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# # 5576200633 : MAJOR CLINICAL PHARMACY

KEYWORDS: DYSLIPIDEMIA / EZETIMIBE / HIV / PROTEASE INHIBITORS / STATINS
KRISDA BOONTHOS: SHORT-TERM EFFICACY AND SAFETY OF ADDING EZETIMIBE TO
CURRENTLY USED LIPID-LOWERING DRUGS IN HIV-INFECTED PATIENTS RECEIVING
PROTEASE INHIBITORS. ADVISOR: ASST. PROF.CHANKIT PUTTILERPONG, Ph.D., CO-
ADVISOR: WEERAWAT MANOSUTHI, M.D., 131 pp.

Objectives: To determine short-term efficacy and safety of adding ezetimibe to currently

used lipid-lowering drugs in HIV-infected patients receiving protease inhibitors.

Method: The prospective, one group pretest-posttest study of HIV-infected patients who
received Pls and lipid-lowering drugs was performed. Thirty-two patients received ezetimibe 10 mg
daily added to their ongoing lipid-lowering therapy for 18 weeks. Serum LDL-C, TC, HDL-C, TG,
TC/HDL-C ratio and LDL-C/HDL-C ratio were measured at baseline and week 6, 12, 18 and 22
(subsequent 4-week washout period). Safety parameters were assessed by adverse event reports

and laboratory assessments throughout the study.

Results: Thirty-two patients completed the study at week 22. Nineteen
patients (59.4%) were female, average age was 48 years, mean CD4 cell count was 666 cells/mm?’.
Most of patients (93.8%) had HIV RNA less than 20 copies/mL. All patients received ritonavir-
boosted Pls; 30 (93.8%) patients received LPV/r, and had uncontrolled dyslipidemia treated with
lipid-lowering drugs; statins alone in 18 (56.3%) patients. Baseline lipid profile; LDL-C, TC, HDL-C, TG,
TC/HDL-C ratio and LDL-C/HDL-C ratio were 165.4 + 26.8 mg/dL, 238.2 + 34.6 mg/dL, 273.3 + 106.0
me/dL, 57.3 £ 13.5 mg/dL, 4.4 + 1.3 and 3.1 + 1.0 respectively. The mean percent changes from
baseline to endpoint in LDL-C, TC, TG, TC/HDL-C ratio and LDL-C/HDL-C ratio were -23.3%
(P<0.001), -15.0% (P<0.001), -22.1% (P<0.001), -16.2% (P=0.002) and -24.4 (P<0.001) respectively.
There was a trend of increased serum HDL-C but not statistically significant (P=0.288). No adverse
event or other abnormal laboratory were found. The addition of ezetimibe had increased of CD4

and 9%CD4 (P=0.038 and P<0.001, respectively) but not affected to HIV RNA viral load.

Conclusion: The addition of ezetimibe to currently used lipid-lowering drugs in HIV-
infected patients receiving Pls had significantly improved efficacy in reducing of LDL-C, TC,
TG, TC/HDL-C ratio and LDL-C/HDL-C ratio, and the therapy was safe and well tolerated.

Department: Pharmacy Practice Student's Signature

Field of Study: Clinical Pharmacy Advisor's Signature

Academic Year: 2015 Co-Advisor's Signature
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JUNIN3815e1WIE (drug interactions)
Ngde MaAndunsAsesenineIngu Pls wazenanseauluiuludon Nawuuind

vielliiAuTuls waswuunivse liidudAgynienadn

A1TNYANYINGY statins (statin toxicities) [33]

v 6

yanefis lwmeamgfivsteszuunduiefiduiusfunmsldeingy statins lauss
oonulu 4 dnwaiz el

1. Statin myopathy @9 m’;zﬁQ’ﬂ’gEJLL&’]’QLﬁﬂaﬁUﬂawuﬁmﬂﬂﬁmaQﬂﬁﬁuLﬁa Tagaziin
fundaniedalafly wazenmsfiatuinduiussunsldeangu statins

2. amztndlesndmiile (myalgia) Ao emsuandiesndunielnefilinunsiu
asluvasioules] creatine kinase (CK) luidon

3. nmendailedniau (myositis) Ao e1nstinidlendiilefioravsiioinissouuss
voandundlasiude Saufunsanuen CK getulunssuaden

4. nmzndanileaaned (thabdomyolysis) Ao nzfidnduileaanss Tnensaa
wuen CK iingslunszuaidensnnndt 10 whwesegeandund wazeranmaanunmeladen

AUNAUNLANANNNNTAA8FAYBINANULLD

winn15adlieUseeasn (adverse events; AEs) 7

1% '
= =

i onsusenaliiatu Jadudunsienesiinmenywdideldndnsusiguan
ldnagiinannisldiiuvuinlagaddansegiaime n1sleluniefiia auunnsesues
Wandasiaunmvsenealindindusiguain Ingeraduiiusiunisldndndueiguainiy
wioldinnu MslisuluienisldiaUssasdannisldensae

21n15ldNeUszasAaINA151den (adverse drug reactions; ADRs) °¢

= aaa  da X av v & W ' ¢ a X yyd g

e Uisernietulaedilansla uasidudunsiesneuyed aduladieldely

a ‘3" U aa U -] v = ‘ﬁl ‘NI o U
yunaunfitiedasiu Fade ussim Uidalse visaiellfsuudasudlunsvihnuveseiels

Tusanelaglisiudisenniaannisldenlunisiia ausimeg wisaslaldetinvuinuas

q

aa

WA



Usgloviifiazlduann1sise

namsiteitldainlasensided ennuvszneunsiadulaieldidudoyaluns
Snwnnmgluiuludenaslidesiamnzanludfadondleaulnedldsuendusuduoles
Tsfitea Tnefgthelasunssnuiseenansesuluiuludonuds udsliamsamuausesu

lefulwdealveglunamiidmnevesnisinwianeludulubonasla



UNa 2

av o d v
L@NENILLASITUIIININYIUDY

N1552USIUIIYNUNNYIVINUNITIVY

IS TIILasuATeTiAeades Usznouderdeddeluil
1. wwmmsinwamgluiiludengdudfndoesled

2. wansivluivludenngy statins waznisidenld

3. granszauluiiuludenngy fibrates wagnisidenld

4. ©1 ezetimibe wagnsiaentd

5. ANSAARNULAEUSELIUNANITS NN

1. wwawnenssnwnnazluivlubfengsdudfaeieavle?

