tri sa tang chau?




The Royal Australian
and New Zealand
College of Obstetricians
and Gynaecologists

Polypropylene vaginal mesh implants
for vaginal prolapse

2.  Summary of recommendations

Recommendation 1 Grade
Transvaginal polypropylene mesh is not recommended as the first line A

treatment of any vaginal prolapse ’
Reference 1

Recommendation 2 Grade
Due to the removal from the ARTG by the TGA, from 4 January 2018, Good Practice Point
transvaginal permanent meshes can only be used within the context of the
TGA Special Access Scheme as part of a clinical trial. Clinical audit of all

mesh procedures is encouraged. Reference 1

MGTH la chon lwa

dau tay trong diéu tri sa tang chdu ngd am dao (
Grade A)




2005-2008 FDA nhan duoc > "_I.) A
1000 bdo cdo cac ton thuong r

Center for Devices

do MGTH ngé AD géy ra and Radiological Health

2008: FDA |an dau tién bao
dong vé an toan MGTH

0 1008 200:The FOA eceves ovr 1,000 reportsof tansvaginlmesh s

2008- 2010: FDA ti€p tuc nhan . 2008 FOA s vaginl mesh ey et
> 2800 bao cdo than phién vé

,A, * 2008~ 2000 The FOA contiuesto receive oer 2800 s evnt reprt of
cac ton thuwong AD do MGTH

- veghelmest s,







Urethral TOT mesh exposure




FDA Safety
Communication:

fromldan. O1, 20038 tlhrough Dec. 31, 2010, the FDA received 2,874 additional reports of
complications associated with surgical mesh devices used to repair POP and SUI, with 1.503
reports associated with POP repairs and 1,371 associated with SUI repairs. Although it is
common for adverse event reporting to increase following an FIDA safety commuanication, we
are concerned that the number of adverse event reports remains high.

From 2008 — 2010, the most frequent complications reported to the FDA for surgical mesh
devices for POP repair include mesh crosion thhrough the vagina (a2lso called exposure,
extrusion or protrusion), pain, infection, bleeding, pain during sexual intercourse
(dyspareunia), organ perforation, and urinary problems. There were also reports of recurrent
protapse, neurc-mmuscular problems, vaginal scarring/fshrinkage, and emotional problems.
Many of these complications require additional intervention, including medical or surgical
treatment and hospiralization.

FDA 2011 recommends implants for POP reclassification from moderate to high risk

- FDA tiép tuc cap nhat va thong tin vé bién chirng
do MGTH nga AD gay ra la khong it

- FDA 2011 khuyén cdo phan loai diéu tri sa tang
chau tir nguy co’ trung binh - cao




Jury Awards $26.7 Million to Four Women Injured ‘ﬂﬂm@ Dily Caw Bullein

H H : Jury I S35V in mesh implant
by Boston Scientific Pelvic Mesh! e
An Indiana jury hit Johinson & Johnson (NYSE:JNJ) subsidiary Ethicon 555 =~ ﬂ
ETHICON with a $35 million verdict in a product liability lawsuit brought overits oo S EEET T
Prolift pelvic mesh.

.........

: AT - Hundreds sue over agonising
Mesh Implant Lawsuils s
lesh "'I‘"“ Lawsuil , vaginal mesh implants

EEEEET
e

+

VTCOMPUCAT

Jury h|ts Ethlcon wnth §3.25 mln verdict in ﬂ |
mesh case

lvilina Pandeva IUGA Symposium 30 June 2019




' told my husband he could sleep with

someone else': Mother-of-two, 43, can . :
P2 OF. A
no longer have sex and depends on a Bmlg"&;xmml
mobility scooter after being fitted with =
controversial vaginal mesh implant L - '

TVT NUM

Vaginal mesh left me in agony. When
will women's health be taken

People are disfigured for 'life' from
Synthetic Surgical Mesh Implants!

TVT/Mesh Sufferers 'Beat the System'

1 7 MESH WCTIMS SPFAX OU n
seriously? - g o s
Kath Sansom lg InveEey 0 it

A7 SURVIVORS

FULIIILY SFURI * FUVIDMLL WELEDY 1v riem weinw newd 1ECH MORE ~

Hundreds of women left with health in ruins after
bladder mesh ops, so why is treatment still offered?



The Scottish Independent Review of the Use, Safety and Efficacy of
Transvaginal Mesh Implants in the Treatment of Stress Urinary Incontinence s ol \
and Pelvic Organ Prolapse in Women: Interim Report st f l ‘

YO Coemment | hee
e

el

Friday, October 2, 2015

1. Robust clinical governance must surround treatment, the decision to use mesh and the surgical approach
used.

2. Evidence of involvement in multi-disciplinary team working, audit activity, reporting of adverse events

3. Informed consent is a fundamental principle underlying all healthcare

4. The lack of extended long term follow up and related outcome data, including information on quality of
life and activities of daily living, should be addressed.

