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. wuutuiindayavadoaigwisdesylifn1singe infliximab Tugdas Moderate to

severe Psoriasis (PS-INF)

n1svasaguiidosyilfinsiindneen Etanercept Infliximab TugUas Moderate to severe
Psoriasis (PS-INF) funefinaslasuende arsnauauasiagnfunnnit ae% veeemnsizuny
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n13tUasueI Biologic Drug
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WUIMEMSIE Anti-TNF-0L Therapies Tulsadasniauazinaiy
dunANFNIRFFULIUsTINAlNY

Fauedn15lgden (Inclusion criteria)
®. Deﬁr}ite Psoriatic arthritis
. Active disease (A1ANWINT @)

a. llnauauawan1sSnwiIgeINInsgIu (A1ARUINT )

lavinu (Contraindication) .
o. sewiadanssd uazszrindliuayes
o. Wits1guuse ieuidruUszneuiiiliu Murine protein
o. Madadesiauasfifurieasduinndutalsn
& AMElaauaIsEAu NYHA grade m e &

&. 1Us21@ Demyelinating disease, Pulmonary fibrosis, TsauziSe

Fausdlunisnoausn (Drug withdrawal)
o. Wnavaussren1sinw: luidduinasinisnevauesanisine (Responder) Tuiite
nsUsziliuevssenziounisiten

. NARATINASIVTORAINGIDETULT

YUIAVDIBIALIFUINNT
o. Etanercept be un. aadlgRavdidunsias b ads vite &o un. dadildRamlsdund
v o A% alisudemdelisaufi MTX Ald
b. Infliximab (eco uA/UIA) & un/An/ads veadmaemdenslualidesnit o
HluafidUnmi o, b, o uazdeenn < damw dadidauiu MTX mnnouauadll
ufwelavdmnnsdnwn o Weu enfiesanfivvneeniy eo un/nn/ |
as n < dUai

nsuszifiunantsinyuilevaransdeounisiden
- Ussfiudl b FUasF ndaanlien Anti-TNF agents
- Q’ﬁmauauaqmmi%’ﬂm (Responder)
A. dw¥udlae Peripheral polyarticular disease vu1efs fuefiornisniendinity
Tneilfn DAS b fnsiasuntas e 3ol Disease activity viaundeattion (DAS ba<mlo) uie
lsaLingszazatu (DAS br<e.b) kar Physician Global assessment flAnanas < e wuae
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> b MUY Uaz physician Global assessment in1siasundas e wiae
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A1ARUINT 6
A1310AAU Active disease
A dmSufuae Perpheral polyarticular psoriatic arthritis Ag4iifi1 DAS2&.e , Physician
Global assessment> o d15u Dactylitis o 92 Tiuludedniau o 4o

MmaluATULNUTAINEN? qué’faaﬁué’ﬂgmﬁmuwauﬁmﬁh’fﬂ'\ﬁ WU Wun1g
Fanederiuannmied wielinnssniauves Entheses 1nndne Aumdsasiinansey
nugenmnwiinuedfie (FC Il uarlunsdlues Oligo arthritis #3e Enthesistis 1y
faglineuauassiantsdn Local steroid b ada (fnlsifidevinu)

B dwiufUe Axial joint disease Aasll Active axial disease lngdiA1 BASDI 2e/a0,

Physician Global assessmentzle, 3161 ESR %38 CRP g4

AMARNUINT o

[.24

A1NaR linavduasdannsinedlgeuInggIu
A dwsugUae Peripheral polyarticular psoriatic arthritis
liinauaussnanisinw1aI8 DMARDs>lb 4iin laun
@. Sulphasalazine @o mg/kg/d (w-en gm/day)
. Methotreate o.¢-e& mg/kg/d (max=lod&mg/wk)
a. Leflunomide @o-bo meg/day
&. Cyclosporine o.m-o0.&¢ mg/kg/day
&. IM Gold €o mg/wk
. Azathioprine &o-eco mg/day
Feoraduliitazatiovidolimianiu (Combination) Tnesedldeiluruauasgiu
(Standard target dose) tuszesnandaiilosiuetnaies « ey uasdogluszeslsn
3U (Gulsldgusanuradiufesannsidenla)
B dmiugUay Axial joint disease
o. Winauausiss NSAIDs>m in (Inalifiazin) luruinshvidunal m 1hou
. Linouaussie DMARDs fafina1idefiuste fzuld
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Bath Ankyiosing Spondylitis Disease Activity Index (BASDA)

Please make a hashmark through the line for each question. THE QUESTIONS PERTAIN TO THE
PAST WEEK There is no wrong answer.

@) How would you describe the overall level of fatigue/tiredness you have experienced?
NONIE [aeeereertireerren ettt seeese bt s st et ees e sa s s s ensesenines 1 very severe

) How would you describe the overall level of AS neck, back or hip pain you have had?
IO [ttt ettt ettt e e et een e st s e aenaeasseea s s aneseareans 1 very severe

o) How would you describe the overall level of pain/swelling in joints other than neck, back
or hips you have had?

NONIE [ttt ettt ettt 1 very severe

&) How would you describe the overall level of discomfort you have had from any areas tender
to touch or pressure?

NONE [ttt ettt e bess et sas st sns e s s ] very severe

&) How would you describe the overall level of morning stiffness you have had from the time
you wake up?