ﬁmmﬂ'ﬁﬂﬁfﬂL%@LLﬁﬁﬂizmﬁaﬂ%ﬁaLm?m (Infectious Diseases Society of America;
DSA) IR uuziuAsIfuuumInsinuganideieslotiiinmeluiuluidengaide
ff) (11

1. dwiufindoetloinnie mndndusioadunsinuidesduetlod azsesd
msigdasgdvluiuluidendousuiveduesled uaznelu 3-6 ieu ndslinissnu
megwnueyleigasinl

2. dosvspifiutadoidesdelsnilawazuasnidenlulindoevlolnnie o
Aamuanudesonisifalsailaagnasndon manuidlinnniwiewindu 2 Yadeides
wFe3UTELAY 10-year risk é’aanﬂﬁ%’ja (UszLiuniainuaiaes Framingham 10-year risk
score " LAzl uIN1IN155N©¥I19049 National Cholesterol Education-Adult Treatment
Panel lll; NCEP/ATP Iil) % 4

3. Bulknissnusensliguisufudsunginssunislédindsedriunoudy

wiuusn lown MIAIUANEIMT NMSINgUUVETRenaNAeInTuYns wagnseanmamniely

AAnLIaLYleINTY



a. ynlsiaunsanrvauszdvlesulsiegluinasiidiminededsnsuiuiuasy
nyAnTsuN1sIEIINUTE 91U Jefarsanlinissnedisenansyauluduluidon wiens
Wasugmseduetled

4.1 mshimsshwimeenanseauluiuluiden
4.1.1 vingUledsedu LDL-C 1nnndiv3eiiniu 100 dadnsuseinddng wie
fsviulmsndiweladogszning 200-500 fadniusieindans Wsudnwsheenanszduluiuly
\Honlungy statins
4.1.2 yngthefiszdu TG 3nnndn 500 Sadnfusendans THisudnwiseen
anszauluduludenlungu fibrates
4.2 maasugnsordiulesled azdesdilefialadosng q od e1nnsdafes
o < i '

va3819zaodlisuksslunngnsenaunguaglasu WuansengUivaiuisanudesinis

Y Y

wa A

Padesls LildnquenigUisenaivseianesdesnguaina1ineuwa wazliindunsizen
semineniueanseauluiuluden vieeildlunissnulsasiudu q vewthe vielilena
Andunsizerseninentosiign tneseiildnnudasaievestiadududussnaiugly

[y o

AuUsEansANgUaINISINY

2. sranszavlvduludennga statins waznsidenid

grndunumdrdglunisanseaulefiulvidadinune As vngu statins Yoyaain

NANENITANY WU 8INGY statins LAndunsAsetuefmueyloTedalidediAgnisnadn
Tsiamzenngu Pls Tnsfinavilissduendy statins liugaty wasindunngiivaine
nau statins danavilvigUagdeadrFunisinedilulsmeiuia vsedesindnwidaluy
Tssnenuiawiutu daldielumsguasnuniiinniu vieoraviligieisunmefuddiald

ninn1sidenldoindu statins TufAndeievlodiléfuengy Pis saudaedu
$ududessniafonisiindunsisensenineensauieiane wmszeindy Pis Wueniiguds
CYP3A4 Routienga wazenngu statins ifuenfidosondoioulul CYPaso lunisiudeuuyag

gien15eengns asuleyaUSuuiieuengy statins Alvlutagtu dwwandlunised 1



M19197 1 Wisuisvenanseauluiulufennay statins ARlElungUfun = %

) . YUINYT ANEINTTD
, 5 IaN15AN C .
Yourandey , CYP450 fwuziheiody | lun1sanszau LDL-C
YDIYIAULUY . . y 4
(Biagn3w) (Souaznanadlaeinie)
Simvastatin Zocor® 3A4 10 - 80 26 — 50
Lovastatin Mevacor® 3A4 20 - 80 39 — 60
Atorvastatin Lipitor® 3A4 10 - 80 34 - 54
Rosuvastatin Crestor® 2C9, 2C19 5-40 39 - 60
Pravastatin Mevalotin® | less or minor* 20 - 80 21 - 48
Fluvastatin Lescol XL® 2C9 40 - 80 22 - 35
Pitavastatin Livalo® 2C9 1-4 32 -43

* 1 pravastatin tlld CYPaso Wunalnndnlunisidsuudasen

wmensinsdfndeietloiifiangluiuluiengeiudsvesamneslsafinide
wisUssmmavsgoluini wazdoyannvarenisanu IdldduusiiAnfunisansesulusiy
Tudondoengy statins Tuftaedldonngu Pls saude fsil
1. & simvastatin waze lovastatin Wudevuld (contraindication)
2. anansalden atorvastatin La¥E rosuvastatin 1¢ usiFouFuFUMEYUIRLIN
Milannou (willdesniiudmiuen atorvastatin ddevaldsamiuen tipranavir)

3. ©1 pravastatin, fluvastatin wagen pitavastatin \Juentuugilnldle way

Y

NUINANBURSATENTENINeNURENIEeNGY statins ¥linau wazlifidedAglunieediin (ui

o

HUounTudImsuen pravastatin NRedlteg1eseiinseislunislysiuduen darunavir lngag

Y

ilseduen pravastatin Wingsdusesar 80 waliided1Agyvienain diuen pitavastatin

1 o aa 1

Juengu statins iewiladeiiliddunsisersswineendveingu Pls)




3. snanszaulvdiuludenngy fibrates waznisidanly

anaulsARnuiIUTEWAEnSTaLEN LalimuusiAgIfuwImInNIsnyIgAn
Warerleiniinnglviulubenasswume IngazEulinissnusmeenanseauluduluionas
nau fibrates ArewlefUaediszau TG 11nnd1 500 Tadniurewnddns Wnenisfinnsandentd