5. Good information is essential to good patient care.

6. Improving awareness of clinical teams of the possible symptoms of mesh complications together with
good communication skills, (including good listening and empathy) is an essential part of good clinical
care.

7. Areview of the different sources of evidence led us to express concern in the use of the transobturator
rather than the retropubic approach

8. Concern hoth for effectiveness and adverse events, at the use of transvaginal mesh in surgery for pelvic
organ prolapse.

Ivilina Pandeva [UGA Symposium 30 June 2019




Ivilina Pandeva

England
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NHS ENGLAND
MESH WORKING
GROUP REPORT

includes evaluation of both the efficacy
and the extent and causes of adverse
incidents and complication rates
associated with these types of surgery:




THE LANCET

Adverse events after first, single, mesh and non-mesh surgical procedures for .-

stress urinary incontinence and pelvic organ prolapse in Scotland, 1997—203k -

4 “’
population-based cohort study

Joanne R Morling, PhD T . David A McAllister, MD T . Wael Agur, MD - Colin M Fischbacher, FFPH -
Prof Cathryn M A Glazener, PhD - Karen Guerrero, FRCOG - Leanne Hopkins, MSc - Dr Rachael Wood, Pw 2

-

e Higher complication and re-operation rate

* No vaginal mesh in primary pelvic floor repair

e The results supported the use of mesh procedures for incontinence, although further research on

_/

longer term outcomes would be beneficial

NC cé va khéng cé str dung MGTH trong diéu tri tiéu KKSKGS

va sa tang chau tai Scotland tw 1997- 2016:

- Ti lé bién chirng va PT lai cao hon

- Khéng sir dung MGTH nga AD cho PT lan dau tién san chiu

: flng hd MGTH diéu tri TKKSKGS, nhwng can cac NC dai
thém ntra




SCIENTIFIC REPQRTS

“rEN Complications follownng vaglnal
mesh procedures for stress urinary
incontinence: an 8 year study of

Reccived: 2 Junc 2017

Accoped: 30 A ugust 2017 92,246 women

rublis « s 2 cmiber 2017

Pubiished voline: 20 Sopeomiber201 Kim Keltie®™?, Sohier ElneiP’, Ashwani Monga*, Hannah Patrick®, John Powell®*, Bruce
Campbell” & Andrew J. Sims %7

* HES data between 2007-2015
* 5.9 % were readmitted at least once within 5 years for further mesh intervention

* 9.8 % complication rate within 5 years of the mesh procedure

N /

NC bién chirng sau st dung MGTH diéu tri tiéu KKSKGS
trong 8 nam trén 92.246 PN
- Dir liéu tw 2007-2015
- 5,9% tai phat phai can thiép lai it nhat 1 I1an/ trong 5 nam
- 9,8% ti lé bién chirng trong 5 nam do MGTH

-




The,.”
Guardian

'Scandal’ of vaginal mesh removal rates
revealed by NHS records

Traumatic complications mean one in 15 women fitted with the
most common type of mesh support will require surgery to
extract it, figures suggest

® Vaginal mesh implants: ‘I really thought I was dying’




Transvaginal mesh use should be
suspended, health groups say

Alliance of six state and territory consumer bodies say full audit
of complications is needed

Transvaginal mesh inquiry criticises
Australia's medical device regulation

Failure to protect women receiving the mesh implants cast health
professionals in ‘very poor light’, inquiry finds




Royal College of ¢
Obstetricians &
Gynaecologists

www.parliament.uk

ol

)

Update on the Independent Medicines and Medical Devices Safety
Review:Written statement - HCWS841

Baroness Cumberlege has reported to the Department of Health and Social Care an early finding of her
review relating to surgical mesh. Following a number of engagement meetings with patients she has
concluded that there should be a pause without delay in the use of surgical mesh for stress urinary
incontinence (SUI).

High vigilance restrictions on use of vaginal mesh

On 10 July 2018, NHS Improvement and NHS England wrote to all acute lrusts
advising of the immediate implementation of a high vigilance restriction period
regarding vaginal mesh.

M eSh SafEty a Ie rt For the majority of patients, mesh surgery should not be performed during this period

of high vigilance restriction.

Published: 10/07/2018 For some patients, mesh procedures may be the only viable treatment option. This
includes cases where clinicians judge there is clinical urgency to carry out the
procedure and no suitable alternative exists, and/or where delay would risk harm to
the patient. However, this treatment should only be used in carefully selected patients
who understand the risks and have given fully informed consent.

