THU'C HANH TOT VA
AP DUNG LEAN SIX SIGMA TRONG
QUAN LY DUNG CU Y TE

PGS TS LE THI ANH THU'
Cha tich Hoi Kiém soat Nhiém Khuan TPHCM



Thwe hanh tot 1A gi

_a phwong phap hoac ky thuat mang lai
két qua wu viét hon phwong phap khac
|4 thwe hanh theo phwong phap chuan.
Pwoc st dung dé duy tri chat lwong qua
danh gia hoac so sanh vo&i theo quy
chuan




Hwéng dan Thuwe hanh tot
Best Practice Guidelines (BPGS)

La nhirng huwdng dan dwoc xay dwng qua
st dung nhwng bang chirng tot nhat da cé
dé cung cap cac nha thwc hanh nhirng
khuyén cao dwa trén bang ching

Hwdng dan NVYT va bénh nhan quyét dinh
thwec hanh thich hop dwa trén tinh huong va
hoan canh cu thé



Y hoc dwa trén bang ching

Quyét dinh LS chi yéu dwa vao Quyét dinh LS phai dwa vao 3

kién thirc cling nhw kinh nghiém  yéu to: kinh nghiém va kién thirc

cla ngudi BS cla BS, chirng cd trong y van
va sv lwa chon cua BN

BS khong can s dung kién BS phai khong ngtrng cap nhat

thirc va thong tin y hoc mai kién thirc va thong tin y,hoc moi
dé lwa chon giai phap téi wu cho
BN

BS khong can danh gia nguon  BS can danh gia can k& nguon
théng tin goc, chat lwong gia tri cua
nguon thoéng tin




Lean (Tinh gon) la gi ?

Bat nguodn tir céng ty Toyota 1950

Tap trung vao viéc loai bo nhirng ndi dung
thwa

Lam nhanh hon vi giam do phwc tap va cai

tién dong qua trinh, rat ngan, giam thleu
nhirng hoat dong Iang phi, khdng can thiét

> DAT TOC DO CAO NHO SU TIN GON



6 Sigmalagi ?

6 sigma la chién lwgc kinh doanh dwoc khéi xwdng tir
Motorola ttr 1985 st dung nhiéu bd céng cu, ky thuat &
phwong phap nham

1) Cai tién qué trinh nhanh va xuyén suot.

2) Nham vao loi ich ctia khach hang.

3) Ra quyét dinh dwa trén di¥ liéu va dir kién.

4) Sang tao van héa dwa cai tién lién tuc va hiru hinh.

5) Cau tric héa viéc gidi quyét van dé.



HuGng dén 6 Sigma




Chat lwong theo kinh dién
“Tot 99%” (3.80)

> 20,000 e-mail that lac mbi gi®»
> 15 phut udng nuéc khdng sach
moi ngay
5,000 sai s6t phau thuat moi
tuan
= 2 chuyén ha canh cham hay tré
moi ngay , )
» 200,000 ra toa thudc sai moi

nam

B> 7 i mat dign mdi nam

vy ¥ ¥ I I9

Chat Iwong theo 6 Sigma

“Tot 99.9997%” (6o)

7 e-mail that lac méi gi®

1 phat ubng nwée khéng sach moi
bay thang

1.7 sai s6t phau thuat méi tuan

2 chuyén ha canh cham hay tré méi
S5 nam

68 ra toa thudc sai mdi nam

1 gi& mat dién mbi 34 nam



Ap dung thwc hanh tot va LSS
trong quan ly va

Xt Iy dung cu y té?



Quan ly tot dung cu y té

Cung cap dung cu y té vuwot ca yéu cau va
mong doi cua nguoi str dung

Tang chat lwong, tang hiéu qua kinh té trong

qua trinh str dung va van hanh dung cu PT:
It bi hw hai, gidm viéc mua sam lai, tdng chat
lwong PT






Mua sam

Quan sat d dung cu \ Xt ly
trwvdre khi |

. tap trung
st dung

Nhirng yéu t6 dé xu

Kiémtra ly hiéu qua
ngau nhién ¢
sai soOt

\ Quan I¥ Chinh sach
uan y va quy trinh

chat lwong —




Cac md hinh quan Iy dung cu hién
nay

1. X ly (lam sach, dong goi) tai cac khoa

LS, chi gri vé& hap tai don vi tiét khuan
2. X ly tai hai khu vwe: 1 cho cac khoa
phong va 1 cho phong mé

3. Tap trung tat ca vé don vi tiét khuan

trung tam, khoa KSNK.