[

g1 gemfibrozil #5081 fenofibrate IxVuadfugnsefuetloTuaze1FnuilsnTinauy q

AUreldegiin NeiliteninidssoinislifisszaeAanenazinduainnisiindunsisen

LRI

4. 91 ezetimibe wagn1siaan Yy

g1 ezetimibe \Uugnanseivluiuludenviiausnlunguduginisgadunsiaamesen
(Cholesterol-absorption inhibitors) ™ 1a5Un155U59991nAMENTINNNTOINITHAL Y1V
UsginAansgelu3nn (The Food and Drug Administration; US FDA) 1il8Liaunaims w.a.
2545 Tudavaldlunisldiuenerdnsunissnen Primary hypercholesterolemia way
Homozygous familial sitosterolemia #3ald3iufiveIngy statins Tun135nw1 Primary
hypercholesterolemia, Homozygous familial hypercholesteroleamia (HoFH) i & &
Homozygous familial sitosterolemia ®¥ d1nsulseinelng o1 ezetimibe losun155us0s
Ao v v ) P
PNAULNITTUNTOMIThazE LIl IEY W.A.2547 Tudeudldifediu Tnedsuuures
gnJusudandouiiduvuindinas 10 Sadnsu Swirenela@enisan Ezetrol® el 81
ezetimibe \Uuednaglu Pregnancy Category C (US FDA) uagdslifidoyanisfnwiine
. . U qoj A ] gj o a v U a r-:ll L4
ezetimibe gniueenmaunuivieli Nidsliiiveyamuvasadelungsilviuuyns vin

o &

Sududedtlundgsilviuyns dedlimenuseingzds msfansanlden ezetimibe Tuvds
fapsstuazndeiliuyasiedonslionandulsslominnniiesdeliAndunme 572

Foyasuemislifialszasd Weldeluruafiuugiamdnd Ao 10 fadniu fuas
1 A%t nuidtasanansanusesildfuazfamgnisalldfsszasdliunndisiunislden

waen N1sngneliosanusnisalliielssasdliuanseiuseninanguilaiuen ezetimibe

39, 40

waznguntasueivaon P99 ganrslaufiaussasafienanulavee lawa seuunasnaniy 1wy

NNYBBUNEY (5088% 2.2) STUUNAUDINIS LU NodnuY (Saway 3.7) Urnned (5euay
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3) szuunautieuazlassadne 1wy vannds Gosay 4.1) Uande (Gevaz 3.8) uavsruy
madungla 1w Inssayndniau (Sevag 3.6) vaenaudniau (Sevas 2.3 ) lo (Seuaz 2.3)
58 grmslaifisuszasdiiguussitonanuld 16un angdusniau (Gesag 0.5-3) msusionwin
JULSY (anaphylaxis) Ly Audy, Auaufiy, N2 angioedema, N13ilnzauinunfives
néwile Wy nenduiioaansi (rhabdomyolysis) srabwuin mesmﬂlﬁﬁqﬂwaaﬁﬁwu

Ingnaluldunnsnaduseninanislden ezetimibe s1ufvengy statins wagnisldeng

41-44

statins Wigsag1nfe 1Y uin1slden ezetimibe siuAUEINGY statins agWuUNIIRAUNG

V04U (NsiinTuveseulesiduiInnImsewindu 3 winvesAasanduns) Weiileuiunis

Tdengu statins Ligaegrnfen (Feeay 1.3 Weuduievar 0.4) “Y dwSunaiiiensie

creatine kinase (NFNNNNTIMTWINAU 10 Winvesrgegaa1und) luunneneiusendinemis

4fe1 ezetimibe $aufiueINgY statins (Foeag 0.1) Walllsudun1sigeinagy statins Liles

9813RY) (Faaz 0.4) Y

81 ezetimibe pONANDRElANIZIITIROABLIAINTOatua AN Tneldfinananis

anduluduylingu o sundldlinasansninf wavinnfiunavargluludu o1 ezetimibe 14l

v o

dunsisefuenduetloduazengy statins wadldunsiseniitdudAgnisemddnaneive

cholestyramine 1AgNav848UATATENAD N1TAATUVBIYT ezetimibe LAAAL TININ

[
[y

Indusedlismisaesiinigiu aunsoannavesdunsisenlalaenisusunatlunsuimsen
Ingliien ezetimibe ag1edae 2 Falaenau n300819Uey 4 FILlUaNANIAINUTNITEN

cholestyramine 7198181 ezetimibe fidunsieniuaingu fibrates ilsadnios tagldd

o w a

HedAgn1endin |

a

25,38,39,85) ¢)7 ezetimibe AUszansSAndwazauUasnsslunisanseeu

lufuludenlveglunuaidininela Welisiudunisshuiluduludenawuuiu vialy

22-25, 41-44

A ldlydfneioyled | I Laga1nvanenIsAnen WUl 81 ezetimibe dUseaNS

Andlunisansedu LDL-C agralidudAgludthenlasvediueyled vidusduuuniinisly

o

26, 27

g1 ezetimibe Liiggagnngl *o2" uarluguuuuniinislden ezetimibe saufivenanseau

28, 30, 31

& & oA [ ] PN ° ] L. A A a o o
lleﬂJusLULaE]@ﬂQllau TUW@UWWLLuguqﬂJ@QﬂW{L%G’] ezetimibe A9 10 UaanIu WUag 1

A1 Inwarunsasuuseyulunaud1rsonaudu warsulsenundaua1nsvsealuls auin

37-39

gkuziniaunsaanseau LDL-C laussunasosay 20 B2 9nnnratgnisfine wuin nng
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ANAIYDITEAU LDL-C 98LiuNan1endIaInn1siten ezetimibe lunaiuseunu 2 d&Uaii Lag