None [.......... e et 1 very severe

») How long your morning stiffness last from the time you wake up?
o Y ehoure lormorehours
The resulting o to &o score is divided by & to give a final o-eo BASDAI score

Physician Global Assessment (PGA) on Likert Scale
o = none
® = mild
v = moderate
o = severe

& = Very severe

e




wuaUURlun155n1 Peripheral polyarticular PsA
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wuutuiindeyavedunsiieunislden Biological Agents Tufiiag Psoriatic arthritis (PsA)
Psoriatic arthritis-Etanercept (PsA-ET)

FTFINENUNR e HN e cenersenseesnsensecnssone e
I I aedivasUszrwu LT LT T T T T T T T 7]
Height........ccccoovverneee. cm, Weight EL__D ke. Date of Birth.......... VA [,
Enrollment type: L1 current treatment, sincCe......ceveveceennee. .
L1 New case: L] DMARDs non responders L] DMARD:s intolerance
Date of PsA Diagnosis................... Y ST Y ST
Previous therapy L MT X meg/wk 1 Sulphasalazine............mg/day
[ Leflunomide......... me/day ] Others, Specify.....ccrn.
L] Etanercept, date start.......coveuueee. [] Infiximab, date start..................
Activity of PsA: '
Date of evaluation.......cccmeenn. Y S Y S
® Morning stiffness.....cccrcceevrcnenes min  Functional class L1 i L m v
® ESRieerireeeee mm/hour ,
® BASDAI= e (must > &) or DAS b@=............. R (must > alo)

X-ray : Axial [ bilateral S| joint Llis spine D T spine Lc spine

PEIPNEIAL 1 SIT .ttt s s s

] Juxta-osteopenia L—_I,Narrowing joint space [ Erosion ] Subluxation

Safety profile: |

Hx of TB contact [ yes Clno  ppDtest [ddone [notdone

[ ] HBsAg Cantimee antiney DantiHv ‘
Dosage of Biological agent

Etanercept: (ee twice weekly. [1eo mg weekly.
For currently treatment: Number of injection per month[_ & Dgﬂ OvleldeHalde e o
Plan Starting date.....o ettt e ‘

Next evaluation date......cceeevereeeeeevcenenns et oot et e sttt eb et s e s eaenerenas

WANEEITRY LY 2. s A0 e ST YA
FOUTI ST s B0
FOYAIBUIINGENG st

*Required documents attached to registration process
(1 wivusnuesnvsedouiissyanunmuassiazdonvosdiae
] Periodically clinical record since diagnosis:of Psoriatic arthritis
*Jndslay
' ] E-mail (rdpa@chi.or.th)
[ Fax. co-oxc-omos
uswild dandidnintaussuuanageunissnyneuia (@anwns.)
oy cele/eoo 1 e srMsoadIINes auunvaledy wasanmauly wawgln
AP @oeoo

caea




wuutuiindeyaverenziieunisiden Biological Agents TufUae Psoriatic arthritis (PsA)
Psoriatic arthritis-Etanercept (PsA-ET)

LRy TSt T HN oo eeessessssesssssssssssssssssnssnees

R TR wvitasUsgvwu CL LT T T TTTTT T
First approved date.....cocoorececreenes DR [ oo

Date of evaluation.......cccccceeeueencan. [ e” D_k»nc(” Cao” L @r” week

Weight O ke.

Current biological agent

i Etanercept

Dose DL@& D &€o mg

Number of injection per month HeOeOoHeOedadede Lo
Intial BASDAI=....cccccovivicen. Current BASDAI =......ccocvvrvineciccnna. (improvement>l)
Intial DAS O@=....ccorernrrereranns Current DAS & =.....cccoovvermrennnes s (improvement>e.b)
Serious AR L1no [ yes (specified)

L] Hypersensitivity ] injection site reaction L] infusion-related reactions

[ serious infections [ Hematologic complication [ seroconversion (anti-dsDNA)

L] Uveitis I
WANEEITRY LY 2. oo LT RS TUNATD e e -
BTUTN SHE oo secnnnen BD.eeeeueeenennensnesssnesensessoneecrneeesese s
POYAALANA NI oo

*Required documents with re-approve
L] wiuusnvesnwssifoufissyaniunmuasmeazdonvosiae

L] Periodically clinical evaluation from medical record

*Jndalng
[ E-mail (rdpa@chi.or.th)
D Fax. olb-b@c-ombel
L] TUzwdld dunfidniniauszuunsiadeunisinymeue @nes.)
floy celc/ooe TU me aIAITEAEININGS auumvalesy wrasaaly wangyin
NIUNNY @ocoo
ene




wuutufindayavetunziiounsiden Biological Agents Tuglas Psoriatic arthritis (PsA)
Psoriatic arthritis-Etanercept (PsA-ET)

BOTTINBTUTNB oo HN oo eeeesssssnsssssessensnnnes

L wvitdasUszonwu L L LT T T T T T T T T 1]
Date of Birth.......... Y STy S Height...oooeeicene cm, Weight [TT1] ke.

Enrollment type: Current treatment, SinCe... i

New case: || DMARDs non responders
[[] DMARDs intolerance

Date of PsA Diagnosis................... Y S Y S
Previous therapy:

] MTX e mg/wk ] Sulphasalazine............. mg/day

[ 1 Leflunomide....... mg/day [] Others, specify....owvveveicenn.

] Etanercept, date start......cccoo.cco.c.. ] Infiximab, date start.....ccoe...
Activity and severityof RA: Date of evaluation................... SV OO

® Morning stiffness.....ccovevevervcenns min  Functional class EI e e

® ESR:eeeee e mm/hour

® BASDAI= .o, (must 2 &) or DAS B@=....ccooorevceerrienrs (must > o.lo)
X-ray : Axial [ bitateral Si jointD L-S spine Ot épineD C spine

PLAIN fIUM 2SIttt sttt e e s st

(] Juxta-osteopenia U Narrowing joint space [ Erosion [ subluxation
Safety profile:

Hx of TB contact [] yes [1no ppDtest [ddone [dnot done
L HBsag [ anti HBe T Anti Hev L Anti HIv
Dosage of Biological agent ‘
New case Inflixmab [ eoo [lwoo [deaoo mg week (o,,9,0&)
Currently used Infliximab A
Total dose [ eoo [Teoo [ aoo mg
Interval every S e L oo weeks
Plan starting date.........ccc...c... ettt '
Next eValuation At .. et e ee s
N RO 1N e T B0 ese e TUAD /e A
BUUTN T oo sesssccniecninnne G e
%’aumﬁmaumﬂﬁ%ﬂm ......................................................................