TYPICAL CSSD DESIGN
An actual design of a CSSD - plan drawing
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Qua trinh va quy trinh chuan tai
CSSD

® Qua trinh
» Work flow (Dong chay cong viéc)
» Dam bao gidm thiéu nhirng hoat déng lang
phi
® Quy trinh chuan (SOP)
e Dam bao bat ky ai lam 1 viéc gi d6 ciing
nhw nhau: giam sai s6

5



Giam lang phi, giam sai sot
(ap dung LEAN 6 sigma trong CSSD?)

bong gop
trwee tiép vao
nhirng yéu

cau mong
doi cua
khach hang

Tiéu ton
nguon lwc
nhwng khong

déng gop vao
yéu cau
mong doi




Chu Ky x Iy dung cu

- : e
Quy trinh an toan Pay du céc ching

loai can thiét
cho PT

I
o

= ‘-;é PhAu thuat

&< 40

@

m sach/
Khir khuan

Dam bao duy tri
sO lwgng va chat lwong

el 16t kNuan Khoéng nguy co nhiém

khuan



Nhirng yéu to tac ddng dén qua
trinh quan ly x& ly dung cu

nat lwong dung cu
nat lwong bao tri
hat lvong nwdce
niét do

Héa chat

Co hoc

Z O O O




Tiéu chi quan Iy chat lwong

Quality improvement

He thong quan ly 1509001:2008

chat lwong s
1SO 9001

EN 15224:2012
(dwa vao ISO
9001) cho nhom y
té

Must be able to use it in for different organisation, no matter the
size or direction. EN 15224 guidence is specificly for healthcare




Tiéu chi chat lwong
dung cu vy té
EN/ISO 13485: chuan quy dinh

chat lwong vé san xuat va thiét ké
cac dung cu y té

« Chau Au: MDD 2007/47: EC (93/42
MDD) (Medical Device Directive)
Moi dung cu y té déu bat budc phai
co dau CE. T 6/1998, chi co dung
cu y té c6 CE m&i dwoc s dung
trong BV.




Co quan kiém dinh

CERTIFICATE
No. Q1N 1103 10066 319
Holder of Certificate: AESCULAP AG

Facility(ios):

Certification Mark:

Scope of Certificate:
service and distribution of imglants, implantable
pressure sensor systems, instruments,
instrumaat management s,
contalners, devices, suture rial, tissue adhesives
and procedure kits (for detailed information
attachr

Applied
Standard(s):

SL# o CEPTUOMUKAT o CERTIFICADO ¢ CERTIFICAT

Functional
Safety 5 A

7
.

Report No.:
Vakd from:
Vald until

Akkreditiert durch

ZERTIFIKAT © CERTIFICATE & 32




Thuwc hanh tot tw tat ca cac khau

Chon vat lieu phu hop véi chirc nang, qua
trinh s&r dung va nhirng tac ddng cua moi
trrong
ISO 71 53-1: Tiéu chuan vé vat liéu dung cho
dung cu PT

Twong thich sinh hoc, vat ly: Kéo Vs Forceps

C6 thé tai st dung

C6 thé tai xr ly

Khang bao mon

Bén

Khoéng dan dién



Nhirng yéu cau chung dbi véi dung cu phau thuat




Thiét ké dung cu va kha nang dap &ng

408202626_160233




Nhan mac dung cu

original marking no original marking




R6 rang va co thé tam soat dwoc

S6 16
8 Code unicos
gl Code ma tréan

B Code stra chira




WFHS world forum for hospital
sterile supply

education group

Guideline No.02

Movember 2011

Check List for Procurement of Medical Devices

pursuant to EN ISO 17664:2004

This checklist has been compiled in order to ensure the possibility of reprocessing with the
equipment available in the Reprocessing Unit for Medical Devices prior to purchase.

be used

Department where medical device (MD) is to

Contact person

Telephone

Email

Manufacturer's name

Low-temperature processes possibla?
If yes, give description

Spare parts supply possible?

Supply of samples possible?

Date, manufacturer's signature

Date, user's signature

Date, infection control officer's signature

Date, CSSD manager’s signature

Devices accepted for reprocessing




Yéu cau xt& ly dung cu

Dam bao tiét khuan Tinh nang twong thich

- Dat dwgc SAL 10° v&i mét - Da thir nghiém tlr nha san xuét
nra chu ky tiét khuan, dung cuy te

- Giam sat bang cac chi thi - Do voi tiét khuan nhiét do thap:
Tat ca thanh phan ctia dung cu
phai hoat dong tot sau khi tiep
xUc v&i hda chéat tiét khuan va
khéng con ton dw trén dung cu



Chuan trong x& ly dung cu

Lam sach va kh&r khuan (EN 1SO 15883)

Tiét khuan:
Hol nwdc: EN ISO 17665
Nhiét dé thap: EN 14180, EN ISO 11135

Tui dwng dung cu vO khuan: EN ISO 11607



Ap dung thyc hanh tét

Thu nhan, van chuyén dung cu do’
Quy trinh Iam sach, khir khuan

Quy trinh kiém tra, bao tri, dong goi
Quy trinh tiét khuan va giam sat
Dw trir va phan phoi

Ghi Ho so

Thiet ke ha tang



Tuan tha Quy trinh van hanh chuan

Standard Operating Procedure (SOP)