[
=< [

asagluszautusalunasnsresiinivenslden viell wud wan1sansedu LOL-C ldudy
Wond e wazeny udsladuidswionsiialsavaenidenvinlavesudazyana (Laun n1s

= 1y

guUUm3, 58U HDL-C, s2Au LDL-C, seaulnsndwalss, Avlluianie wazlsnsiu wu Ay

Auladings vy lsavlanagvasniden) neunsiulden ezetimibe 27

5. N15ANAINKAZUSINUNANISSNW

1.1 msfamuuazyseiliunanissnwmeetanseaulvduluden loun Asyauludu
Twden (Lipid profiles) Fausznause LDL-C, total cholesterol (TC), TG ua high-density
lipoprotein cholesterol (HDL-C)
1.2 mMsieaunazUseiliunanissnwnisensuesled tawn
- mswdsuudasszau D4 Tnefiihmanensine Ao dsziu CD4 wnninse
Wiy 350 WwadsegnuIAndadiuns
- msasunlasUSinaladalunssuaidon (viral load) Tnefiitmnenissne
Ao ldanunsansranuhdalunseuaiden (undetectable) wie fiUSunalladasinin 50 Aovd
foladans
1.3 mMsfnmuuazyssiiunannuvasnseainnissneiniseianseaulvdulubon
TnedfidnansianaiosufiRnsfiietes THun
- AINTIVINIUVBIAY (Liver function tests) LoiA aspartate aminotransferase
(AST), alanine aminotransferase (ALT), alkaline phosphatase (ALP), total bilirubin &g
direct bilirubin
- A1NY9uvedla (Renal function tests) lawA blood urea nitrogen (BUN),
serum creatinine (S¢,) Way eGFR (eGFR l9annn1sAuiniiegns CKD-EPI equation)
- AN1seTRtuladanatvanysal (Complete blood count; CBC) ek Liln
Fonv13 (WBC), windenune (RBO), Slulnalu (Hb), unlnasyn (HCT) wazinanden (PLT)

- Aaulel creatine kinase (CK) lannziilalivausd



12

- ANI89IUBINITIIRNIUTEEIA AD NITNUDINTITUALDINITUARINIIAGTNT
ReaUnfunaziiamnufeitesdunusiueiild laun nnguinissnanuile (myalgia), nauiile

SnLEU (myositis), Wagn1gnda1uiieaatada (rhabdomyolysis), n1raduldenieu, Ui

1%
a Y oa

7184, Uganmzidumnansediunnund, Jaanzwaudn, daa1izaiunn, Uianaddiuananse

(%
[y 1 a

YA, U508TIRAUNG, LPUuRUNALRAUNR, UInTD LaslanuwuemInsoni

Y

d91981613,

=D

=l < ¥
L899 LUuUAU



LK)

A5andunisIY

LUUNUYDINTISIY

¥
av a

[d av A a ¥ 2/ = av & a v
NN19198UTUNITIVULTINAADY LLUUW@WW&JIUGU’NWIJ’] IﬂEJlIEULLUUﬂ’ﬁ’mEJL‘U‘Hﬂ’ﬁ’l‘ﬂﬁ

LUUNGUAEINAADUNDURAENAINITNARBY (One group pretest-posttest study)

anwauzUsEYInsuanguAag1viinsAne

Uszvmnsilmuneg
AaniwetetlodnuSunisinwifiuiunengsnssudUisuen aandudisausigs dnns
a [ 1 1 = < 1 v A < 7 Y [ ¥
Anmunsinwiegnssieiiies iusseziategaley 12 Weu Lludtlenlasunissnumegns
grdnuetlodilu Pls-based uariinzlufiuludonadmlasunssnwisieengy statins 5o
flasunissnuceeIngy statins saufiuengy fibrates
NENA2DENS
W | auv Ja wva & Ao o = ' v =
nauAI8E190N1T338l fo HRnweteyledniiaizluliuludengesiusie lned
NAARLERNHNTINNNTITY Fiall
v A Y Y 1 a o
nasiAnEandid131uN153Y
1. {Aedoievleiniiongnus 18 U Juld Aildsunisshwismeansersnueyledndu
Pls-based wazilnnglufiulufengeilasunisshwiaigengy statins ag1aifed vienlasu
N135NWIPIEINGY statins SauveINgy fibrates 1ng
1.1 inssnwisnegnsedtuetleindu Pls-based ogiiu wazlaifinis
WaguuUawiswlinuesen ALLTY KAISNITUTITYY AaenTEeslIan 6 1ieu neulisy
v
1.2 iN33N¥19188INgY statins BE1FET MIBNIATUNTINWIAIBEINGY
statins $9ufiugINgu fibrates agifu uazliiiinsdsunyasieriinuedsn AT LAy
WATUITMTYT MABATEEELIAN 6 AU NBWITINNTIVY
1.3 Annzlvduludengs widnglasumsinwimesinay statins Wigdag

v a

Wwien vi3elasun1ssnwimieengy statins SaufUeINgY fibrates Wiy ellseduludu LDL-C
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gelafeunaidmunelunisshuinigleduluifengaves NCEP/ATP Il IngUseiiiuniuein
WJmanenissnwiluseduanudesvesnisiinlsaiilanazvaonieniunnd iy Fediinue

ANSRINTUIAIANT NN 2 AFDATZULLIAN 3 LAY NBUNTIUNNTIVY

M19197 2 5eAU LDL-C NldUsenaun1sAmdensUisidnsiunsivy 31uunauseauay

\Ae9UaInsinlsaiilawariaanaonananeny 12

, s¥AU LDL-C MY
, 52AU LDL-C du .
FTAUAULHES UsziiuivednidangUae
wWhnaneglunissnen

YIN15NAlsATlaLasaanLian [W139UNT5I98
(HadnsunaLnTans)
(HadnSusaLATRaNS)