*Required documents attached to reglstratlon process
D LLN‘ULL‘Jﬂ"UENL’J?Ii”LUEJUVIi”U’dﬂ’mﬂ’IWLLﬁ ‘i’]EJaSLngWUE]\W:\,Ijﬂ’JEJ
O Periodically clinical record since diagnosis of Psoriatic arthritis report

*Jndalng
L] E-mail (rdpa@chi.or.th)
[ ] Fax. ow-occ-omoe

L 1uswdld danfidiiniauissuunmiadeun1ssnyineiuia (awas.)
oy eeie/ooe TU me BIMSABIMINEY ouuwmaledy wwsmmauly wewgln

ﬂSqu‘Vl‘W“’l [olelc{ele)
cad




wuuduiindeyavarenziiounislden Biological Agents TugUae Psoriatic arthritis (PsA)
Psoriatic arthritis-Infliximab (PsA-ET)

O TTINENUN oo eess s eseses s 1

Rt wftthsUseaneu LI LT T T T T T T T 1 Jweight LT 1 k.
First approved date................... g— /et Y SO

Date of evaluation..........c.ccoevreerunee [ ee” e’ [ ao” L ex” week

Current biological agent
[ infliximab (m-eo mg/kg)

dose [Heoco MHeoo [Haoo mg

interval every S Lle [ oo week
Intial BASDAI=......cccovvuvirvccnns Current BASDAI =.....ccooevvrcrererneen. (improvement>lo)
Intial DAS ©@=....corveerreeecroeenne. Current DAS 9@ =......coevmverecereereenenne (improvement>e.lo)

Serious AR: [ yes (specified)
[ Hypersensitivity [] injection site reaction [ infusion-related reactions
L serious infections [] Hematologic complication ] seroconversion (anti-dsDNA)

I:] OISttt ettt et b e etee et e eenesen et eeeeesatateeersmenesaareneeae et sas e enetse et e et sasaea st senasneneneaea
L L
RANEHIUIRY LAY 3. oo 112 VUNALUD......./ o VA
HTUTIN TE oo sssesnencens L1 N e
TOYANUFUAVIMETI rreeerrsrerennr s

* Required documents attached to registration process
LLN"uLLiﬂSUENL’)‘U’i%LﬁHuﬁizuaﬂ’mﬂﬁwLLE\%’“Z"\ESE‘}%L’?)‘EJG\‘U’&NQﬂ’JB

Periodically clinical evaluation from medical record
* Jnaslag
E-mail (rdpa@chi.or.th)
Fax. ow-boac@-omba

9 o  as

Tuswald deunfd1inRmuITeUUATINERUNISSNEINGUE (ANAT.)
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wuutuiindayaluganisinun
Psoriatic arthritis - Etanercept (PsA-ET)
Psoriatic arthritis - Infliximab (PsA-IFX)

BOTTIWETUNR oo R— HN oo reeeneneneseeee S
BB uidasusssu T T I T I T T T T T T 1]
First approved date......cccocovcvecrnnunnes /e Y SO

Date of evaluation......ccvecvevnnencrcenne

Date of last biological agent

[ infliximab ~ date............... (......day/......mo/wo.......)

[ Etanercept  date.............. (......day/......mo/wo.......)
Reason of termination : [ not response [ ] serious AR
Intial BASDAI=......cocvvvervcrrnnnen Current BASDAI =......cccceveeeeee .............
Intial DAS ©@=........covvrrrrian. Current DAS @ =...ccocevvverrcriceinnaee

Serious AR: [ yes (specified)
[] Hypersensitivity L] injection site reaction [ Infusion-related reactions

[ serious infections [] Hernatologic complication [seroconversion (anti-dsDNA)
[ Uveitis I o = 3OO

cae/




WU Anti-TNF-0L Tulsadanssgndunaesniduinga
dunauguRaduwisUssnalng

Fous? (Indication)
®. Definite diagnosis of AS (Modified New York criteria)
b. Active disease Tnall BASDAIZ e wasiif PGAZ (nanwandl o)
o. ldneuaussdon1snufiieensgu (MAruIn )
(@) nsdlilu Peripheral joint dodlsinauauasse NSAIDs ageod b wdalu o ifou
LAz DMARDszb ¥im wazdndunsedl Oligoarthritis %38 Severe/intolerable
enthesitis AotlinouAUBIRBN1TINWIRIY Local steroid injection ag19tiae
b Ay (@laidder)
(o) Tunsaill Axial involvement linauauesse NSAIDs Lay DMARD o 63 U1l o LiBu
da#1u (Contraindication)
o. SEWinsdensas wagsEnIeliuuyes
lb. Wife15uLse videuid@uUszneuiiliu Murine protein
. nshnderaiagtanfiduntoadinanduialss
<. AMeiladuinaiszau NYHA grade o 9138 &
&. 1U33R Demyelinating disease, Pulmonary fibrosis, lsAugi3e
Favsdlunisaauen (Drug withdrawal)
fitlsimevauesienisinu(Non-responder) mneisdinefidonishiftu lnuiia1 BASDAI
finsidsunuas <o e uae Physician global assessment SinsiUdsuutas <o miondaanld
81U oo dUAY
YUIALAZIZNIT A
o. Etanercept (b& 1n./v20) o& un. dadldfmilsduaias b A vse ¢o un. Sadh
TiRmlsdunviasads) wielisauiu Methotrexate
. Infliximab (a0 un./90) & 1n./nn./a% neadmasadendilunailitosnii b 4lus
FdUan o, b, wazsenIENn & dUAY 1se TiTuAU Methotrexate MnAavEUDS
Tifuimiamelandsainnisinsiu o Weu eefinrsaiinvuneniy eo uﬂ./ﬂn./ﬂ%y’ﬁ
NN & FUAM
nsUszliunanisinenitevadanzdounisiden
- Yssdiufl el #Uai ndanlier Anti-TNF agents
- {iinouauesientsinu (Responder) minela fheflonisitu Tave BASDAI finns
WALLLUAY = b M98 uaz Physician global assessment fnnsiUaBULUAS > MY

s




suuihAnaunanI TS nEILazHad1AYY
wnggSneamsinsusafiumudualunsinwyn m ey lieuTuuwunsinuliivang

aufvanmzasddsa uazanafinnsamvgeendnlululd

ANANUINND &
wuUnIsUsLLuNISANSUYBlsA

Bath Ankyiosing Spondylitis Disease Activity Index (BASDAI)

