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4. gy (Definition)
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Adadinlafnuazlusunsunsandenaiaiainsusaamassuindadinlain

4.2 Bone Marrow (BM) vianeds wadauniiadialaiinanlunseen

4.3 Collection Center mnefis lssmeunanzifuwadsuindasinlainanguinailioni

4.4 MatchPoint #1188 %aiﬂ&mamﬁu%’aa&auazﬁmLﬁaﬂmmaﬁmﬁmﬂL%aéﬁuﬁ%ﬁmﬁdaﬁm

4.5 Human Leukocyte Antigen, HLA 188 wouftauuuinlafinanifivhuchilisadesiussuy
QifuAuYeIsTNNe wazmsdgnanwadduinlladeladin
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4.7 Peripheral Blood Stem Cell (PBSC) ysngiia wwagauiiadalainainnseualaia

4.8 Specimen ineds A1dnsa W Freghaden dretawdnstas

4.9 Stem Cell e wadsuruiadinlaiin

4.10 Thai National Stem Cell Donor Registry (TSCDR) nungdis surnisiwaanuniiaifinladie
WA auguINMsladinuiend anin1vnlng

4.11 Transplant Center mngis lsmenunaugnansieadsuiidndnlainanguiaadilsldaia

4.12 Unrelated Bone Marrow Donor, (UBMD) vsnefis fuinawadauriidafinladinilaligna

4.13 Verification typing (VT) #38 Confirmatory typing (CT) #u1889 n1905228U8U HLA
typing TusgAu High resolution AeuvsaAaaauiLiainladin

4.14 World Marrow Donor Association (WMDA) 31881 4999AnsNsiusiudeyasiaradas
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UNUIU LWRUnUTY NJAVNATIUAT 10330 INSANN +66 2263 9600 feo 1301 %38 1314 N85 +66

2255 6925

1.1 F952UUUSNNSVRI5UIASYaaAUn L EAInlaRALiaR

1) HISEUUUSMIVRENIN1Ialng

Thai Red Cross Council

Her Royal Highness Princess Maha Chakri Sirindhorn,
(Executive Vice President of Thai Red Cross Society)

Thai Red Cross Executive Committee
Mr.Tej Bunnag (Secretary General)

Secretary Thai Red Cross Society
Mr. Tej Bunnag

Board of Medical

Board of Blood,

wuuesuauil MSP 003/003

Group

Treasurer Thai Red Cross Management Committee
1 Khunying Jada Watt: irith: Mr.Tei B (s tary G ) and Healthcare Organs and
unying Jada Wattanasiritham r.Tej Bunnag (Secretary Genera Services Group Biological Products
Services Group
Corporate Strategy Rellef and Human Resources Information Administration Central King Chulalongkorn | Blood
— — Community Health Technology — H ) ) -
Bureau Bureau Bureau Bureau Memorial Hospital Centre
Bureau Centre
. Red Cross Volunteers Fund Raising Office of Queen Savang. Queen Saovabha
— Legal Office — Infrastructure ~ Vadhana Memorial H . N
Bureau Bureau . Memorial Institute
Management Hospital
L | Finance | | Red Cross Youth Office of Property Rehabilitation | Eve Bank
Bureau Bureau Management Centre ve Ba
| | Thai Red Cross Chapters AIDS Research Organ Donation
Administration Office Centre Centre
First Aid and
L Health Care Medical and Blood, Organs and
Training Centre Red Cross Missions and Central Support Group Healthcare Services Biological Products

Services Group
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2) FasrUUUIMIVRIAUIUINISla LA

Board of Blood,
Organs and

Services Group

Biological Products

National Blood
Centre

Director

Dr. Dootchai Chaiwanichsiri

Board of
Management of
Plasma
Fractionation Centre

Management
Committee of
Plasma Fractionation
Centre

Deputy Director for
Blood Services

Deputy Director for
Operation and Administration

Assistant Director and
General Manager
for Plasma Fractionation Centre

Red Cell

Reference
Laboratory

National Blood Centre, Regional Blood Centres and Thai National Stem Cell Donor Registry

wuuesuauil MSP 003/003

Assistant Director for P Assistant Director for Assistant Director for Assistant Director for Assistant Director for Assistant Director for
Donor Recruitment | —{ A=A Okector | Blood Services Information and Medical Academic Affairs and Product Production Administration
and Corporate Image in Regions Technology Department Quality Plant Manager of Plasma
Fractionation Centre
Donor Recruitment ) : Academic
- I 1] e 7
and Corporate Blood Collection :5 ::nlg:::;:m "f:;:"‘:“(':;‘;d and Continuing Blood Product ad :i:;‘;'r:ﬁon Administration
— b - Educati 1 M and Human
Communication epartment o e ducation Production Department D [—{ and Huma
- Blood
: — 1
Donation Centre, Strategy Unit
Charmorakiat - * Legal Affairs Unit - -
Donor Recruitment Hemapheresis RedCrossSation jniormation) * Executive Board Academic Antiserum and )
G rhors e || System Operation e Collaborating || Standard Cell |- Finance Department e,
an: s;_ppan + Compliance Section Preparation 71 Department
ection .
- RBC VI Khon Kaen ConirallUnic
i -reC VN
Corporate Blood Testi -
Communication | —  [0° A8 _RBC VIl Quality Assurance Accounting and Quality
Section = "m“':';"af"“"‘ and Quality Control Blood Bag, Equipment Budget Department || Assuranceand
- i , "
- RBC IX Pitsanulok oo Department . and Solution Qualty Control
- RBC X Chiang Mai Production Department
Blood Component RBCXI
| roduction Procurement
Department - RBC Xil Songkhla ) Thai National S.tem Cell = s Engineering
- Phuket RBC Information Donor Registry Department
Technology and e —
Blood and Blood i p:
— Product Distribution Section
Department RBC: Regional Blood Centre Human Resource
Reference ] Department L__| Warehouse
Laboratory Division
Excellence Centre
Blood and Plasma
Donation Centre, Red
—] C’\:]‘_“‘f;‘“ 1, HLA and Sale and Marketing
e Platelet Division
i3 Laboratory

Plasma Fractionation Centre
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3) HI52UUUIMITVRISUIANSAR I URLTALTA A AR LAY A

Recruitment and Promotion of
Voluntary Blood Donors of the Thai Red
Cross Society

Board of Blood, Organs and Biological
Products Services Group

Consultants of Quality
Dr. Pimol Chiewsilp

National Blood Centre
Dr. Dootchai Chaiwanichsiri
Director
5% effort

*  Academic and Innovative

Committee

e Information Technology
Committee

e  Committee for the Advancement
of Stem Cell

Prof.Tanin Intrakamtornchai
Chairman of committee and medical
director of TSCDR
Key registry person

100% effort

I

Key registry person
20% effort

Pawinee Kupatawintu
Deputy Director for

Quality Manager and
Assistant Director for
Academic Affairs and Quality
Thitiporn Bhakbhumpong
10% effort

Operation and ion
Key registry person
40% effort
T

Piyanun Kumkrong
Assistant Director
For Donor recruitment
and Corporate Image
10% effort

Sineenart Oota
Assistant Director
For Blood Services
5% effort

Piyawadee Witthayawiwat
Assistant Director
For Administration

5% effort

‘Wadee Rungpradubvong
Assistant Director
For Product Production
5% effort

Sathit Tessomboon
Assistant Director
For Blood Services in Regions
5% effort

l

Thai National Stem Cell Donor
Registry Department
Wipawan Phamorn
Acting Chief
Key registry person
100% effort

Thai National Stem Cell Donor
Registry Head Office
Sirinporn Kanchanbanleng
Head of search coordinators
Key registry person
100% effort

Donor center

Medical and Support

Reference Laboratory Excellence Centre
Sirilak Phiancharoen
Chief
Key registry person
70% effort

Medical Department
4 staff, 20% effort

Expert Internal personnel

Qutside Entities

Donor center and
Donor search coordinators
10 staff, 100% effort

General Administration Officer
and Patient debt collection
2 staff, 100% effort

—

General Administration Department
11 staff, 10% effort

HLA lab
7 staff, 20% effort

Finance Department
7 staff, 10% effort

Stem cell
processing
4 staff, 20% effort

Accounting and Budget
Department
10 staff, 10% effort

Quality management

- Pimol Chiewsilp

- Thitiporn Bhakbhumpong
IT and PDPA (GDPR)