1. Wulsavasadaninlanselsanilaiiy
deaigun (lawa 1sAwmy, Ischemic

Stroke Milinanvaenalden Carotid artery,

< 100 > 100
Transient ischemic stroke, Symptomatic
peripheral arterial disease, abdominal
aortic aneurysm)
2. ftasuidus 2 4o Tuly <130 > 130
3. fiteduides 0-1 4o < 160 > 160

o

* IngUaduideandndy 5 7o laun 1) quuvs 2.) anuduladings (Aauduladia unndn 140/90
fafunsusen vislasugnanaudulaiings) 3. dsedu HOL- C ¢ (Poanin 40 Uadniusiaindang) 4.) &
UsgiRnsounindulsanasndeniils lnei Tufweadudenedesndt 55 U, lufndadudieeatesni

65 U uaz 5.) 01g lagh lugdwieuinnimsewiiv 45 U, lugndannnivseminiu 55 Y

]
a a

2. udugeudisiun1side wavastelunisdouanininudusonidisiy

1ASINTIULA NN
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AR UIE28nINN1IY
1. daasss vide Mdseglutadliuayms
2. fimsameidadumetesufiinsfiinun el

2.1 Liver function tests (AST, ALT 11An71 3 vesAgegaauni)

2.2 Renal function tests (Usaiiunsvinureslauds wui danglaneFess
Faudsvaedi 38 Tuly, Ao f eGFR founin 45 fadansdeundide 1.73
A319LUAT)

2.3 Complete blood count (AinanLden Younin 100,000 L9adne
Lulaséng)

2.4 f5zdiu CD4 Wosni 200 wadregnuIAiiladling

3. finslidnusegvizeanulng fonadaasonissunau lipid metabolism 1y 81
corticosteroids, phenytoin lLa¥ amiodarone (IUS@@ﬁwaasLﬁamLﬁm@ﬂu AMANUIN Q)

% I =

4. 19sunsitadedin13gaTuTeeTEUUN AN IMSHAUNG
5. losunmsitladuinfinneuselsafifinaneseauluduludon wu lsauivnu g
ANURAUNAvDIRRNSETaEA (thyroid disorders) lspRusntay Le9a1nN1IEMsIalIARING?
HnasiaAuRaUnfAues lipid metabolism 161
6. Wudiin1snsanem vielianusaguasiaiedls
7. g seduUsznaudulu) ezetimibe ©1n15UNWYN ezetimibe laun HuAY wag
a a . P wa v = 1 a . . & [
pINTauNEYin angioedema laeiusziRunwsoduysznouduluy ezetimibe 1 1Ju
Usedanlannnsdnuseinnisldenvestheneuntnasdnsiunsidy
nasiAniangUleaanannisidelusendnenisvinive
& ¢
1. A3As9A
2. Inmawdsundasanserduele visenanseauluduludeon laud vlinvesen
YUINLT WAZIBNITUTNITEN D8 lABE 19U

3. ffn1snitademaviesUfinnis el

3.1 Liver function tests (AST, ALT 141An71 3 ivesAngegaauni)
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3.2 Renal function tests (Uszifiunsviauvadlaugds wuii dnnglaneides
Siausisvasdl 38 JulU, fe I eGFR dounin 45 fadansdeundide 1.73
ANILUAT)
3.3 Complete blood count @ALnantden Hoeni1 100,000 LEadane
lulaséng)
3.4 U5zau CD4 Wewndn 200 wadsognuIAidadiuns
a. fimslsnunsneen vie dnsldayulns lusgninaiivinside foradawarienis
5UN71U lipid metabolism L%u &1 corticosteroids, phenytoin ag amiodarone (I‘Ui(ﬂ@
swavidundininly AAnwIN 9)

% I =

5. 19suns3fiadeInin5gaTuTeessuUN AU M SAAUNG

6. l9Funsidadeinfinrevielsafifinase lipid metabolism Tuszwinafivhniside
WU 19ALUININY ANIEAURAUNAYBIRBUSESBYA (thyroid disorders) IsARUSNLAU
dosnnnzndelsaiinaniinasernuiaunfives lipid metabolism L

7. dleuszidiunnuseifiesneinislden (medication adherence) “¢ lannzediy

walodwazeanseeaulvduluiden waINUIN AnISeay 80 Tagazyinn1sUsELIuUAINY

selllosvesnisldendiedsnistuidag (pill count method) IneAuinaIngns

Number of pills prescribed — Number of pill missed
% Adherence = v P v x100

Number of pills prescribed

8. flosuarernisuansvizelinennslifisuszasdfisuussvdeivinlillannsadan
n9iesouAuannTIe

9. wigmIedrulszneauduluen ezetimibe Tngenisuien ezetimibe oA Hufu
way o1nsivaufivedn angioedema

10. UszaugUing daalitinanuiinisauliaiunsadisimioniels viededinly
sgmiaiviinsng

11. fidrsunnsifeueniinnsidnsiulasanisidy
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N1IATUIUVUIAVBINFUADDEY

PNNSANYIVRY Berg-Wolf uazamy ¥ vinmsAinwinislden ezetimibe sauiuen
ndu statins Tusuas TufRnidelesledfldunmsinudosdetloididu Pis-based
TngvinisAnwluadinesled lsameiutauvniverduwmuiia Wesdlanaile Sgnudaiile

Useinmanigawisnt wudn {Uielinnuunnd1aedaiaty LDL-C NouwasnaInIsmaaes

Wiy 17.3 Jadnsusiond@ns (mean difference; A = W, - W) wazdiulosuunnsgiu

£%
= ¥ =

YasAuadewiiu 6.8 (SD; O) lunisAnuiiiaiteyaarnnsAneIRnNaIuIAILIMNYILIN
ieee () Ineldgns

2
(2 + 25) 02
n = —AZ
logil M = YUATDINGURIBE1TIALYINNTANY
Zo = AUINIFIU Z 91 QL = 0.01 (one-tailed); Aty Zg = 2.33

Zp = Awnsgu Z 9 B = 0.05 (one-tailed) tsrzlunisdnesiidmuali

MdwaIn1saaauwiiuiosas 95; Al Zp = 1.645

C = dnudesuunnsgiuvesriedy LDL-C; sty G = 26.8
A = anuueneavesAaie LDL-C vadnaukasnaanisiden ezetimibe =