Please make a hashmark through the line for each question. THE QUESTIONS PERTAIN TO THE
PAST WEEK There is no wrong answer.

@) How would you describe the overall level of fatisue/tiredness you have experienced?
NONIE [evvtiieireietrmsrsnsestsinsssesessstsas e sesebs e se e tessae e bessaasseaesesesessensans 1 very severe

) How would you describe the overall level of AS neck, back or hip pain you have had?
NONE [uritieeeer ettt cs st a et e ae bt en s b e ] very severe

o) How would you describe the overall level of pain/swelling in joints other than neck, back
or hips you have had?

NONE [ttt bbbttt bttt bt sasn s ] very severe

&) How would you describe the overall level of discomfort you have had from any areas tender
to touch or pressure?

NONE [ttt et e s s een ] very severe

&) How would you describe the overall level of morning stiffness you have had from the time
you wake up?

NONE Lhvreretereeertetrisr et tet e s esssss s bessnsssesesessssssssesssananenss SR ] very severe

©) How long does your morning stiffness last from the time you wake up?
o % ehour &% & ormore hours

The resulting o to &o score is divided by & to give a final o-e@o BASDAI score

Physician Global Assessment (PGA) on Likert Scale

o = none

® = mild

v = moderate
@ = severe

@ = very severe

egae




AMARUINT o
ANNAAIIN"S
YWIAANT (standard target target doses) 9987 DMARDs umsgunaufinnsanitlinevausadui

umele
® Sulphasatazine @o meg/kg/day in divided doses
® Axathioprine o mg/keg/day in divided doses
® Methotrexate o.m mg/kg/week (maximum oo mg)
® [ eflunomide wo meg/day

YUIRSNE (“Therapeutic” doses)

. d Sulphasatazine  g/day in divided doses

® Axathioprine &o mg/day
® Methotrexate 0.& mg/week
® | eflunomide ®o mg/day

€co




" Definite diagnosis of AS

\ A

NSAIDs > e 10U

A\

> Response

Active disease (BASDAI > & Uag physician

global assessment > lb)

Axial joint

l

Penpheral joint

l

I

Enthesitis

l

DMARDs #58 IV

paimidronate > e Aoy

DMARDs > m 18U
Oligoarthritis % Intra

articular sterioid > lv A3

19t Intralesional steroid
injection > b A3

(flaifdana)

A

Active disease (BASDAI > & Lay physician‘

global assessment > )

|

#915847 Anti-TNF agents

Junan o §Uanii uazUszdiugiae

l

l

Active disease (BASDAI anad1ja8nin b Way

physician global assessment laifizw)

|

ngn Anti-TNF agents

MRUAUBBNITINY
Ta1sanUSuUasuIIR DMARDS

way Anti-TNF agents HIUAIULKRUILEL

CEO




quﬂ'uﬁn%’agma%w:Lﬁaumﬂﬁz’fm Biological Agents TugfUae Ankylosing Spondylitis (AS)
(AS-ET , AS-IF)

FDLTIWBNUNR. ..o HN oo

I woiitasUsgorwu LT LT T T T T T T T T1]
Helght ..o cm, Weight LT ke, Date Of Birtheeooo. /oo e
Enrollment type: Current treatment, since.......ccoccecuu...e.

New case: D DMARDs non responders
A I:l DMARD:s intolerance
Date of AS Diagnosis (Modified New York criteria e«&a) ............ A Y SR,
lnvolvement[] Axial JomtD Peripheral Jomt/enthesrcls
Previous therapy |:| MTX et mg/wk
L] Sulphasalazine............. mg/day
Others, specify.....cccovemune.
Etanercept, date start........ccccc......
Infiximab, date start................
Activity and severity of AS: Date of evaluation........cccnee.... Y Sy SO,
® Morning stiffness....ccecveceenecne min Functional class D | D i [:I Ml D \%
® pPatient Global health assessment .......c....c.. mm  ESR: .. ..im/hour
® Uveitis D Yes D No
® BASDAI= ...ovvereriernennas (must > &)
® Physician Global assessment ........cc.coveemnn... (must = )
Last X-ray report within ' months :
Date...cecvcnecccene Involverent of [] bilateral si joint s spine (1t spine Clc spine

Safety profile:
Hx of TB contact L] yes [ no Tubercutin test (PPD test) [1o-¢o-oo [1s 60 mm.

HBsAg, date.....ccccon...... Resultu e, Anti HBc, date..uuenn..ne. Result. e

Anti HCV, date............ Resultu...cieveennnne.. Anti HIV, date.................. Result......cooveecennne.
Dosage of Biological agent

®. Infliximab : I:I ®00 I:l woo l:] moo mg week (o, b, o, o)

. Etanercept: D & twice weekly. D &o mg Weekly.

Starting date

Next evaluation date....................