Ai la ngwoivan hanh va tén S T T 21 Ai la ngwoi dién théng tin vao mau va vi tri
Class il nay Ib gi? | Buéc dau tien, dien tiéu de | tua qua trinh hoat dong? (Cot44-6)

. \ ,\V{J / - Nht'rgg ggiﬁet‘ guanlé
ng—So trang va ca lam
..N SOP:lll!_lll Mc
Ngwoi van hanh: Lanh dao: Page of

Qua trinh hoat déng: Tiéu ChUén Vi tri: Ca o

Bwoc BirGro chinh tREmEbing Biéu do phan tich
Thirtw van hanh Hwong dan dac biét

A Al Ivl AT
A . M6 ta nhirng gi phailam ~ TS T
D.Vé phatthao, thém vao hinh

/_\Aé \ anh hoac copy ban thiétke SOP | noi
n— Control point/Critical leu gtk va
C. Thirtw cac ] B - : phat trién tri
bwéctir1 dénn B.M0o ta cach thwchién | | point tho 13 té
L (rc cua to

N \\ Internal audit point chive

~L —~ Do right the first time
- report

——L —— | Dwachonhaquanlyky
Theo doi hiéu chinh 2 13 Pty P A
va ngay tén 'enfh' tet cuamau Ludn ludn cung cap hyéng

\/ / tham khao va cotmoc

Ngay hiéu| Chi cai Gau Ry hieuvan hanh ——— Luénsw dung cac ky hiéu va mau \&—
chinh: tén ngudi quan v @ N O j sac dé hwong dan ngwoi van hanh Phia Bac

ly Spec. Safety Quality Sequence




Gidm sai s6t trong tat ca cac khau
Xt ly dung cu Six Sigma

DAy v: Dau ra:

au vao: Dung cu vo khuan
-Dung cu I I ng cy st dung tét
-da su dung

> >

Risk/Hazard/Uncertainty — nguy co/méi nguy/bat dinh dan dén nhirng hau qué khéng
mong muén (SU CO)?

Quy trinh xt ly dung cu chi tiét::

hon 35 bwdc nhd

hon 125 diém sai s6t co thé xay ra

Téng nguy co tao ra sai sot: 125 x 3000 ca/ndm =



Tuan thu quy trinh tai x& ly dung cu

S dung

Tiet
trung Pung k{ thu

bung quy trin Lam sach/ khir
GUEN

Pat vao 10
bong goi “ Kiém tra

y‘l‘héo roi dung cu



APSIC CS5D Center of Excellence Program Audit Standards

(A) Handling, Collection and Transport of Contaminated Instruments

Item reviewed

Reference
(AAMT AOEN, IS0O)

Feensable items separated from waste at powmnt of nse

ST79. section 6.2

Contaminated disposable items are discarded appropriately
{incleding sharps)

ST79, section 6.2
AQEFN EP: Care of
Instrmuments, Bec. W

Gross soil 1s removed from instrmuments at point of use if immediate

transportation not possible

ST79, section 6.3
AOFN RP: Care of
Instruments. Bec. TW

Soiled items should be kept moist (moist towel, enzyme foam or
spray product)

ST79. section 6.4
AQEN EP: Care of
Instruments. Fec.
WV.E

Secured, dedicated containers are provided for soiled imstruments
and dwing transportaticn

ST79, section 6.4
ACQRN BP: Care of
Instruments, Fec. VI

Usze of puncture resistant. leal-proof containers for soiled items

ST79, section 6.4
AQEN FP: Care of
Instmuments, Bec. VI

Transportation of seiled instruments avoids high (public) traffic
areas

ST79, section 6.5.2

Transportation carts should be covered and should prevent items
from falling owver or off

ST79, section 6.5.3
ACORN BP: Care of
Instruments, Bec. VI

Dedicated elevators (or Lifts) with direct access to decontanunation
area.

ST79, section 6.5.5

Policy and procedure in place for transportation of contaminated
items between buldines. if applicable

ST79. section 6.5.6

AEIE BATIFID WD Y
INFESTION OONTROL




Qua trinh quan ly/ x&r ly dung cu can su hop tac

chat ché cua 3 don vi
ISO 14937:2009, ANNEX E

Bénh vién

Tham dinh
Kiém dinh

Nha san xuat <€ = Nha san xuat thiét bj
dung cu khiv/ tiét khuan




®+-0:®

Lord Darzi , (2008)




TOm tat

Can tang chat lwong hiéu quéa lam viéc tai
CSSD
Giam lang phi: Th&i gian, Vat liéu
Giam sai sot
Dam bao cac khau déu lam dung theo thyc hanh
tot



Ap dung Lean Six Sigma

Giam 40% thoi gian & giai doan lam
sach
Giam 25% nhan sv
Giam 34% th&i gian & giai doan bao tri
Giam 30% nhan sv

Giam 30% chi phi

e WakeMed Health and Hospitals



Chéan thanh cam on