W, - W, = 139.3 - 122.0 = 17.3; fadu A = 17.3
wnuAlugns

B (za + Zﬁ)zaz

AZ
(233 + 1.645)2(26.8)?
n= (17.3)2
n= 3792

lun1sfinwllagimungnsigeymie (drop-out rate) Winiuseeas 15 (r = 0.15), 34

(%
[

o o 1w 1 = Y & Y = = 1% &
nsAIMIaTesnauiiegs (N) Naelddumunuusesanslunisfinuil lassil

n
INFHT N=—"
v 1-r
37.92

=———=4461 ~ 45719y
1-0.15
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Science (SPSS) Tnefwuatadfaneanilis o = 0.05
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1. @8ALBeanssauUn (Descriptive statistics) lnasioautdu aud (frequency)

[ 1 a [

wazsevaz (percentage) ldd 1 miutanavindruunuszian (categorical variable) wag

Y

ey Anade (mean) daundeduuunsgiu (standard deviation; SD) lddmsudeya

[

¥0nRLled (continuous variable) Ing3mszntauandil

Y

1.1 Fogavilu o o1y e fudlinanie dvdnisinu lsauazenildsau
1.2 doyaisafugduiesled wazeranszdvluiuluiden 1éun vdnvesen
AULTY LarITUTNTY
1.3 Foyanansniatoslfifing il
® Lipid profiles laun LDL-C, TC, HDL-C, TG, A1dn&u TC/HDL-C agan
dmaiu LDL-C/HDL-C
® Liver function tests LawA AST, ALT, ALP, total bilirubin kag direct
bilirubin
® Renal function tests lawA BUN, S¢, wag eGFR (eGFR l@ainnnsA1uan
Megns CKD-EPI equation)
® Complete blood count laun indanv1a (WBC), Waldeauns (RBC),
8lulnadu (Hb), BunlnAsn (HCT) uavindsiden (PLT)
1.4 Gé’fa%aLﬁ'mﬁummﬂﬂﬁaﬂizmﬁﬁLﬁmmﬂmﬂ%m AD DINITUAZDINITHLARI
napainfiAeites
1.5 doyaiieafunanmsinusnesduevled 1dud szdu CD4 wazn1snsIam
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1. Yoyavluvasgiae
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AUreHunIsARLEeNALNMNNISARERNLIIUITeN LA 105 518 Uil Ue7
a Y 1 [ o PV, N Y A v o = Y
gugauiiluoaadaslulasinsidevianun 37 519 GUlendnsiunsinwaudusn
NUITEATU 22 a9 NeEU 32 518 laedUae 5 518 (Feuag 13.5) NU800URI98N3N
1A5en15398 Hawalieanngthe 3 18 varaesrulldazainlunisunnsiafanunis
o ' oA Y v P = o A o a
Snwegradailiosauasu 22 dUaile wazdUiedn 2 519 venaumillesanngUieiinainy
Araannsidenide laeglae 1 918 lsun1siiadenizdusniausila Nonalcoholic
steatohepatitis (NASH) Tu321#11191919701A59019798 F9913998iManon155n 9102881
ezetimibe UaggUlelauinANuinadewenauiieanianiasinIsiaey waggUiedn 1 918 ve

[%
a v Y

nouifosnianudnafituninineinislafiessasdainnsldenite fedévael
foyaoinslifissrasdfiintuniondsainlden ezetimibe Wunan 2 fu wéailonisilld
i afuideatu uazdintandlosnus fuasiineuina Jmene wazudsidensy
MevaR NN Iiugdhlivienduuinsiasiameniui wud wan1s - dnuseiduae

ATIVINNIBUNR ARansIImeiesuUan1svisseauteulesl CK AST wag ALT aglusesiu
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Un@ 7u098A liver function tests, renal function tests wag complete blood count ?]I‘u
7 aglunaeiun

fUae 32 598 MdsmeIfeuasy 22 §Uav udaduwends 19 918 (Fovaz
59.4) o1gads WAy 48.2 + 6.7 T (¥2s0y 34 - 63 ) fvilinanieiads Winfu 22.0 + 2.9
Alanfusionsiuuns fUrednlnglddninissnuilulasinis NAP (31 518 Amduiovay
96.9) uaziiftaeiins 1 318 (Govay 3.1) whduilldavsdhsams fftheidlsndiuegiedu
fie Tsnanusiulafings 5 518 (Fowaz 15.2) szoznaifiaeldsunissnudeeings Pls

o [ ¥ a

Wiy Wiy 8.7 = 2.1 U dwiudeyanansiansinmuniuse

U 1%

upliduiuuashisainelnou
19e1 ezetimibe fUelisedu CDA WGy Wiy 666 = 246 lwaamegnuIANIafunT Sogas
Y94 CD4 (%CD4) wade Wiy Sesas 25.8 + 6.5 uavldwiugureninmnsianussaulada

Tunszuaidan Uaanin 20 NeUlsaliadaans Wwindu 30 578 (5088 93.8) AakandluANS19N 4

M15199 4 Yayarluvesiiae

doya Han13ANEI

LNl
- 4 [978 (Fowaw)] 19 (59.4)
- 918 [578 (Feway)] 13 (40.6)
ansn1sinw
- Unsney, Useiudsan [1asenns NAP] [518 (Gasay)] 31 (96.9)
- 41519M13 [519 (Fogaz)] 1(2.7)
TsAsaudu 9
- Anusuladings [51¢ (Fogaz)] 5(13.5)
Srunudiedifiviinantaldalunssuaiden tasnd 20 Reudneiindans

v 30 (93.8)
(undetectable) [318 (S08a2)]
91y () [Anade + Andoauunnsgiul 48.2 £ 6.7
suiluranie (Alansusionamns) [Anade + Andesuusnsgiul 220 +29
szezaiiguaeldenngu Pis @) [Aede + Audssuunsgi) 87+21
53U CD4 (wadsegnuirrfiadums) [Aede + Andoauuinnsgi) 666 + 246