WANEEITITY LAY % e, To

BUUAN TTA oo G
FOYARUAUI NI oo

*Required documents attached to registfation process

[ winusnvesnvssifeuiissyanmunmuasneasiBonvasiiag

D Periodically clinical record since diagnosis of Rheumatoid arthritis report
*qnalag

L1 E-mail (rdpa@chi.or.th) Fax. olo-lbalc-ombey

ecla




wuutuiindayavasienzibeunislden Biological Agents Tugag Ankylosing Spondylitis (AS)

Read Indication of each Biological agent

IRy L HN e

I 130 SO aesidnsussgngu L L T T LT T T T T T T Jweight LT T Jke
First approved date.............; ............... S et Y S

Date of evaluation......c.eeenecnee Lo e as” [ ez’ week

Current biological agent
L] infliximab (¢-e0 mg/kg)

dose Heoo Heoco oo mg
interval every Cls (e [ oo week
g Elanercept .

dose [ee L eo mg

Number of injection per month HedeOdeOdededallde e Loe
Intial BASDAI=.......ccocveirrine. Current BASDAI =......ccconminerrvcnnennan. (improvement>)
Intial Physician Global Assessment..........ccoveeeennee.
Current Physician Global Assessment=........c.coemucercnnnnn. (improvement>e)
Serious AR: [ No [ yes (specified)

D Hypersensitivity ] injection site reaction

D Infusion-related reactions |:| Serious infections

[l Hematologic complication [ seroconversion (anti-dsDNA)

o
T R G 1 e Y VB TURND. .../ e -
BUUTN THE oo B
PDYARIAL DI TNY s

*Required documents with re-approve.
T wsluusnvesnaseidoufiszuaarunimuazsiazideaved e
q U

] Periodically clinical evaluation from medical record A

*dpaalng ,
[ E-mail (rdpa@chi.or.th) [ Fax. ob-occ-omoe

(o))




quﬁ'uﬁﬂﬂz’fagamaLﬂﬁlaumﬂi’fm Biological Agents TugUae Ankylosing Spondylitis (AS)

Read Indication of each Biological agent [] Elanercept L infliximab

) R 1T N HN oo
R Y wafidasUssorou [ L LT T T T TTTTTT]
Weight[l:[:lkg. Date of Birth.....ccoeuue.c.. Y ZOO Y SRR

The first anit-TNF used
1 infliximab (¢-eo meg/kg)

dose EI ®00 D oo D Moo Mg

interval every Oy Ua ] b week
O] Elanercept
dose D & D & mg
Number of-injection per month e ededalde e [oe
Enrollment Type: Failure to the first anti-TNF after......cccccoveererenceeee. months

Type of failure
. L] intolerable to the first anti-TNF
D Hypersensitivity D injection site reaction D Infusion-related reactions
L] SEHOUS INFECHIONS v et
L OtREIS ettt
. [ faiture response to the first anti-TNF (improved BASDAI <) after.................. months
Current DMARDs used M [Haedeodow.edoe[Heo e mg/week]
[l Sulphasalazine [ Heeldeda mg/day]
L] Palmidronate [ oo Lo mg]
Involvement I:] Axial joint [:l Peripheral joint/enthesitis

Activity and severity of AS:

Date of evaluation ................. Y S v -

® Morning stiffness.....cvvcereieecnne. min Functional class L1 1 ] Il D v

® Patient Global health assessment .......cccoocovveennene. MM ESR: e mm/hour

® |Initial BASDAI =............... Current BASDAI = .....cccvvennnee. (improvement<lo or current BASDAI >&)

¢ Physician Global assessment = ... {must < )
X-ray: [ stante [ progress

TR0 et b sttt e st s a e st e e ssaaes s sue et e e et e an et e s bR ear et aae b e st n et e anne s ek et raenresene s enrse e
Lab Date (recent) ................. Y S Y SO
CBC: WBC...oieercercccnncne /cumm Het..ncc vol%
LFT : Total protein .............. g/dl AlDUMIN. e g/dl

Alk, PhOS...cooeireericirrene. U/L AST/SGOT ..o U/L ALT/SGPT ..o u/L
Creatinine...ceeeeveeeeeeeecenn. mg/dl:

cee




- Dosage of Biological agent requested

@. Infliximab :D ®00 D woo D moo mg  week {o, b, b, ac)

. Elanercept : [ e twice weekly [ eo mg weekly

Starting date ... Y SO Y S
EValuation date ...t e
Plan commMENCE date... ..ot s cese s eens
ey T e AB.eeerereerrrrrerrerssssscesssssssnnerenins DU v Y
FUUTN ST oo UBorreeereeeeeeeesemsesee s
TOYAALANIMNETAY Yoo e

*Required documents attached to registration process

L whuusnuesnwssifoufiszyaniunimuasstwaziBonvesdiae

L] Periodically clinical record since diagnosis of Rheumatord arthritis report
*Jpadlag '

[ E-mait (rdpa@chi.or.th) Fax. ob-baa-cmon

cee




wuanensly Rituximab Tuns$henlsadedniausuinasd
fanANgNIRaTULsUsEINalney

$aued (indication)
@. Definite diagnosis of RA (ACR criteria)
lo. Moderate-severe active disease DAS o > &.@)-
o. Lineuauesien1sneIdie DMARDs (naruanii o)
<. ldawnsaldengu Anti-TNF 161

o

&. dtonulunsld DMARDs Tnsfinnuunnsasnisvinaiuvesiunieln egreditedfy
Ja1uld (Contraindication)

o. s¥MiemiaTss uazszvindiunyas

b. Wie1 Rituximab v3ediuusenaviiiiu Murine protein

o, MR Mardadsundunar e SN sAaEoeEN

< msfnielharusniay B wiohiadusniay C

& AMmenladuinalseau NYHA grade &

5. lsausvdiideds wu lannededs fuuds Tsauzise
$avustlunisasuen (Drug withdrawal)

fuaeitlineuausronisinyi(Non-responder) mangdsgiasernsliitundaanldzu
ms$hwdieel Rituximab TaefiniuBsuilawesdn DAS be anas 91nsERUMAuTaENT) oo Yo
wdannsliendinadinisifiuduressn DAS be 9nsEAURIALAINNAT o
UALazIsn15 e