- Suratchanee Yoadsang (IT)
- Piyawadee Witthayawiwat (PDPA)
Infectious disease markers
- Kriangsak Chaiwong
Finance

- Wansiri Wannasiripipat
Accounting

- Piraya Piriyamanon
Lawyer

- Twatchai Kotsomrong

Collection Center (N=4)
- Chulalongkorn Hospital
- Ramathibody Hospital
- Siriraj Hospital
- Pramongkutklao Hospital

Donor Recruitment and Corporate
Communication Department
17 staff, 50% effort

Medical team
2 staff
- Dr. Sasanan Traiwongpaisarn
70% effort
- Dr.Apiwat Tiyapan 20% effort
Key registry person

Blood Testing Department
30 staff, 10% effort

Information and Technology
Department
16 staff, 10% effort

Hemapheresis Department
11 staff, 10% effort

Academic and Continuing
Education Department
4 staff, 5% effort

Blood Collection Department
76 staff, 5% effort

Directorial Administration Division
2 staff, 5% effort

- RBC Ill Chonburi
- RBC V Nakhonratchasima
- RBC VI Khon Kaen
- RBC X Chiang Mai
- RBC XII Songkhla
- Blood and Plasma Donation
Centre, Red Cross Station 11,
Wiset Niyom, Bang Khae
58 staff, 5% effort

wuuesuauil MSP 003/003

Transplant Center (N=6)
-Patient search coordinator

- Chulalongkorn Hospital
- Ramathibody Hospital
- Siriraj Hospital
- Pramongkutklao Hospital
- Songklanagarind Hospital
- Maharaj Nakorn Chiang Mai
Hospital
- Samitivej Srinakarin Hospital

2 staff per each hospital, 50% effort

Australian Bone Marrow Donor Registry
(ABMDR)

- Donor and recipient database

- Search and match service (MatchPoint)
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1.2 AUSURAYBURAZDIUIINLN

1. #91u28n15 (Director of Thai National Stem Cell Donor Registry)

eSPp e

g1EN13AUduINMSlainuie @ ann1valng Sulaveud1sIIuILe §81U8n155UIA1S
wadduiudainlafinuisnasnsummdedving &l
o fvunulousuaySURnTeUAINTIUTIMLAYEIsNANSIwAGEUR LT aTaTin LR
o USSNUSUIASWARRUALDAEAlAANWAIIR
o Amusuarsislideinguszasdvesszuununmuessumswadduidadinlafinuani
o shliiuladnlddminsruiunsiivanzauiiosinliussaienudosnisvesdldudnsuay
A1uU1IMIgIU World Marrow Donor Association (WMDA) sauanudefnuaves
an1NIANewasN MUEUBIUTEMA
o vilviuladnlddaiuazsisslitessuurimsnununniiiuszdniain uazuszansua
o slvulanlsanliiingnensifioame
o MIMUMUIZULUIMSURN LT USZE ) audis sy
2. US¢51UAMENSTUNISRAUIANEATNIIUELANLYAE (Chairman of committee for the
advancement of Stem Cell)
US¥51UAMIZNI UM TR BN MUARgad Snthil
o N5 wAaTIAFILNUAITRRUISUIANSIwadAUR LAl laRnuisRliaenndaariy
ulyung

a

o TrUsnwnuzihlusuisnisvesnusuiaswasaauidadinlafiauind Tu
N3EUIUNITAIIG 18U N153anT wazdaiuwadaudndadaladaldduguaelila
< v
wnsguana Wuau
d' d' v [ 5% o a =3 a 1 a
o yUMIULazLNldymMARYTssiuNUsIIAIEadAUA LTl alaRa LA

3. {iAN1352UUAMAIW (Quality Manager)

HIAN13TEUUAMAINAUEUSNSlaiawiand aniniyialve dnthnsuiaveulunisdnlisuians
wadsundadalainuiagAniun1551595N ¥ 5T UUUITMSNUAMA AN TUATY ISO
9001, ISO 15189 wag 1SO 15190 FIMTaiVUAMUNENNAETIEN1TNALUNITNERYT kazdonvum
MULMTZIU WMDA
4. MdsnesTuUAMAIN (Consultants of Quality)
o = ¢ a a ' a A v A9 vo o %
MsnwssuuamunmauduInslainwied aninivialng Ininldadsnwiwugdiluaiu
FnsvesnusuiAswassuiLladalainuiid Sulinteulunisdalisuiasiadauniinde

1a#nkriag1AA 1L IuN1951 795 NYITEUUUTITNUANAINAIUTRAMUAYBY 1SO 9001, ISO 15189

wuuesuauil MSP 003/003 uhlundait 02/0866



SP 1a9f SCSP002 Wi 19/152

o szdouufuRnudes nsadunusuaswadsuidafalaiauisi

audiinilafinuioni (Thai National Stem Cell Donor Registry’ s operation manual)

gmnzaine

Lag 1SO 15190 5IUMITOMUUAAIUNANLNANITNITNR IUNITNANYT KAZTBAITNUANIUNINTFIU
WMDA wazilunauznssunsiaundnanimanuaihsigad
Y o .

5. 393¢@1U28N13 (Deputy Director)

599581138M15 AUdUTNITlainuied ann1valng Indndieggiuienisiiuguasiy

sY o a & a ] a9 v & A o % 3

surAswasauiwdadialaiauisualnduluauuleviswavidmunennmualisiunaivay
Ana1un13AEuINNNIEUILNISTaIsUIAISaasunlndalaiauand wasindiidu
LAUIYNITVBIAUNTIUNISHRANEA NN EEE

6.

eld

[J

128115 (Assistant Director)

ee eDe

v
B
v
BEBIUILNT AUIUTNITaRRLYIR @an1n1viatng InifYiegg1uien1siiuguay
Y o A < a ' a ¥ q o v
sumswassuindadalaiouisnalidulunuuleusuagidvaneiinmuald
7. viavide/siantiaud/Mantinau (Chief of Department/ Division)
Wantde Fantaud wagiintinanuveduduinislainuried aninivinlng Angiteiy

[
v

swiaswadsuiuiadealainuiinddai desuiaswadaunuiadialadin dredaniguiaa
Tafinuazdoasosdns Augio AN ensunnd densiadansedladin fheunisau
vl dhen1siu dhetiduassutssana dheasaumawazmelulad dhefuuinelafinangdn
dhetangiiuladin dedvnmisuagnsinudeiiles nauinislafinuwianndn 3 Sminvays aas 7

5 FIMIAUATIIVEUT AR N1 6 JINIAVBULAYL AR N 10 FariATedlud A1 A1 12 JrInaavan

o w

NUSUUSAtaRALaT WAL @01TN191AT 11 TAwTHen UNHA LAaZIIUIWIgNNT ANTUINnNnU
PRI ¥ [} & ¥ o a =3 a | as v
AuanszuIuNIsigtesivsumswadduiniadaladauianalmduluauwleus iWwane

wazwUHURNAmuall

o a

8. lsanenunamnzinuwasduidadalainainguianaiilailigd (Collection Center)

a

lsangruaan1dnauduinistainuiarid anin1vialne fd1un1sasialssiiunuaudi

lssmguamzsinugaasuinladaladin (Collection Center) fusuiaswadauniailinlaiin
W@ guduinnslafinuisnd SuihisuReveunisdidunisnsinguamguinawadsuiiie
dinladia wisiiuwadsuidadalainauuinsgivaina lnedenadaaiudanmuansenuiufiun
YoIAUIUSNSIA%nUIA dan1n1vnlng wavdemimuaves WMDA

[ a 1 a

9. Tsanenuravanarewasdunnliadinlafinanduiaeilildey @ (Transplant Center)

v

Tsameuraandnguivinislafinuisnnd annivelne Alauautiasumudetsduummean
wardauantidug muiimuavessurmswadduindaifialafinuienid Suifisuinveu
Uszanuauseninssuiaswadsuiniadalaiawianfiulsmeivialgnatewadauniiiougia
ladinlunszuiunisaneg laun n1sAumigusanadmiugiaeg n1svensianiaviesuuiinisiu