Jouazwas CD4 (Foway) [Anade + Andeauunnsgu] 258 + 6.5
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2. foyaeafuviinveseniiffiagldFuiaudiaulasinisie

granszavlvdiuluiben

sUuvvresanseiuluiuludeniifisdmlngldsuiudunsinudeeindy
statins Wieqvliadies 18 518 (Feway 56.3) Inglasunsinwinmieen atorvastatin Ligayile
Festanua Tudiauidnudn 81 atorvastatin vune 20 Sadndudetu Wusuuuuiiingly
1niiga Ao 10 318 (Foway 31.3) 59399 Ae 81 atorvastatin 40 HadniuseTu d1u2u 6
719 (feway 18.8) Uave atorvastatin 10 FadnTusiatu 91U 2 518 (Fevay 6.2) AUAWY
drunsldenanseivluiuludesiifuguuuumsldsuiuressingy statins Saufuengy
fibrates 1 fieuvarnuansuazuansstueenty Tnglunsdnuinuiy Sfaeldongu
statins $23UeN fenofibrate Tuduuividufunsldeings statins Saufuen gemfibrozil
fio UuuUar 7 318 (Gowar 21.9) Sslunduiineildenanseduluiuludentis 2 nausiudy
lunssnnangluiuludengetoutsilasemsd Soil finsldien atorvastatin Wudaulug

Ao 13 918 (Sepaz 40.6) uavauInUese atorvastatin Alasuiludlng Ao 20 Jadnsuse

U 37U 6 578 (5ovay 18.8) sanandlunis1en 5
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M1919% 5 JUnuuvessanszaulviuludeniifilglasuneutnsiulasinside

suuvunsldenanseaulusivlugen 317U (Feuaz)
1. jUuuuildiamrzenngu statins 18 (56.2)
Atorvastatin 10 faanJusaiu 2 (6.25)
Atorvastatin 20 faanJusaiu 10 (31.25)
Atorvastatin 40 faanJusaiu 6 (18.75)
2. sUnuuitldenngu statins soufuenga fibrates 14 (43.8)
® Statins + fenofibrate 7 (21.91)
Atorvastatin 10 faan3usieiu + fenofibrate 160 faansusaiu 1(3.13)
Atorvastatin 20 faanJuseiu + fenofibrate 160 HaanJusaiu 3(9.39)
Atorvastatin 40 faan3useiu + fenofibrate 160 faanJusaiu 1(3.13)
Atorvastatin 40 faanJuseiu + fenofibrate 200 faanJusaiu 1(3.13)
Rosuvastatin 5 fiaansusiadu + fenofibrate 160 Jaansuseiu 1(3.13)
® Statins + gemfibrozil 7 (21.91)
Atorvastatin 10 Jaan3usoiu + gemfibrozil 300 HaansuseIu 1(3.13)
Atorvastatin 10 daan3usoiu + gemfibrozil 600 HaansuseIu 1(3.13)
Atorvastatin 10 #aan3useiu + gemfibrozil 1200 Haansuseiu 1(3.13)
Atorvastatin 20 Jaan3usoiu + gemfibrozil 600 HaansusaIu 3(9.39)
Atorvastatin 40 aan3usoiu + gemfibrozil 600 HaansusaIu 1(3.13)

#1d1uLevle? (Pls-based)

fnenneldsunsinumegaseduiesledfiuszneusiengy Pis wiadu 2
ngu Ae nguusniildFudnuevledfiusznausieen lopinavir/itonavir 30 518 (Fevay
93.8) uaznguilansliiuedulevleiiuseneusee atazanavir + ritonavir 2 518 (Fouay
6.2) ilefiarsanaingnseiuetledfiiaelésu wuin fiasdwlngldsunissnuisee

fuerledsiuiu 3 ¥ia, 2 ¥ia warsiamel 3w 17 579 (Seway 53.1), 12 518 (Goway
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37.5) uae 3 518 (Fewaz 9.4) muadu neseazduasuiuveisuiueyledngUielasu

ADUL1IUTASINIGIVY AILEASIURISIN 6

M13199 6 sUnuuYeswnueyleINgtelasuteuinTulATINTIY

sUsuunsldendiuieyle?

o v
MU (So8az)

1. Lopinavir/ritonavir

® 2NRTIs + lopinavir/ritonavir

Lamivudine + zidovudine + lopinavir/ritonavir
Lamivudine + tenofovir + lopinavir/ritonavir
Lamivudine + abacavir + lopinavir/ritonavir
Lamivudine + stavudine + lopinavir/ritonavir
Zidovudine + tenofovir + lopinavir/ritonavir
Zidovudine + didanosine + lopinavir/ritonavir
® NRTIs + NNRTIs + lopinavir/ritonavir
Lamivudine + nevirapine + lopinavir/ritonavir
Lamivudine + efavirenz + lopinavir/ritonavir
Lamivudine + etravirine + lopinavir/ritonavir
® NRTIs + lopinavir/ritonavir

Lamivudine + lopinavir/ritonavir

® NNRTIs + lopinavir/ritonavir

Nevirapine + lopinavir/ritonavir

Efavirenz + lopinavir/ritonavir

Etravirine + lopinavir/ritonavir

® [ opinavir/ritonavir (monotherapy)

Lopinavir/ritonavir

2. Atazanavir + ritonavir

® 2NRTIs + atazanavir + ritonavir

Lamivudine + stavudine + atazanavir + ritonavir

® NNRTIs + atazanavir + ritonavir

Etravirine + atazanavir + ritonavir

30 (93.8)
13 (40.66)
5 (15.63)
3(9.39)
1(3.13)
1(3.13)
2 (6.25)
1(3.13)
3(9.39)
1(3.13)
1(3.13)
1(3.13)
6 (18.75)
6 (18.75)
5(15.63)
2 (6.25)
2 (6.25)
1(3.13)
3(9.39)
3(9.39)
2 (6.26)
1(3.13)
1(3.13)

1(3.13)

1(3.13)
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3. dayassavlviunoudrsaulasnisive