Rituximab T11A €oo-0,000 1N, KIATIMABALEEAR b A% 919U o dUAY (De, Ded)
9 premedication #7887 Methyeprednisolone moo 1A, NMaEAEEAAT WAz Antihistamine mo
Wit Aouldluudazads

Frlaifidevu wuzilild Rituximab $aufu MTX dUaviazass
msUszfiunantsineiiavedenzieunislden

- Uszdiufl on e wdennlfen Rituximab

- fineuauprien1sinm (Responder) vanefis filefionsneadiniau Tnsen DAS
finsiasuulas 2 oo Wize viedl Disease activity vaawdoagtias (DAS ba<am o) Wialsadngses
au (DASkz<lo. )

- fesanliese

- lunsdingUnedald Moderate disease activity deeglagf DAS be2als %30

~ o _a [ d'ddy o/ L - 49! a
- AT UNAIINANATULAD Iﬂﬁlﬂ’] DAS b LWHIUINNAY 20D

ofcgs)




- fsanlisdnevds be dUai
- TunsdifigUaedall Moderate disease activity Wieaglaga DAS b2mlo %38

- 91019 ISUNAIINNRYULAL 1REA1 DAS be MNTUINALRY 2050

szuURANIUNaN1TINwILaTHad 19 A

LmeéQ’%’ﬂmmsﬁqmiﬂisLﬁumuﬁmﬁﬂumﬁ%’ﬂmﬁ & #ou #a991ntien Rituximab
Weufunnunms$nelimngautuanzvedsa e1afiansananuuinen Sassasnatiunisiien vie
wgagtndulule

e




AANUINT @

He: LipouausInoIn133n®1A18 DMARDSs Mineda

® t1unN"133nWIRIBE1 DMARDs twdslitesnin m vunu Tasdldiidevulunslden ni
Tu DMARDs a231du MTX Tuun 2e¢ mg/week nsdifUrsnuenladlfonnld MTX Turung 2e.e me/
week wazdosiinaridelndontsasolud

a. ls DMARDs Ansiafiu >b ifteu usiazdnasldluvsuinunnsgiu (Standard target dose)
warldreifiosi Wou 7 | '

b. 19 DMARDs fiasafiu < b ifeu wsigldaunsanueild saiafivainet uadesld
DMARDs Tuwu1n Therapeutic doses =b 1oy 3o

c. fifevnalunisld DMARDs iessmmaiuresiuvielavanses uadedllvanngi
AnnnsAndie HRY, HCV

* n5alldf Low dose prednisolone (soo mg/day) 33usae aslesuelusunansdiodns
ot « duavinauiia1saly Biologic agent

® JUANINTFIULAZVUINTNYIVBS DMARDS (91519)

uafiufivessn DMARDs 19931U (Standard target doses)

® Hydroxychloroquine o.& mg/kg/day
¢ Chioroquine | & mg/kg/day
® Sulphasajazine &o mg/kg/day in divided doses
® IM ¢old &o mg/kg/week
® Penicillamine &oo-al&o m/day
® Azathioprine o mg/kg/day in divided doses
® Methotrexate o.en mg/kg/week (maximum & mg)
® Cyclosporin A & mg/kg/day
¢ Leflunomide - : wo mg/day
YURSHE (“Therapeutic” doses)
¢ Hydroxychioroquine woo-a&oo mg/day
® Chioroquine eb&-b&o mg/day
¢ Sulphasalazine e.& g/day in divided doses
® M gold &o mg/week
® Penicillamine €oo-al&o mg/day
¢ Azathioprine &o mg/day 38 @ mg/k/day
® Methotrexate o.& mg/week
¢ Cyclosporin A b.&-& meg/ke/day
® | eflunomide @o mg/day

ces




wuIN19A151Y Anti-TNF-QL Therapies lulsadadniduguinesn
GHELHEPREE LRI PRI L

#aus¥nnslden (Indication)
@. Definite diagnosis of RA (ACR criteria)
. Moderate-severe active disease DASbz>&.&
o. liinevauewmeanisinunéis DMARDs (AM1ARWINT o)
<. Iveulun151% DMARDs lnafinnuunnsednisyinauvesdunsels agraditudfny
daknuld (Contraindication) 7
o. SEWIemIATS uarsEninlFuLyns
. Wiig13uLse doukduusznouiiiu Murine protein
o, MsAnTe werdadsundunasteds saanisindesienn
< msAndel3sasnausiu B, Lidasusniau C, HIV
. amziladumaszdu NYHA grade &
5. lsausediiaess wu lnnededs fuude Tsausids
o. U383 Demyelinating disease, Pulmonary fibrosis
Houadlunsasuen (Drug withdrawal)
fthniidinevaussrenisine (Non-responder) vanefls fassinishiftunddldsuns
Zrwneneen Anti-TNF Taefinisilasuniasmesen DAS: anatanseiudduiiosnii oo wiendnis
TWenfmafinsiiutueasdn DAS be 91n5ziussduInnnd o5
IuauardEnslden
. Etanercept (o& un./110) & un. andlaRmilidunvias o ad ni3e Etanercept
(o€ un./120) BadldRimiduniazads wielsauifu Methotroxate A
. Infliximab (eoo UA/290) @ un/An/Ase neadmasmdendilunatiitesnia
b Hlusfidn o, b, © uwazdefienn & a1y Taglisaufy Methotrexate
WEINMSEAEILIY o ey mansvavesliduiiimels Aesadivvueenduy
& un./nn/ads veadweoadondnn  duai
nsUszdfiunanissheniiavedensifounisiden
- Ussiufl oo &Uai ndaanlen Anti-TNF agents
- ﬁﬁmauauaaﬁiami%’ﬂm (Responder) g4 Q’ﬂ’mﬁmmimaﬂﬁﬁﬂﬁu 1aadla1 DAS
b dn5WAsuuUat >e.lo 3ol Disease activity viaswiesttios (DAS ba<alb) 138
Tsaudhgszavacu (DAS bas<l.o)
- fesanliese
- Iuﬂiiﬁﬁﬁﬂ’wﬁﬂﬁ Moderate disease activity Wigeglagf DAS bcza.o %38
- flonstBuvEsaniintuids Tnedn DAS e WNTUaNIAY >0.5

cee




szuuihfinaunan1sineLasNat1aufes |
wmdginwarsihnsdszlumuduatlumsdnenn o weu duudBuiinisldeniieusu
wnun S limnsauiuansveddsa wazenaiinsananvuinnisvgagandulula
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AMANUINT o