Au3ana nisveldiwadsuindadaladnainguiaaildlygdlusnuimenisugnaiewadsu
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AdadalafalitugUlisaudeimuavedunneant wazn1sAnnunani1ssnwdiendanisuan
dnewaaduiiainladin lnedesriunisiiaenadesiudeinuavesguduinislainuiayid
anMalng uazderivunves WMDA
10. Australian Bone Marrow Donor Registry (ABMDR)

Australian Bone Marrow Donor Registry (ABMDR) 1 unuigauntsuendiliainugisinde
SulaveuguaTruUINtaYaveuINaLazUle LazlusunsudmSuAuniazAnaeny Usaia

(MatchPoint) Tidulusudasivuauas WMDA

1.3 YBULUAVDINITUINIS

1. sumswasduiuladialafauisnd gudusmslaiauvend daninivinlng
AseUAUUINEIAnUsaatasuIAwadduiudndialadin msusnawadduiudadaladie
Titugte uasnBnsnsiwadduiudadalafinfivhddiiuguas Seududnmssusdoraading
vsnawadrunnindalain nislianuduarAmuuziunguiaawadduiiladaladin 1150339
AansessyiRguan msiumsasngAnssudswesenaatasuinawaddudndadinlain n1s
p3meTLeats Minsanylalin ABO Rh uaznisnmadelsa matunzlousimalinsuinaimed

a U 14

suniiiadeladin Msguasnwideyaeiaainsuinawadauinidadialaiin n1sradenaiaialag

Y

[ 3% o @ 1 [ Y 1 A

vinawadduindadalafinfinzadliiugioe msdndeguinadndiiiediudentazdeya
71199 SEMINEUTMALAElTINEIUIa MTUTEAUNUWSENEUTIRdmTUNISUSIAwadsuriile
diplaiin nsfanuguamiuinanendinsuinawadsuindadaladin Msfianiunanssng
YoeRUe MInTIvdeununadaufLiafialain nsdaiusnuimassuindadeladn wasnis
Jndaradsunndadialade lneandunisiiudoyamessuuansaumeves Australian Bone

Marrow Donor Registry (ABMDR)

2. MUQYUNGUBNTNEIVD4

1Y

wihsnuneueniierteaiusunswassuiudadelainuwis Al
< & v o a @ a Y a a9 a .
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[

Thai National Stem Cell Donor
Registry Head Office
Wipawan Phamorn
Chief of search coordinators
Key registry person
100% effort

Reference Laboratory Excellence Centre
Sirilak Phiancharoen
Chief
Key registry person
70% effort

Medical Department
4 staff, 20% effort

animzalne
= =] a a IS o v a A ¥ [ & v o a @
WATEUT d01UNIYINN 11 IAYUIN U9A UDHTINIAININYIVDINUTUIAITLLAARUNILUALUA
o
I a (Y LY o ! 1 a wva & v o a @ I a 1 ay
AVAVNUUA 58 anT1UdnAIU ‘lJﬂ’]iU{]UGN’TUﬁu’]ﬂ']iL‘ZIaaG]‘Llﬂ’]L‘Ll@lLlIﬂ AVALVNYIFTDERY 5
v o o w v Yy o o a v sY o A < I a 1 a
2.5 N99ATINIAITNNUIN NNYIVDINUTUIATLYAAUNNUALUA LANALLIIYIR
Recruitment and Promotion of . N *  Academic and Innovative
Voluntary Blood Donors of the Thai Red Board :fEtI’OOd‘ gerga_ns agd Biological Committee
Cross Society roducts Services Group * Information Technology
Committee
e Committee for the Advancement
of Stem Cell
Prof.Tanin Intrakamtornchai
Chairman of committee and medical
director of TSCDR
National Blood Centre Key registry person
Dr. Dootchai Chaiwanichsiri 100% effort
Director
5% effort i
- Quality Manager and
Cogfl'ﬂil:ﬁzz:eazﬁgly T Assi_s(am E_)irector for .
Key registry person A . Affairs and Quality
20% effort Pawinee Kupatawintu Thitiporn Bhakbhumpong
Deputy Director for 10% effort
Operation and Administration
Key registry person
40% effort
_ [
Dr.Prajit Limsaiprom Piyanun Kumkrong Sineenart Oota Piyawadee Witthayawiwat Wadee Rungpradubvong Sathit Tessomboon
Assistant Director Assistant Director Assistant Director Assistant Director Assistant Director Assistant Director
For Information and Technology Fordl:::onor recrulnment For Blood Services For Administration For Product Production For Blood Services in Regions
10% effort an forgorate mage 5% effort 5% effort 5% effort 5% effort
l 6 effort [
e
Sirilak Phiancharoen Medical and Support Expert Internal personnel Qutside Entities
Acting Chief
Key registry person
100% effort

Donor center and
Donor search coordinators
10 staff, 100% effort

General Administration Officer
and Patient debt collection
2 staff, 100% effort

—

General Administration Department
11 staff, 10% effort

HLA lab
7 staff, 20% effort

Finance Department
7 staff, 10% effort

I

Stem cell
processing
4 staff, 20% effort

Accounting and Budget
Department
10 staff, 10% effort

Quality management

- Pimol Chiewsilp

- Thitiporn Bhakbhumpong
IT and PDPA (GDPR)

- Dr.Praijit Limsaiprom (IT)

- Chartphat Klaymanee (IT&PDPA)
Infectious disease markers
- Kriangsak Chaiwong
Finance

- Wansiri Wannasiripipat
Accounting

- Piraya Piriyamanon
Lawyer

- Twatchai Kotsomrong

Collection Center (N=4)
- Chulalongkorn Hospital
- Ramathibody Hospital
- Siriraj Hospital
- Pramongkutklao Hospital

Donor Recruitment and Corporate
Communication Department
17 staff, 50% effort

Medical team
2 staff
- Dr. Sasanan Traiwongpaisarn
70% effort
- Dr.Apiwat Tiyapan 20% effort
Key registry person

Blood Testing Department
30 staff, 10% effort

Information and Technology
Department
16 staff, 10% effort

Hemapheresis Department
11 staff, 10% effort

wuuesuauil MSP 003/003

Academic and Continuing
Education Department
4 staff, 5% effort

Blood Collection Department
76 staff, 5% effort

Directorial Administration Division
2 staff, 5% effort

- RBC Il Chonburi
- RBC V Nakhonratchasima
- RBC VI Khon Kaen
- RBC X Chiang Mai
- RBC XII Songkhla
- Blood and Plasma Donation
Centre, Red Cross Station 11,
Wiset Niyom, Bang Khae
58 staff, 5% effort

Transplant Center (N=6)
-Patient search coordinator

- Chulalongkorn Hospital

- Ramathibody Hospital

- Siriraj Hospital

- Pramongkutklao Hospital

- Songklanagarind Hospital

- Maharaj Nakorn Chiang Mai
Hospital

2 staffs per each hospital, 50% effort

(ABMDR)

Australian Bone Marrow Donor Registry

- Donor and recipient database
- Search and match service (MatchPoint)
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unii 4 msﬁmimu@mmw (Quality Management System)

