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REMS: Risk evaluation and mitiligation strategy; RMP: Risk management plan; SMP: Safety monitoring program;
FSUR: Periodic safety update report; EPPV: Early-phase post marketing vigilance; ADR: Adverse drug reaction



HHINMEMITaszuUMssz Yain nudasaseainmsiventas

3~l1ﬂiﬂ1§§)}ﬂﬂ1‘§ﬂ313~lla’ﬁl\‘m'|ﬂﬂ1ﬁ1%ﬂ1

Pre - marketing F“""c'-'"'e':'t Post - marketing
Jossier-requirement for registration [REk pl"ﬂ‘tECtlﬂl'I]
{Human)
Risk Monitoring » | Risk Detection

Network & Stakeholder Type of Signal

I Supplier and User ‘

Risk Evaluation

!

Prevention / Minimized Reporting Systems

Risk -based apprnachedI '

Risk Management — Ri
Benefit — Risk Risk Assessment
strategy Assessment I

Re -evaluation

HPVC Safety alert tools
Risk Communication -s§———— Risk Communication
Rapid official report
Unify information repository infrastructure

E-submission Drug Information Database Safety information Summiting
Dossier PI/PILfsmPC Signal analyses Systems
INN name / Statistics
™T Data files
MLE M

Voluntary & Mandatory-—- LEGAL & Regulation



Milestones on NLEM development

#181%5U
sguuUsENUY
AUNN

YIANAT LA #1 High cost

Jgaumsela care

) O &

I B A
| | :
£ = k- I
HECL YR TE Utyden : I umnunm ﬂmﬂ-a:,“j’_ 1
Tsmewnal | sesuagwyasy : wnduindu LTI :
as 1
alu gg. 63 TIuA1S : : Tsamemuna Tsaneming
1 1 1 1 1
| L | l
ar 1 i ar I e 7 o =
VBB RGN 1 UYEIHAT : Uad Bvidence ULTETHENT m usnnalanisidan
; 1 o based = =
WHITA LFIUA Uszsiu HTA o =
- i e : medicine (5afE e + affordability IAELTBANTIN
AUULETA : 4 {Ii:l..IEJ,. T score+BROUD b a(2) VaINDI UE “g1”
1 . H L
= i . :
I 1 . ;I I - -~ = fisaniaunay o <
I 1 tadsan 1 Ususavnd s USunaus
: I zlwlﬁ‘iuﬁ’uwinl - Tl AALABNUELY |
i [ I aulng Tinayuliaan.) g1n
TIWNTT 19 FIBA3
I 1 ] I 51 T4 TWAT ayulns
| | | L
| ! : | I
Wil s iR WEL: dmiu HILWANUTENUGUATWUWIER YWA.2540 i SABuuvienR w2561
WiEIAUATTINEN AL :
WEMTUTA W.A.2523 W.A.2533

ANQRATEENT W.A.2540



#1815
szuuUsEnu

U1ANAT AL
sgrumagla

81 High cost
care

A A
I [ I 1
' | oo U ol B - - - o
. - ' = | based Uszifiu HTA szl HTA “Sadu eanan
Uk i YUY ) medicine (5afE e + affordability o
AULIA : 4 (oue), 9 | eoretRDD YA gy
i
| =
: = = = 24 pe.55 (2 111)
Wi Fuaiahng : NPT 7 2540 STULHRNE AT T OCPA 11 19 T18A73
Wieafunsiien I Tderaudoyiiun 2542 2549: OCPA 2555: ROPA (3 T18m75) EUU DRPA 81 3 STATS
WETUE W.A.2523 I + wnd 3 AuEd P Y p—— 32U DDPA 81 2 TS
(] 1
l ar L1 L
I UsENUDAY : _
WA.2533 1 wauIEuuE 9(2)
enlaldaninseu :
UaiemainT i
I
!
WIL WU TENUFUA T IYIR TWA.2540 T R T

TarmunTeuliytuman #1 7 T3



ajduuImansAadang lunaazseay

Y BUh) Efficacy | Safety | Quality | Price Efficiency or Affordability | Availability
Cost effectiveness

= mwummaum‘mﬂwm

Uszndlng

v A

- ANSANLABNYLYIVTLN

nan
-NsAnaang1vaInawuly
STUUUINITEVNN
-N3AnLdang NI UY
wiInnssulne
-N13AALABNELUITTAURNY

UINTEF1T0UEHY

-nsAntaanen lussAuguYY

- ANSAALABRNYNIUSEAU

HUSLAA
U



ayusenseisinisiasunasludydemana Tuseul 2556-2561

L a/diuseazidendue 1y
Usuraen Usunungime e1euuan

WN/USuUALRDU %a@'asszféfa
ALUZUN
W/UFUFULUU ALY
YUy
Ysuidauly
WNSI8N1ISE1 b

WUl

ANSIBNITE

82
17
15
15
30
12
24
4
54
69
44
20
14
21 U581
20 30 40 50 60 70  BO 9O

m ?555-2558 HBUULEUD8M 582 518119
AMUIUBN.N15N19TU 40,425 Y2134

m 2550-2561 LUULAUDY 562 518119
AMUIUBN.NI1SN19U 52,200 F2134



A8n15ANEN

Situation Analysis,
Gap Analysis, msidaenais

A Jd Jd Y, v
1. ’J!ﬂﬁ1$ﬁﬁﬂ1uﬂ1§mﬂﬂgﬁ1ﬂ13ﬂﬂlﬁ@ﬂﬂTiunﬂﬁgﬂ‘U

a Jd 1 1 1
2. ANTIEHANUUANANHI 0F0919U0IM A bt
msaamengvesllszmalne

3. davhsuuanamsud v Iaemsiteenars

Focus group

4. FamdorauoLINIgNT WAL




¢
Q/ 1

N7 LEAIIIWININENITEIRU T INRANUKITIA AIUAL 2524 -2562

1000 687 692 637 a4 676 671 677 681 716 746

370 373 348 372
100
19 25 5 5 2
3 B sruuseansan
10 10 .
O e a(2)
1

2524 2530 2535 2539 2542 2547 2551 2555 2556 2558 2559 2560 2561 2562
Banwusensn 370 373 1 348 | 372 687 692 637 644 676 671 677 681 716 746

@ eiyT a(2) 0 0 0 0 0 0 10 13 19 25 25 25 32 34

uanaLUe N9riUsensedunsuaNIe ANty Nlidudnanfinaet lunanauag



I I .
1 medicines necessary to treat common diseases at

2,000 registered : every level of hospital
)

APlIs

List A List B List C
(325 items) (80 items) (172 items)

Thai NEDL medicines that may be life-saving :

- for some Patients |
(736 APIs) List D :

(174 items) but require expert diagnosis |

before prescribing :

il INN NN N N N .y

Plus Herbal
Medicine

Traditional (50) +
Modern (24)

=74 items

List E (1)
List E (12 items)
(46 items)

----~
----,

1 specialized medicines that

: require pre-approval and

: patient laboratory monitoring