Ty LipavausidsIn1ssnwaae DMARDs Mueia

® pUN1ITN¥IAI887 DMARDs 1nka7lduasnin e vu1u

o &laifiarnailunislden wildlu DMARDs asifiu MTX luawin 2e¢ me/week n3dl

guasvueildldenald MTX Tuauin 20.¢ me/week uwasAasiiinasideladonds

fasaludl

a. ¢ DMARDs finsiafiu > b 1hau uaazaaaslilusuinuinsgiu (Standard target dose)

warldrainazle WHoY

b. l& DMARDs fiasiafiu < o tiou wmszldaninsanueils viseiiafiwaingn uadsale

DMARDs Tuwuin Therapeutic doses >l 19U %38

c. fderulunisld DMARDs Liimsainnisvinauvesiunselaunnses uinaslaldaive
AAR1nN15ANTe HBY, HCV

* n58il% Low dose prednisolone (s@o mg/day) 5aua18 AstasusiluruInni

ag oy « dUavineuRa1sunlA Biologic agent

®* YUIANINTFIUKALTUINFN IV DMARDs (11519)

yuALSiLTv0381 DMARDS 1n@5571 (Standard target doses)

® Hydroxychloroquine

® Chioroquine

® Sulphasajazine

® IM gold

® Penicillamine
- ® Azathioprine

® Methotrexate

® Cyclosporin A

® | eflunomide

o.& mg/kg/day

& mg/kg/day

&o mg/kg/day in divided doses

&o mg/kg/week

&oo-el&o m/day

o mg/kg/day in divided doses

o.en mg/kg/week (maximum & mg)
& me/kg/day

wo mg/day

YUISnY1 (“Therapeutic” doses)

® Hydroxychioroquine

® Chioroquine

® Sulphasalazine
® IM gold

® Penicillamine

® Azathioprine

® Methotrexate

® Cyclosporin A

® |eflunomide

boo-c&oo mg/day
eb&-o&o meg/day

®.& ¢/day in divided doses
&o mg/week

&oo-al€o mg/day

&o mg/day %39 ® mg/k/day
ol.& mg/week

o.¢-& mg/kg/day

®0 meg/day

(o)




wuuduiindayavedunsiisunnslden Biological Agents Tuas Rheumatoid Arthritis (RA)
(RA-ET , RA-IF, RA-RTX)

B SN VUNR oo HN oo e

I N wedidasuszynvu (LT L LT T T T T T T[]
Height......cocoveernnnnnn. cm, Weight HEN ke. Date of Birth.......... VAR YA
Enrollment type: Current treatment, since.......ccovuue.ee.

New case: ] DMARDs non responders
[ DMARDSs intolerance

Date of AS Diagnosis : (ACR Criteria) ......c.cooueee... YA Y S
Previous therapy: L MTX me/wk
[ sulphasalazine...........me/day
Others, Specify..oroecrneecinns
Etanercept, date start......ccccceeu....
Infiximab, date start..................
Rituximab, date start..................
Acﬁvity and severity of RA: Date of evaluation......../...cccuuc.... Y S
® Morning stiffness.....cccceervreceennne. min Functional class 11 C i i C v
® Patient Global health assessment .....ccooccvvrenesee. MM ESR: s mm/hour
® Swollen joint count SCOre ....oovovvcenrnnesnecianes Tender joint count score................
® DAS 9® = oo (must >en.)
® Physician Global assessment = ..o (must > )

Laboratory report within ® months :
Date...cmecrreieeienes RF e ANA: ..., CRP : . Anti CCP (optional) i............

Safety profile: »
Hx of TB contact [] yes [ no Tuberculin test (PPD' test) L] o-& [] -0 1> a0 mm.
HBsAg, date.................. Result........ ...................... Anti HBc, date................. Result: ........................
Anti HCV, date......ceuu....... Result.....cccoovieeeruerecen. Anti HIV, date
Dosage of Biological agent
o. Infliximab : L] oo [1woo [ oo mg  week (o, b, b, ac)
lo. Etanercept: L ee twice weekly. Leo mg weekly.
en. Rituximab: [ eoo L] ®,000 Mg day (o, a&)

STAMING ALttt e

(ool




Next evaluation date.........cccorriiss S SRRSO 7

fvan o < : o o oo
L T LT e R T TUANID...... /o A
ATUTN THE oot B s e
VOYANLALA NG TG Yo derinnnneenerresseccssenmessonesecess e

*Required documents attached to registration process

(1 usinusnvesnvsaifouiissyaanuniwiagsivasidenvasitoe

] Périodicatly clinical record since diagnosis of Rheumatoid arthritis report
*Jpealag '

[ E-mait (rdpa@chi.or.th) Fax. ob-o®a-omoel

&&n




wuuduiindayavarenziieunislden Biological Agents TufUae Rheumatoid Arthritis (RA)

Read Indication of each Biological agent

DTN NI e ees s 1

R wefidnsUserwu L LT T T T TT T T T T Jweight CT T Jke.
First approved date.....ccooevemmrrveneenees Y S Y 2