Wiwd annwnlng Fainisldszuuuimsnununmianslulaagunsuiiuang

[ a

swimswadduiniadaladauiafdussdnsegaielinisuimsiag guduinisladin

Continual improvement of

the quality management system

Management

Responsibility

o\

Measurement, analysis

Resource
Customers

management .
improvement

A

Input Product

Requirements Product

realization

Legend :
—»  Value-adding activities

— — » Information flow

Model of a process-based quality management system

Customer

— — —P| Satisfaction

Output
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2.14 nsuuansufilunaztiasnu (Corrective and Preventive Action)
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7.8.1 orenasinsgadiuindafialafinfisnansotunsdeulugutoya Taneudaced
1. 91g 18 s 50 UuSysal uazaraglugudeyaiuiiveny 60 U
2. fvtlsdeuansnnudusenamedauluearalnsuinawadsuiidadaladin
3. fivansmsraiileifio HLA-A B, -C, -DRB1, -DQB1 iusehatios
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1. ovenairsuinawadduiudniialadin Weenguinnit 60 U azgnihesnaingudeya
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TBIS ABMDR donor ID., N/A ABMDR donor ID.,
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Tayanan1snsiamisissljiAnisuazdeyadiudivesduiananednglanis
AIUANRLAYRIAUIUSNISIATInLYF fall

wuuesuauil MSP 003/003 uhlundait 02/0866



SP 1a9f SCSP002 Wil 84/152

o szdouufuRnudes nsadunusuaswadsuidafalaiauisi

audiinilafinuioni (Thai National Stem Cell Donor Registry’ s operation manual)

gmnzaine

o Jayareigu3ana waziUhenvlugiudeya Auduinistafinuiend dauiu
RREI

o augaanzdm U iRNulaeane ansadiuivesdjuRnuves
Fheswpswadduiadeladinla

Y = ¥ 1% d‘d o a a Y = ¥ 1

e n15dfegIulayafu database Nin1sAMUAANINTIUITTeYaluLsaY
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AIEN1INTINERUIATEIABNTIMB ST el a1 saUssInanalieg19gnsias

kazdnvinulaulen1stasnuAnudsseg1susetas 1 A

a wa

o msuiludayalugrudeyalidulumuszsdeuufuR TSP020 vesheansaumne
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viEolwaawinm19 HanshnnNguaInvesruIaLaziie Inedaiunaenly

e Excel file \iudayanzifounazanundoulminisvedumifuianawadsiy
Aufindinladin vensialovueatewiisiiu uazveliwad duridndinlain lned
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8.6 3U Flow chart vasszuun1siaiudaya (enansuasdoyaniedinnsaiing)

Electronic Document Management Sy stem

8.3 typing 8.4 Work-Up & Stem cell

(DR, HR, VT)

8.1 Registration of volunteer donor

Collection

8.5 Follow up

Document Database Document Database Document (8.3) Database Document
PN - o o Datahas
®Consent ®gudoyafuinalaiinuos | | @paent profile e gudoyaresdiinn @ Worksheet egwioyainalafin | |@Questionnaire | (g~ o 4 o Tai
hs CST—"- a4 s o s ca Frutoyaduinalaiia
®Questionnaire EWUUWWTMW!WWW ®Scarch request adduiniiaialaiinved | | @Consent ‘umf’luﬂ’mmi laviauna s -
Y ey oo g - VRFUELIN S Tahaunaa
®Result HLA typing | [ 0110 Tny ®Scarch Result smsaaauiuiiain @ Questionnaire @ annwnlng “ y
5 5o . P, N NN Iy
®gudoyavosrusnnesaa ®Result HLA Typing | | Tafiaunaya @®Report HLA Typing / IDM ®gudeyavesiiznm , Y- .
S i alam sy o o ga @ udoyavedisnawad
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wagauiuiadialaiauana 15231 1donor snmssadauiiiama vy e om o oe -
PO magadauiuiaiina laia
@BMT database Taftauriend -
. HHING
Document (8.4) ®Electronic Document
@ Worksheet Management system

®Consent

®Questionnaire

®Verification form

®Medical assessment

®Report Work-Up

@4 HLA Typing a1 l/Donor
@177 31)5251%UDonor

®PBSC/BM Collection form

Document Storage (Iron mountain)
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Y
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M3UszauUsEnINgUIne lssmeuiainzinuadsuidadelade lsaneruiaivgnanewaddu
) a [~ a FEY] v % o a [=3 a 1 ] = a a
mlladaladinlidudiie wavsuimswadauiilladialadindneUsemeegadiuseansnm
Tunsrumnduinawadgauinidadialaiinsldluswnsuniininsgiuaina laun MatchPoint ves
ABMDR wa¢ Search and Match Service ¥89 WMDA Imaﬁayjaﬂu‘%ﬁmﬁgﬂLﬂﬁauamuzlﬂu Deleted 9%
Ldgnuandlusenunanisaum Wy guinaidengiiu 60 U vieguinanigndnesnainnailouniy

1 1 o/
a1Rn19°) 1uau

1%
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a A A ¢ a ] ) 9 | sY o a & a Y a a

wIelsnBumdisanuariansasnwimensugnanswadauniiadalaiala uazisigaziden
Fornuatun1sAumduinawassuiidadelainuaznisuszaiunuy dil
9.1 msfumguinawassuinladialadnnsdifduduasiumsdnunielulsemealng

9.1.1 nszuunsfumiUsNawadsuiuiadinlaialudUiowsnidi

surmswadsuindadalafinuiend auduinislainuiannd fvualildienansnisveAumgy
a 6 U o a =] a & A ¥
Usaaasuniadalain (search request form) lneunmgvnsayUseaIuuved Transplant center
Jugnsensneazidentoyavesiiieedeiiousiail

A

® Yo-uwana

e Jumputiie

® LA

® 15a (Disease)

® IJalsameuia

®  ANUTIAIUNABINTIUNMIAUNIEUTAA (standard or urgent)

o

A ¢ & ¢ a = 6" & A Y v
®  FAUNNY LUBSLNTANA DLy LLaz/maL‘U@ﬂmmsmmLLWW&JmaQﬂszmumuwmaamiﬁua
AumiuINawaasuiLiadinladin
® aN13M3I9 HLA-A,-B,-DRB1 typing Tusesu low resolution tHuagnatioy
AN Y Ay a a a ' Y v Y w1 &
N mm@;ﬂmwummmmamaamwsazL@amaqmlmmwwammawu
® n3Uden (ABO/Rh)
U dIAQ U

e Jumitadelsm (Diagnosis date)

® %9%@ (Race or ethnic group)
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* o Transplant center

®
=b.

® LUasInsAny
® (CMV status

®  AEN

(%
o Y

® i

nsfumguinafitunsfoudueraainsuinaadsutidndelafinlulssmalne dae
1UsunsU MatchPoint 989 Australian Bone Marrow Donor Registry (ABMDR) UselnAodalnIiae G?fﬂ
ABMDR H1un155U5899n World Marrow Donor Association Ingslenudaymiainnislidlusunsy
mmaaa'ﬁmaLLR’]’@T‘UﬁL%’mﬁﬁﬁ;:i@LLaiz‘uumiaummawszmmaamnﬁa

dmsunspumguianawadsuiiidadalaiassussmasasigadsuindadalainainsn 14
TUswnsu Search & Match Service 183 WMDA FensTélusunsudunmiiszuudnumeudasadelunis
L“?Jjﬁﬁazgaﬁ’w user name Wag password

o A 1 2

I &
N139189UNANTAALARNLULUN 3 Uselnnasy

€

o {Usnawadsusudadinlafinludszinalng (HLA Fullmatch, 1-mismatch # HLA -A, -B, -

Y

DRB1 1Jusgnetion way HLA 4/4 match 7 HLA -A, -B)

o L gasnuiiindinlaiinainsn (HLA Fullmatch, 1-mismatch, 2-mismatch 7 HLA -A, -B, -
DRB1 1ueestion)

o f3nawaaduidndinlaiinaind1sUsema (HLA Fullmatch # HLA -A, -8, -DRB1 1duseis

ee)

AvuadsnenuligUszaiunuvseunmg Transplant center medianselnsans anelu 24
Hluwesfuihnmdaniihetungdeudumiuinaeadiuiiindnlaindlalig i Tagliseyiui
ey Jedmihfidunuasinsadeu Mnduagunanisdnidenadulutuiinse anisduiiunig
wihuiluuseTagUae (BMT patient form)

[

TuenasTeNURaNITAUMIEUSNAUTENBUMIBUaLATBNEUSIIABE 9By fiail

® Global Registration Identifier for donor (GRID)

HLA typing e level of HLA match

valLdien (ABO/Rh)
® 31

9

® LNFA
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%

o fusnawasausuidadialainainaisuszme (HLA Fullmatch 1 HLA -A, -B, -DRB1 1Juseng

Y
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1U9Y)
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® orUsvaunu Wwesnsnm weslngans e E-mail ves Registry