Ivilina Pandeva IUGA Symposium 30 June 2019




So where are we

V@y gio thi chung ta dang o ddu?

Ivilina Pandeva IUGA Symposium 30 June 2019




NICE 4-2019:
diéu tri TKKSKGS va sa tang chau

N I C National Institute for
Health and Care Excellence

Urinary incontinence and pelvic organ prolapse in women:
management

NICE guideline [NG123]  Published date: April 2019

> multdisciplinary teams > assessment and management of pelvic organ prolapse

> urodynamic testing in urinary incontinence I ;

» absorbent productsfor uinary Inconfinence > management of cogxistng urinary incontingnce and pelvic organ prolapse
> medicines for overactive bladder > assessment and management of complications associated with mesh

> IR AR eane surgery for urinary incontinence or pelvic organ prolapse
> surgical procedures for stress urinary incontinence, oy ) P Jan proiapse.

lvilina Pandeva IUGA Symposium 30 June 2019




NICE : biéu tri PT tiéu KKSKGS

N I c National Institute for
Health and Care Excellence

Surgical management of stress urinary incontinence

{Colposuspension (Open or Laparoscopic)

* Autologous fascial sling

* Paraurethral bulking if above options not acceptable

* Retropubic sling - permanent and may not be removed fully. TOT unless RPR

\contraindicated

~

/
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NICE: biéu tri PT sa tang chau
N I C ”ggﬁmllrl\gsggurfé%ellence

Surgery for pelvic organ prolapse

4

* Pelvic floor repair

Vaginal hysterectomy \

 Sacrospinous fixation

Mesh sacrocolpopexy (Laparoscopic or open)

Kcolpoclelss /

lvilina Pandeva IUGA Symposium 30 June 2019




NICE: Xtr tri bién chirng lién quan
MGTH

N . c National Institute for
Health and Care Excellence

Managing complications associated with mesh surgery

Regional MIDT
Limited evidence on atrial and complete mesh removwval

Significant complications of mesh removal surgery
Symptoms recurrence

Mesh centres

Ivilina Pandeva IUGA Symposiurm 30 June 2019




BAI HOC KINH NGHIEM?

1. Ngay cang nhiéu PN yéu cau lay MGTH ra
2. Phoi hop manh da chuyén khoa ( MDT) dé
quan ly cac NB nay

Lessons learnt?

e More and more women request mesh removal

* Robust MDT process to manage these complex patients

\ THE UNITED STATES
| DEPARTMENTfJUSTICE

FOR IMMEDIATE RELEASE Friday, May 24, 2019

Surgical Funding Facilitator and Physician Charged in Alleged Nationwide Scheme to
Defraud Women in Connection with Transvaginal Mesh Litigation

A surgical funding facilitator and a licensed urogynecologist were charged in a six-count indictment unsealed today for their
roles in an alleged scheme to defraud women across the United States in connection with surgeries to remove transvaginal
mesh (TVM) implants related to mass tort litigation.




Urogynecologic Surgical Mesh
Implants, 16 APRIL 2019

On Apri 16,2019, the FDA ordered

(tts: v fda.qov/NewsEvents Newsroom/PressAmnouncements/ucmé361 14 him) al
manufacturers of surgical mesh intended for transvaginal epair o anterior compariment prolapse
(cystocele) o stop seling and distribuing theirproducts immediatl. The FDA has determined that
the manufacturers, Boston Scientfc and Coloplast, have not demonstrated reasonable assurance of
safety and effectiveness for tnese devices, whichis te premarket standard that now applies fo
them since the agency reclassiied them into class Il (high risk) in 207,
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NHS ENGLAND
MESH WORKING
GROUP REPORT

includes evaluation of both the efficacy
and the extent and causes of adverse
incidents and complication rates
associated with these types of surgery:




The Royal Australian
and New Zealand
College of Obstetricians
and Gynaecologists

Polypropylene vaginal mesh implants
for vaginal prolapse

2.  Summary of recommendations

Recommendation 1 Grade
Transvaginal polypropylene mesh is not recommended as the first line A

treatment of any vaginal prolapse ’
Reference 1

Recommendation 2 Grade
Due to the removal from the ARTG by the TGA, from 4 January 2018, Good Practice Point
transvaginal permanent meshes can only be used within the context of the
TGA Special Access Scheme as part of a clinical trial. Clinical audit of all

mesh procedures is encouraged. Reference 1

MGTH la chon lwa

dau tay trong diéu tri sa tang chdu ngd am dao (
Grade A)




PRIMUM NON NOCERE

FIRST DO NO HARM

Cam on qui vi di lang nghe .....