Date of evaluation......ccceccoevennne. U ow” e’ oo’ [ ex” week

Current biological agent

[ infliximab (an-¢ mg/kg)

dose [ oo L woo L] svoo mg
interval every S O [ ol week
1 Elanercept

dose Hee [leo mg

Number of injection per month HedeOdsOededadede o

D Rituximab -

dose [1eoo [] ®,000 Mg
serial dose L first [ ] second
Intial DAS 0& =...vcrriccnnnee Current DAS 0@ =.....cccovierenricrccnnne (improvement>e.lo)

Intial Physician Global Assessment........... Current Physician Global Assessment=................
(improvement>a)
Serious AR:  [No [ yes (specified)

[] Hypersensitivity ] injection site reaction

[ infusion-related reactions [ Serious infecticns

Cl Hematologic complication [ seroconversion (anti-dsDNA)

éﬁagatﬁmammﬂﬁ%’ﬂm ......................................................................
*Required documents with re-approve
L] wiuusnvesnwszifouiissyanunmuazsneasiBeavosiag
[] Periodically clinical evaluation from medical record
*Jndslay

L] E-mail (rdpa@chi.or.th) Fax. ow-bag-omboa

o




Lmuﬁ'uﬁnﬁfj’agasuaLﬂ?iﬂumﬂ?’fm Biological Agents Tufyas Rheumatoid Arthritis (RA)

Read Indication of each Biological agent - [ Elanercept L infliximab L Rituximab
D TTINETUNR oo HN oo ssesnaens

T T wvdivasUsseneu L L L T L LT T TR BB T ]

Weight [TT] ke. Date of Birth.................. Y S Y S

The first anit-TNF used
L1 Infliximab (¢-e0 mg/kg)

dose [ eoo Hewoo Haoo mg

interval every S P L] oo week
[] Elanercept

dose Hwe [ eo meg

Number of injection per month Odedodsdededaledeo.e

L] Rituximab

dose Meco [ ®,000 Mg
serial dose L] first [ ] second
Enrollment Type: Failure to the first anti-TNF after.....c.ccovvvccnecens months

Type of failure
o. L] intolerable to the first anti-TNF
O Hypersensitivity L] injection site reaction [[] infusion-related reactions
(] SErOUS INFECHIONS eroreeeseereseersssessesesssssess e ecesssesersesnsesseeeeeseeessseesssres s
L OEREIS oot sses ettt
. L failure response to the first anti-TNF (improved BASDAI <) after.......cccc....... months
Current DMARDs used L] MTX [ e oo Howe o Hwo e me/week]
L] Sulphasalazine [ HeedwHa me/day]

Activity and severity of RA:

Date of evaluation ................ Y SO Y S
® Morning stiffness......cocovevrnienn. min  Functional class L1 LI w K v
® Patient Global health assessment ..., MM ESR: s mm/hour
® |nitial DAS o =......Current DAS b& = ........... (improvement<a.lo or current DAS log >m.lo)
® Physician Global assessment = .....ocoveerrnvcnnee (must < )
Hand X-ray: [ stable ] progress
=T 0T ] OO OO OO Y PSSO PP PSPPI
Lab Date (recent) ................. orererereeeeanraen / eoeeerieneeneeenranes
Chest X-ray: ‘
CBC: WBC ..ot /cumm Het e vol%
LFT: Total protein ... g/dl Albumin......cceciceecncencnecs g/dl
AlK, PhOS...ovvecerereereeencene U/L AST/SGOT ... U/L ALT/SGPT v U/L
Creatinine.....cccerevcvcnenn. meg/dl:

(o




Dosage of Biological agent requested
®. Infliximab : D ®00 D'boo D moo mg week (o, b, b, o)
b.rEtanercept . Hwe twice weekly L eo mg weekly
. Rituximab [ eoo ] @,ood mg day (o, @&)

Starting date .....cooeenc. /e Y SO

& Vo a ar

WANEEIUIRY LAY V. e I T N YA
BOUTN T ooereceerecerressessesesensmnesennnnenen S,
R e 0
*Required documents attached to registration process

L winusnvesnussidoufiszyaaunimuaz neasBoanasiiae

L] Periodically clinical record since diagnosis of Rheumatoid arthritis report
*Jpdalae

[ E-mail (rdpa@chi.or.th) Fax. olo-bac&-omoel

o !
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819fe nilEensudnyTnats Auian N NA ocen/3 exd ALY be NFINIYY bEw

q

aumtldenanstensensunmsadslanivuandninasinindnitsangludaydeiwan
wistRuazeuentudvanueand lneldidndneaudeulanislienmmualudyivdnuisinas
YausnsiienTunsideuiiosmuneg dmsunrsilnmegruandydendnunenii Iidnilsdesuses

al

fszumguaiilianunsaldelutyomdnuiend Seenlasnanssunsnmsunndvesaaungiuna
Uszneumailindie Usingd 1nn1snsnaeunsidndiefuatainisinumeuiatnsenisinoy
11 WU anunetutavatgwisiidadrunislisuendydsnuinuianfninainfesas wo-wo Ut
unaeiinnslionlsiaumaua hlFsuUsznafusidugduesannlaglisndu saidenating
IAnsunsedequamiiay auzdguunitdatufiieTud va fuian bedm udsinmuznssuns
UIMTILUVATARNITTNINEIUIaL1519M1T Useneunie UaansensienIsaae Usesnunssunis uay
fvsanandmisnisunmg edainnasnsiiiuguanisideliduluedreiiuszandamuazdus

N3N Ifussnugshaudnnasnsunng fnw numu deyaifeai
mﬂ%’muanﬁ’m%mé’ﬂLLﬁaﬂjﬁaﬁﬁﬂﬁmswwugammsé"ﬂ%’qq Faauehoun Iddnfiunisiudu
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