® {aN1M319 HLA-A, -B, -DRB1 typing lusesiu low resolution 1Uusenstoy

wuuesuauil MSP 003/003 uhlundait 02/0866



SP 1a9f SCSP002 Wi 91/152

o szdouufuRnudes nsadunusuaswadsuidafalaiauisi

audiinilafinuioni (Thai National Stem Cell Donor Registry’ s operation manual)

gmnzaine

A Y Ay a a a | v v Y w1 &
AP} ﬂ'ﬁﬂ]@llaL‘WilLmllffﬁlniﬂﬂiaﬂi']?JL@U@aﬂﬂqlfﬂmjmﬂjsﬂaﬂﬂm@lﬂu

Y

a

o Joi (Race or ethnic group)

e n3Uiden (ABO/Rh)

o Juiiitadelsa (Diagnosis date)

® (CMV status

® AMuAS

o i

o Fouymd/ fuszanuau weslnsdwit weslnsans vi3e E-mail ves Transplant Center

MITeNUNaITadlEUTTALUYEY Registry neBlua anglu 24 Fluavasiurinisndsann

1650 request Tngliszyfudl nansienu Jedwmihfidumuasgnsiaaoy

msnenuransAadoniuinaadiudidadieladin fail
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First Donation
HPC (M) HPC (A)
Second donation | HPC (M) 4 weeks 4 weeks
HPC (A) 4 weeks 4 weeks oo
TC, Apheresis 4 weeks 4 weeks
Whole blood 4 weeks 2 weeks

AN51971 8 SEETLIANTEMINNITUSINAASIN 1 LAaTASIN 2

oo : N3AITILUEA HPC (A) A3 1 10U poor-mobilization aglieugeiliuIana HPC (A) Asafl 2

Second donation
HPC (M) HPC (A) TC, Apheresis | Whole blood
Third HPC (M) Not allowed | Not allowed 4 weeks 4 weeks
donation | HPC (A) Not allowed | Not allowed | 4 weeks o | 4 weeks o
TC, Apheresis 4 weeks 4 weeks 4 weeks 2 weeks
Whole blood 4 weeks 2 weeks 2 weeks 2 weeks

A151971 9 SEETLIANSEMINNISUSINAASIA 2 LarAsIn 3

nsdifiuianaasausndu HPC (A) wéalinouaussdesinseduirads (poor-mobilization
CD34 Dose < 2x10° cells/Kg ) mmaaaumﬂﬁu’%mﬂsgﬁL“f]uﬂ%y’aﬁ 2 wuu HPC (M) lneilszegringuas
NSUSAWARY ounin 4 dUaiile wavdassnunisiiugaualninmg Collection center

nsdiiusanandausnifiu HPC (M) uayldUSunanead CD34 Dose < 2x10° cells/Kg @113
aqzy)miﬁu’%am%%ﬂuﬁ%ﬁ 2 WUU HPC (A) W3auuudumunisnei 1 lnefissesvimasnisuianeas
Haunin 4 FUnvild Inedasinunisiiureuanmdlsameunatngiiuadsuninginladie

nsdlfiszozinainsuinawaddusidadnlafinvisainnsusaeadusnliifu 6 Weou 1o
»329 Infectious marker CBC LLazmai;:JU'%mmwmmjwzﬁmim’mﬁ’mﬂiaqmié?mssﬁe?}g’] uaglinumg

Yaslsmeuiaziugadiuiiladalainuszfiuanudntulunisnsagunimguianng,
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und 11 ﬂ’l'JzLL%inGZfauLLazmqmizﬁﬁﬂﬂna (Serious Adverse Reaction, SAR and Serious

Adverse Event, SAE) finansgnusnaguiaaviananduaiwasnazligiae

Y

[ a

TunszvrumsuinawadduiuiadalafinerawumansallifisUszasddudunnsunsndeu
vosuINavEefthelssuwadduiiiasinlain viemnnisaliaunifidiasenansausiwadduide
dinlafevsedemansenuisiislgnatswadduiniadalain suimswadauniiadalafinuiad
waglsanenuiatnziiuwadduiudadinlain I ndudeslinszuiunsinnd Lays189IueIN1TWNSN
douvesffuinauasmnisniinuniliiaenadomuuinsgiu WMDA il
11.1  9e1ULazYaULYATBIAMNRAUNRYRINAAA I N1IZUNSNYaUNIaINs liNIUssaIAYaY
pju‘%mﬂLLaxﬁ{h&Jﬁlﬁ%’uwﬁmﬁ’wﬁ

YULVAVDIANMUAAUNAVDINEAN I NNIEWNINYOU ®38971015LUNIUTLRIATDINTEUIUNNS
UsAaanunadinladie wuadu 2 Uszan Town nnizunsndau (Serious Adverse Reaction, SAR)

LazmMAN1SIRAUNR (Serious Adverse Event, SAE) &3 WMDA fviundeny fieil

' ¥
fal a =

Serious Adverse Reaction (SAR) #11889 NNEWNINYIU KI001NTIRIUSEAIATLNATY SIUDaLSAT
ansaaevealigauldnintuluguiaaniedUas 1A8LALITDIAUNTEUIUNITLAUNS DN I ad Ay
Autlodinlaie Fedanansenuyinlide®ie Wudunsedds A1 laiunsanisedinleniuunid s
3 ] ¥ I 1 a

Wutheseseglsmeruiauiuniung

Serious Adverse Event (SAE) g wgn1saliaund Mieadesiunseuiun1susang AMIIALAU NS
' ' fY o a < a A v a a & A Aa Y o A a |
Ienazvudnadauiiainlain Ndswansenuliianisiods 1 @ed3a Wudunsiefawin fAn1s L

anunsaesiinlinuund viedulieseteglsmeiuiauiuninung

11.1.1 A2981901EUNINYRUNTEDINT LINIUTEENA (SAR)

® N1EUNINGoUNTERINTITIUNIUTEAIATENININITUTIA 1w Walaiudy Salawduiie
Jame napudsanainda annsatedgaursensliansazatensviaenidendt 1Uusu

o amzumsndeuiivinliiiladuiindemeseninamsuiana

o msfnidodouss 1wy amL%au%nmﬁwmﬁulﬁuﬂwaﬂ AnLdeuunii3susian Minor line
Anudelunszualadin vide nazgndniay WWudy

o onshilfisysyasd Wu sruulsgamidemeainninaglunsegnuieiduiienannnis
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¥ ' '
a = = a L4 v

e anshifisUszasanifintudneidesdussuuiaen Wy Audenaaduluidudonnse
aJazduY 1donpenuINRAUNR LnAALEBARINT1 80,000/ cu.mm. w3aunndnasliingn

I [ v
LABAVALNU LUUAY

o a

o omslifiassasdfenssifinansenusoguiataadsuilladalafinainnszualaiin
wIeNnlunsean Wy Msgnnsequlitinlsaiuunsniviiavaslsa gliuisiaies (Lupus)

WaIN15UTA 3o nsnszduliiialsaiiiedasmadaianinet \Wusiu

® N5FLAINVRIUIAIIA MAEITRITUNTTUINNTUTIA

11.1.2 fegramansaliiaung (SAE)
® NsAnRaINTIAN

® n3vuds siuSnwgamnll livanzay

o a

o Usnaugadsuiniindalafintosndn 2 x 10%kg voeUae
o gilpvaagadnuinindalafinligndoswmiu Transplant center 5048

o nsthndadaeiadiuniiadinlainligUisadusne

o a

® wufieu fibrin clot Tuguadsuruindialadin

o nstuloudogadnlundnsusiwadsuinialinlaiin (Aerobic, Anaerobic, Fungus)

a (% 6 (3

& NUNTAALRUDINANS LwadAus L Tainla%e 1w HIV HBY HCV

o a =

® uwieamuguwadsuiadaladinuanses gy

IS 1

® n1ssuadsundatinlainfninisanenenlsalagliainfs wu lsAuziss Auto-
immune disease A1ANUIRUTA Twaanleumaund (wzi59) ndsinusanwad

v o a [ a @) ¥
punlladlalaiin Wuau
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ASZUAUNNS Huravauuazdayaniuenans
ASEUIUNNSRNYNEDsUY (G-CSF) 13 sUIANSaRAURLlALnla A LA A
nsEUILNISAY Autologous blood Collection center
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11.3 A159NTLAUAINTULTIVDUUANTA]
11.3.1 Serious Adverse Reaction (SAR)

n15UsgiiiuauieIdesvesn1zunsndeunseoinislifisusrasannuluguinanieguieiu

£%
v a

nszUIUNISIAUMS T Idadsun L daLalaina ute1uuee WMDA fil

a a v a | =2 I
M99 11 ﬂ']ﬁﬂi%Lllu.ﬂ']')gLLVlﬁﬂ“Uau%s@E]’]ﬂ'W{LlIWQ‘Uigﬁ\‘iﬂ

Complications or Explanation
Adverse Events

Definite, certain Conclusive evidence beyond reasonable doubt for attribution
(WUuDL) to donation or infusion of the cell product
EnangruatvayuiutniteInsliiessasdnainaiunain

ﬂi%U’JuﬂWiU%ﬁ]’]ﬂ‘lﬁ%@ﬂ’ﬁ%‘UL"Uaé)

Probably, likely Evidence in favour of attribution to donation or infusion of the
(81992) cell product

@EnanguatuayuIeN iU sEaadunnNNIEuIuNNTUTAKTE

nssuLaa)
Possible Evidence is indeterminate
(Juldls) @Hvangulaiuudn)
Unlikely Evidence is clearly in favour of attribution to alternative causes
(Livhazdulule) (@vdnguatiuayuitoimshifislszasiinanauig du)
Excluded Conclusive evidence beyond reasonable doubt for attributing
(lahAeadaq) adverse reaction to alternative causes

Enanguaivayuiutaiteinisldisseasiunainaimeau L

LWNITBINUNITUSINAUIBNITSULAR)

Not Assessable Insufficient data for imputability assessment

(llaansauszdule) (Poyaliiiieans)

wuuesuauil MSP 003/003 uhlundait 02/0866



SP 1a9f SCSP002

UL 123/152

muduinmalafinuvoni
amnmalng

(Thai National Stem Cell Donor Registry’ s operation manual)

o szdouufuRnudes nsadunusuaswadsuidafalaiauisi

A15199 12 f79819N15UsEEUNMEWNTNTaU (SAR) VB9 WMDA

Imputability Definite Probable Possible Unlikely Excluded
0-30 days - Anemia occurring -Exacerbation -Varicella -Rheumatoid
after immediately after bone of psoriasis 2 zoster Arthitis Car
donation marrow donation days after G- occurring 3 | accidence 1
CSF weeks post | week post
- Local trauma as a result of administration PBSC donation
central Venous Catheter donation
placement -Hematuria due
to IgA
- Anaphylactic reaction nephropathy
occurring 10 minutes after first | during
G-CSF administration mobilization
- Pulmonary edema during -Back pain
intubation for bone marrow lasting 2 weeks
collection after bone
marrow harvest
- Transmission of rare
chromosomal abnormalitity
found in donor and recipient
- Severe rejection of graft after
unintended infusion of
completely mismatched stem
cell
Long-term Back pain - Colorectal -Breast
follow up lasting more | cancer, 2 carcinoma
than 6 years after 3 years
weeks PBSC post bone
donation marrow
- First harvest
symptoms of
Rheumatoid
Arthitis 3
months post
PBSC
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A13199 13 NSUTBEUTTAUAUANNTULTIVBINMIZUNINFaUNT 0N T hieUseasAnaludusatauas

Qjﬂw £1989011 Common Terminology Criteria for Adverse Events (CTCAE) guidance

Grade 1

Grade 2

Grade 3

Grade 4

Grade 5

RUYLNA

Mild; asymptomatic or mild symptoms; clinical or diagnostic observations

only; intervention not indicated.

Moderate; minimal, local or noninvasive intervention indicated; limiting age

appropriate instrumental ADL*

Severe or medically significant but not immediately life-threatening;
hospitalization or prolongation of hospitalization indicated; disabling; limiting

self care ADL**
Life-threatening consequences; urgent intervention indicated

Death related to AE

*Instrumental ADL refer to preparing meals, shopping for groceries or clothes, using the

telephone, managing money;, etc.

**Self care ADL refer to bathing, dressing and undressing, feeding self, using the toilet, taking

medications, and not bedridden.

11.3.2 Serious Adverse Event (SAE)

NAINNITRINTURARANITURAUNR (SAE) MAEITINUNTEUIUNITUTIA A5IALAU NS

IelazvUdLYadauUiIaialain A uteuues WMDA ¢ail

wuuesuauil MSP 003/003

- wnn1sad (9198) Nhlugmsldndndadiaadesnslimungay

Y

- wnn15al (133) NdewalinFndusiadidengNIuaIodINaneANATNYDUTAR
SRR IVEREEG
L3 N, A o ! 4 2/ (% =)
- wnn1sad (9198) Mhlugnnsunsndeusiouss (seau 2, 3 vise 4)
¢ ay Ao ) L = = v a o e &
- wgn1sad (@713d) Nhlugnisssusiaiinvsensenisadunandusiwadiaglisdla

- wansad (138 thlugnisunsive (lanaily) anguianaludesu
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11.3.3 MIATUIMNANTENUINAMEUNINGOU ViTamAn1TalRaUNA

Jastudgmduduanvg fsil

[

[y

NaNsENU = HagnYeInuizduressfntuarAu UL AT

A1519% 14 Anunaziduvesnisiieg wiadu 5 seeu (1-5)

Level (s2Av)

wuuesuauil MSP 003/003

Likelihood of recurrence (A21uu1aztduvaIn1stingn)

Rare

Unlikely

Possible

Likely

Probably

Difficult to believe it could happen again
(s1nTziAnmnnnsalilan)
Not expected to happen again

(lamininaziindusn)

May occur occasionally

(@9zAnTud NLduu9RS)

Expected to happen again but not persistent

(AMI19199LLAATUDN)

Expected to happen again on many occasions

(ANINLLNATUDNNAEAS )

n1sAIMNANTENUeUsEluAINdIAYva LuANITl dnTunissieukavuily

SaavseRUae

uhlundait 02/0866




SP 1a9f SCSP002

UL 126/152

muduinmalafinuvoni
amnmalng

o szdouufuRnudes nsadunusuaswadsuidafalaiauisi

(Thai National Stem Cell Donor Registry’ s operation manual)

M15199 15 ANUTURSIVBIIANITAl WUadu 5 seau (0-4)

Level

(520U)

Severity

(AMUTUUTI)

Insignificant

Minor

Moderate

Major

Catastrophic

wuuesuauil MSP 003/003

On donor/patient;
potential in case of SAE,

actual in case of SAR

Nil

Non-serious

Serious

Life threatening

(BUNT18DITIN)

Death

On system

No effect

Minor change

Damage for a

short period

Major damasge to
system-significant

delay to repair

System
destroyed - need

to rebuild

On cell supply

Insignificant

Some applications

postponed

Many
cancellations or

postponements

Significant
cancellations-
importation

required

All allogeneic
applications

cancelled
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A1519% 16 71579 IMPACT MATRIX : grades from 0 to 20

AwaNansznuIInaudIasiuveinsfindwasanusuuswesmanisal Tagldmnsg

IMPACT MATRIX
Likelihood of recurrence from left to right | Rare | Unlikely | Possible | Likely | Probable
Severity grade from top to bottom 1 2 3 4 5
Insignificant 0 0 0 0 0 0
Minor 1 1 2 3 a4 5
Moderate 2 2 4 6 8 10
Major 3 3 6 9 12 15
Catastrophic 4 a4 8 12 16 20

o

M13199 17 HANTENUTDIMANTTILAL AR TUNTS

IMPACT

o

Fandaeaidunis

0-3

The registry manages the corrective and preventive actions. Voluntary reporting to
WMDA is encouraged.
FINUAITEUUAMAIN 1SO LBTRANTNN harasusIeudnAnenssuN S Anen N

I3 s
UALOHLYRALNDNTIU

4-9

Report to health authority which may request an inspection and corrective and
preventive actions to be followed up. Reporting to WMDA is required for accredited
registries.

enuiszuugaAm IS0 tefinnsan wazasunsmuiinuznssinmsaudngam

Aduadiaz WMDA iensiu

10-20

Health authority will generally designate representatives to participate in corrective
and preventive action plan. Reporting to WMDA is required for accredited registries
within 24 hours after registry is informed.

ﬁﬁEJQWUEgU%M’]i ITUUAUNTN ISO ey WMDA Lﬁammuazﬂmimmsﬂu 24 %L'JIJJQ LAY

asUneanudianznssunsiaudnenmuafugadiionsukazia s fiudy

wuuesuauil MSP 003/003 uhlundait 02/0866




SP 1A%l SCSP002 W1 128/152

o szdouufuRnudes nsadunusuaswadsuidafalaiauisi

audiinilafinuioni (Thai National Stem Cell Donor Registry’ s operation manual)

gmnzaine

11.4 nmsmesnueasuiladasiumenisalinunfvasndndusiuaznizunsndaunsaainisling

UszasAvasguinauaziUenlasunansoe

[
=< U ¥

Collection Center azdpsuiannzunsndoulinduiuguinaiessnumnnsaiinunad
danansznusefuIne fUae vienanuslvgUsrauaunsunely 12 $alug
fUstanunuazdesuTndeyatazienasiiieademionysyiiiusziunuddnyues
AMzunsNdeuT Vi3emnMsalinUnAY warsenUAILmSIeT 17
Tunsdliifinzunsndouvesduineaviemmnisalinndienadmansenusondnfusioadsu
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InBOU
- MpunmdUszasuiasiwaaduiidadnlaiin
. qﬂmmﬂszﬁi"}LLazﬁuﬁUﬁﬁ’amulmﬁmwa
- yteansluns update doyanisdnde veseraaing ATUsEAVEAM
Tand
« InusudszanaRuganyunsaiinauainizuna
- flumsgiu WMDA T dunuamnamsiaiuney
« dANUTINTENUTEARDAATIAY VDUATOUAUANTAUMAVDIVBLA UATTEUUNNT
USEaUUAUMIEUINA
RIUGERTE
- Collection center HilaisossutSinmemiiiuty
- madsuiveiinsdwideie Wudedrdnvesnisinmuenaasing
- Usgrwuvinnnudladesnisuinawadduiuiadeladin (aufaa/ anudey
ANA1ATY Ansduauie)
suraswadduindaalainuisldfinsdavignseansiduunuszozen 5- 10 U Jeazioq
donadosfuunuszRULloUY Gl
a. gNSAANTANUNITHAIUAINTINLBAUATBYE (Collaborative Strategy)
b. gnseanIAIuNTIALITEUUANNNKAzImALUlagatsaume (Quality & Enabling IT Strategy)
C. qwamam%éfmmmLfJuLEmLazmsﬁawwmuLaa (Center of Excellence & Self-sustainability
Strategy)
d. qwﬁmam%ﬁmmiﬁwmqﬂmﬂiLLazmiﬁwmaqﬁﬂi (People & Organization Development
Strategy)
Taefimsimunuwuuuansauuinslainvessemealneg U 2565-2570 Llelesdnsiuindouussy
Hnglueuen fiseazidendail
1. Lﬁﬂi@ﬂﬂﬂﬂﬁ%ﬂ@’]ﬁ?ﬂﬁLam%aé‘\]’]ﬂé}lv%ﬁﬂﬂﬁlﬂlﬁdﬁyﬂa Tnensiiusuaueraainsty

el waznsia HLA Trlaegnetay 4 wausie

& a

e Auduinsladinunend dunwiindwiueaadnsselvdlas 15,000 518 49U
2565 H3uiuenanaiansy 329,019 578 f9azanuisasiiud uludy 400,000 s7

TomnlasusuussanamnUniuuny

'
=

2. WNUIUIUFOIUNYIUIEY

[

fidnenmlunsugnaneafiviead
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Cs

AugUINIslafinuiannd TanenssunsimudnenImauaiuead Featuayu
a

madauazivinislumaiindneninlsimeuralidnisugndreaiduead
ity Jagiudanidslidisavelunssesumsvelduinsafiuead e
a1 endnn1sugnane gUleldedin

anufl / lsenunafinsfvadueadanduinalisosusinunuiiiui

1%

o & v . < o ¢ .

FNTUF UM IUANUNS BUVBILTINYIUNAL LA UARLas (Collection Center)
TinFeusessu lneauduinislafiawiend Junulaliusnisizsiiuaiuegad
LAY 99T uApalAuwng wazintnNuszansuiaswaasuniadinlaing

Weanalun1TIeasULN LY

a Y ! [ Yo Y = Yy a
3. WnsuUssanaatdvayunisugnansaiuwadlvinugUiedalasusussunatugayuain

[

[

FUraRATsuUsEINa 2561 aualagiu

(5%

4. Wwwszuuauwsuimsigadauiidadelain lnefinisimuiszuunungldanstiiv

guaTeIANENIIUNITHALIA s OUaREad  Ianunsaensedun1siusasamunm

WMDA 91n52¢U Qualification \J Accreditation

auwaile: USuwmafianisnsaa HLA Wu Next Generation Sequencing (NGS)
ileanszoznanfumuINATivInzay, imunszuueivaiueadiiionnns
ldaneaiunasniiondn (Central Venous Catheters : CVC) USuUsainausiuazuin
UjuRau

suyaans: Sneusalsieuiidmihdinnmhsnuiiierdemnd

PIUAITAUINA: WUz UULUSUNTY Stem Cell Donor Management (TBIS phase
), Favihuuiufifnisdetoya wazdaiedoyanuderiinun PDPA uay GDPR

AIUNTEUIUNT: HT8UURTIIRARINAMAIN Collection Center

3. wHuUHURNTS WaauAuAELIY (Operation Plan) 1Uun1sieunuiinimue

aslaingsrevdy szeznaliiiu 1Y ldun msimuegvsmansaiulszdnuasaulasimsioy

= a

finshnaunaidulnsung Tiasient wazmanugteaiu lunsdiiliaiuisadniunislavssg

Wanane vianmesnudsuna waznistdaudssuna Inedadinisminun fMrdalussuununin

1A 1SO 9001 : 2015 Fariinguszasdnmnm (Quality Objective) Bslddarimun KpI 7

genAassiu WMDA 518971 KPI ifusneideuiieausuuimsluslonagmstesiutaym Tud

Uy sz uuAMNINUBIAUiusNIslafinwiannd I eazidennadl
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AT INANNN 5989113015539
Key performance Indicator (KPI) Item (s) to be monitored/Passing criteria

1. ANUYNABIVBINTAUMKUTINA/IBITUNE FIUIUATIVBINITAAMANITOL
1139529199 URNINFUUINITNTID (0 A%4)

InfugUae

2. AugnABBINIsTIBLadsuilndalaiin FIUIUATIVBINITHAAMANI T
Mladlaigynd (UBMD) TiriugUae (0 A34)

3. runufuinawadsuiiadalaininu UIUATIVBINITAAMANITA]
9INTUNINFOUTULIITENINNITUITAA (0 A3Y)

4. prufianelavesfuinawadsuiiiade PuuluAdeuseu/lusganumgnisel
laiin (0 1u)

5. IMIUNTHINTIY HLA tiais (HLA-IR wag ARIIUIUNTHINGID HLA Liaiis
HLA High resolution) Tuananadasusana nlalagnasiatiosainanmnaineaadag

(34 o a < a PN M v a 1 a 1 M v a Id v
wansunuiadalain Tlilagnasiaiy wiu Ansielilla s 1ueu
\Wesnavnanetaadas (Lifiuseeas 25 v0IN13dINTI)

6. FHLLLIAVINTTUIUNINNDIANATATT AL ADRTEULLIANVBINTEUIUNIINNDAETATY
719739 HLA LWLAL (HLA-IR wag HLA High WarmII9 HLA luANAlgaie 14 Ju
resolution) LAUANVUA (Lifuseeas 25 ¥8INITNTIININUA)

7. IIUIUNTVOMIBEIEDANTID Verification atpwunluladndssitegiudoniionin
typing Tuanaadasusanawadauiiaigia ANRINDANFIAT
ladin liladndeinogaiieminannain i Ansielale Ufas Wudu
RAGRGHIFN (Liiudosas 21 ¥9IN158IN9I7)
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8. 5¥8£LIA1UINTEUIUNITAIUDNENFIAT LAY AfATEULNANUDITLHELIANVDINTEUIUNNT
Inds0E19180ARI19 Verification typing LAY ANNDIEENATY LATINAIFI9E19HDANTIT
NnvuA verification typing #ildiaiu 14 Ju

(laliiusosay 25 ¥99n15U0RI0819H00)

9. INUIUNNTVBMNTIITNNYDIEALATUSINA annanurunlilasduni1snsiasienie
fY o a = a A a a aq M v o a fY o a ] a
waasunLdadinlaieiiowsauusains Akile NEALATUSALTAAAUNLTALLA LA
ALTINNINTIITNY LTEBIAINAWMARN WBLATENUIAA LHBINAUNARIN
QRGUGIGEY 91anaing wu feseldld Ujies wiedl

Yymavnn Jusiu

(laliiusosay 8 ¥9IN15UBATIVINANE)

o a s & v [ a @ a | a Y
INMTANTUNITIUHUANYNSANENTTDS sUIAISaaaundalainuiawd (TSCOR) 1ol
n1sRnauran1synuduseouliaueNUssgussuUANA N guduIn1slainuiand Anniuna
Tassnssunansiwad nluselasuaausiuimsauduinislafinwiad dn1ssenunanisaiiunis
JymuazaUassaiun1ennenssun s Anen MaUafLees ANENIIUNITEIUINITNENUINIT
ladin 0Te0e uasndndnaitaing aninwinive uanandaslinsnumugnsmans 1a5in1se ulsedn
IS A a L4 (% (% a Y 1 Y1 = (3 =

U KPI N TATIETRUININSHAILY Ninensyana n15ku ilduladiuderetedns AU

lona wazguassalunisaniiunis muuaidwinng uaginauaniliussgidmang
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unil 17 szuvasaumeanazvalulad

g1udeyavesfuiarawadiuiniaidnlalin (Donor Database) haggrudeyavesyuiy
(Patient Database) 9z dmAuilusunsy MatchPoint 489 Australian Bone Marrow Donor Registry
(ABMDR) Uszingioaataside iieldludumiuazsissnunanisfumguiaiawadduindaiinlain
(Search) waztufinusziinsuinawadduindndinlafinvosfuinnuaziiae deloyavesiiiannay
gnUuAnA838 Manual input kagka HLA ¥835U3A1A8gnUNANKNIUNNT Interphase L1 MatchPoint
Snlusfi Tas ABMDR iugfSuiinvougualusunsa MatchPoint sauvisdsdoyavesiuinaisadsuiiie
\inlafinlUds WMDA Search and Match Service

Donor Database fidaiiumeluuszima agdafufisvuvansaumavesquduinislainuana
annmualne (TBIS) Ssagquatamzngzifouduinelafnluiuneuiitunzidouenaalinsduinaead
suilindalafinegasien

faflsruvarsaumavesquivinislafinuiennd ananieialne (18IS uazlusunsy

MatchPoint YasUseineRaansiae Isfoelinaauumxiy WMDA standard

17.1 1AS9651952UUESEUINAYAY Donor registry (TBIS)
FEUUATAUMAYRIAUGUINITIaAWF anin1vialne (TBIS) filAseaiieszuuAseve
A1TAUMANINLINTTIUAINAATOUARUIUTBYANEN FIUTeYAdIT UATITUULATEYVIENANUALTEUY
\A39918d1509 (Data Center; DC and Data Recovery; DR) tital#iulalsinfinausiunsuasnsoves
foya wazanunsadudufansldednwietios lunneivszaufuanunisalliun@sneg wu segnana

naelurienieuen Menalulymuaveuasse sulassaiisssuuasetisasaune fagy

DR SR8
¢ & ’
ey I
s Database Oracie i -
=] NeC HQ
e e N
\ v
=\ Router GIN
- NETWORK a &
- GIN =pm=
2 6NN 8
= Fovter G
an TST
fret e 8 g
NBC Branch
Application_Server  Worker Node e || | R eeonvor |l
Applcation_Server_3
$ & & Vion I e
|
Application_Server 2 Worker Node 2 New  Fles_Share_Server o
s ) Site: DC2-TST -
---------------------- e == et
‘ —— -
| Worker Nodes Backdoor Router GIN TOT
_ S Site; I0C2-TST 2 Links Active-Stant
Sosratot e | e i - i e #2 Links Active-Standby
| Database _JPEGFile-Share_Ubuntu20.04 | L___ “
!
i
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Tnuszuuadotivansaumaiilinuasdosaonadosiummsgm fail

1 ISO/IEC 20000-1 MUNIFUTMTIANITENTAUMAKAENITINUTNISATU Cloud

2 ISO/IEC 27001 Information Security Management A1UN153N¥1AIUUADAASNINENTAUNA

3 ISO/IEC 27017 Information Security Management AuNInsNIsATuRIaen A ALV
dmsunisluuinisuaznislyuinis Cloud

4 CSA-STAR Cloud Security 11asg1uaudasnsisszuy Cloud

5 ISO/IEC 22301 1AsguANLAeLlosmegsia

6 ISO/IEC 27799 Health informatics 11AsgUANLSUASUABAS BN TALMAA YA

(%
va o [

g Computer Client Aldauluszuvansawmas (TBIS) Azdoslinnaudftum fadl

Component Services Minimum Spec
Processor Intel(R) Core 2 Duo
RAM 4GB
HDD 250 GB
Network 100/1000 Mbps
Windows Windows 10
Other Microsoft Office 2013

Google Chrome for Windows (105.0.5195.127)

17.2 mMsdngednessuuasauma TBIS (Maintenance)
lun1sUnssdnwissuuansawnas Usenaulume 2 dundn laun Hardware/ Network wag
Software
17.2.1 Hardware/ Network
sguvnaziAseUtgni1sdaiudeya TBIS T¥ssuu Cloud n1sfnLden Provider
Aliusn1s Cloud wagnsungasny Hardware wag Network vadseuu Cloud agsipadulumuderimun
194 TOR Aifvunlagisarsaumauazinalulad uazriun1seyiAnAuenssNNIg IT Steering
Y9N NN
luduves Computer Client n13fimuden Provider glAusn1siduazin 395N ¥13e6as
Juluaudeimun TOR vesdinnuwmeluladansaunauazidna aninivialne wazdedissuunis
t139¥nwinussdeuufUR n13davin Maintenance szuuLAasABuRaMOS (Computer System

Maintenance) (ITSP012)
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17.2.2 Software
Tun1simunszUvaIsaune TBIS azAosatidun1sn1elainssuiun1snauIssuy
System Development Life Cycle (SDLO) wazdondulumuuinsnisnisinsauiuaslaonsosiu
a15auwmaA (Information Security) au1dnn1s CIA (Confidentiality Integrity Availability) anuszidsu
Uﬁﬁ’ﬁ %umaumsﬁmmisuumiaumﬂ (Information System Development Life Cycle Procedure)
(ITSP 025) Tagn1sAnLdendliusn1sUgesnwIssuvaIsaune TBIS azdodaiuisaaniunisianiy
forimun TOR fimuslnedisasaumenazmalulad uaskiiunmseysiRanaAnznssuAs IT Steering

Y9ENINTIA NG

6. NMsaaLNULNans (Filing)

v & o ] ava A ad o A ¥
"\]G]Lﬂ‘UL@ﬂﬁ’]i@]’]ﬂﬂ’mu&ﬂﬂi%LUEIUUQUGMi@']ﬁﬂ'ﬁVIN']UVILﬂEJ'JGUE’N

7. 19815919949 (References)
7.1 WMDA Standards and guidance (version 2024) (SCRE019)
7.2 Guidelines for Auditing of Collection Centers (SCRE006)
7.3 UseNIANIENIINEsITNEY 309 UINTFIUNITIAUINITAURAENINITE NN VBIFDUNEIUA
lvnznsaimsldwadiiion1siitnsne) w.A.2565 (SCRE0T)
7.8 FoTsfULINIEAN 18385 TTUMMIMTNIINTTY 1599 MsUTEReURTNTNS IR UAS
Ugnaneedeizuavnisugnanewadsuiiiadinlainainduiann w.e.2566 (SCRE009)

7.5 derinunnaandilsmeiuvalgnarewadaunndadialainanduiaaildldegnd (SCRE016)

8. AMANUIN (Annex)
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