TayaseaulviuredUis 32 518 Aowdsiulasan1side wudi gUrennaediean
seavluduludenyiia LDL-C, TC wag TG geninnuaidinunevasnisshwintigluduly

219 paguumnamssnwinngluiuludengs

HOREINNLLLININITINYIVE NCEP/ATP Il !
luffndeletletvesanaulsafndounussmaanigaiuin 1 lnadleRnsandeyasedu
lusfuadevesiitheneudisiulasinsidy wuin Sarsedulusiu LDL-C 1ds Wiy 165.4 =
26.8 fadnfusiondans szeiu TC 1Ay Wiy 238.2 = 34.6 Tadnfurelndans sefu HDL-C
W@y Winfu 57.3 + 13.5 fadnfusiein@ans seiu TG 1ade Witfu 273.3 + 106 fadndusie

MTaRS AdndIu TC/HDL-C e wihiu 4.4 + 1.3 wagAdndiu LDL-C/HDL-C wade wirifu

3.1 £ 1 gazduadayananslunsan 7

a I (% LY A Y 1 £ a v
M990 7 ﬂ'ﬁ%@UVLSUQJusLULﬁ@@?J@Q%lU’JEJﬂ@umﬂiﬂﬁﬂﬂ'ﬁ’)‘\]&l

Arszaulaiuluiben Aade + Andeavuninsgu
- LDL-C (Haan5usialndang) 165.4 + 26.8
- Total cholesterol (lagn3usaLadans) 238.2 + 34.6
- HDL-C ({a@inSusainddng) 57.3 + 13.5
- Triglycerides ({afinsunain®ans) 273.3 + 106
- TC/HDL-C 4.4+ 1.3
- LDL-C/HDL-C 3.1 +1

a o/

4. fayauszansdndvanslyen ezetimibe TuszasdusiuivengUaeldodinu

Y
wasanigUaglasunssnuiiiudnsieen ezetimibe saudvenfguaeldoginudu
SLLIANTeaY 18 dUm1 Leavinn1snsiainseauladuludanludunvin 6, 12, 18 way
Y ¢ = & Y] v ) L. ) ¢ A
dUmun 22 FadussezanasnInylIgngnsulTEnIuen ezetimibe WU 4 dUa1m LD
Wiguiigudeyaseaulviuludenneunasndilden ezetimibe TudUna1win 6, 12 wagduann
#1 18 wudn gureiiuuliduesesu LDL-C, TC, TG, Adngiu TC/HDL-C uagAdngiu LDL-

Y

C/HDL-C waduiianasainneuldsn ezetimibe ag1siitivd1Agn1eads eniiuszayu HDL-C Al
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Anfinduiisndntes walifianuuandisedsdlideddgniead deyasivaziBeanis

4

Wsuisuszaulviiuludennaulasnaslten ezetimibe Aauwanslum1san 8

AN519% 8 LWisususyaulduluidennauwarniadhten ezetimibe

o Sovazlneiaie
AR[Y = R
Arszaulvduludon o Mdsuudag P-Value
AU UUANINIFUY
“ WawSsuiisuiuduansiusn®
LDL-C (fia@n3usiain@ans)
FUanoifl 0 165.4 + 26.8 - .
FUnvidi 6 1235 + 31.2 254 <0.001"
FUaniif 12 127.8 + 32.2 228 <0.001"
FUanidi 18 126.8 + 32.7 - 233 <0.001"
FUaiidi 22 152.9 + 34.7 76 0.045"
TC (@adnsusanTans)
FUanaifl 0 238.2 + 34.6 - .
FUaift 6 193.9 + 35.6 - 186 <0.001"
FUaidi 12 207.1 + 35.4 131 <0.001"
FUaidi 18 202.4 + 38.7 - 15.0 <0.001"
FUanifi 22 2267 + 353 4.8 0.069
HDL-C (@iadnsunaindans)
FUanaifl 0 573 + 135 - -
FUaiii 6 60.2 + 19.6 +49 0.157
FUaidi 12 572+ 15.4 0.2 0.478
FUail 18 58.5 + 15.0 +2.1 0.288
FUaiii 22 56.9 + 13.9 0.7 0.417

* 4 = 1fiudy, - = anag, T = PValue < 0.05
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AN519% 8 Wisususyaulvduluidennauwarniadlten ezetimibe (#0)

o Lovazlnoiade
ALRRY £ \ ,
Aszaulvduluion o IRIGERIEY P-Value
AU UUANINIFIUY
“ WawSsuiisuiuduansiusn®
TG (faansuraLn@ans)
FUaniiti 0 2733 + 106.0 - -
FUniTi 6 210.8 + 68.4 229 <0.001"
FUaniiT 12 241.2 + 101.1 118 00317
FUaniifi 18 213 + 813 221 <0.001"
FUaiidi 22 2263 + 83.8 172 0.007"
TC/HDL-C
FUaniiTi 0 44+13 - -
FUnvidl 6 3.4+ 09 -21.9 <0.001"
FUaniif 12 39+12 ~121 0.009 T
FUaniifi 18 37+ 1.1 ~162 0.002 "
FUaiidi 22 43+ 146 23 0.314
LDL-C/HDL-C
FUaniifi 0 31+ 1.0 - -
FUaiifi 6 22+08 281 <0.001"
FUaidi 12 24+09 204 <0.001"
FUaniitl 18 23+09 -24.4 <0.001"
FUpniiTi 22 29+12 - 6.5 0.218

* 4 = 1fiudy, - = anag, T = P-Value < 0.05
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seaulvsiiluideasilasundamanisiden ezetimibe
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i 6 duavinl 12 #Uavin 18 dumifl 22

JUN 2 SevavlngiadevesseiulviulufoniiuasuulanilonSeuiguiuduaiusn

=

WodmserdayalSouieusesazslnunasvasseaulviuludenilasuldagiie

Y

Wisuisuriuduaviusnieugtaslden ezetimibe fauanslugud 2 wuin ludunvii 6
AUaeilsesiu LDL-C, TC, TG, Adnaiu TC/LDL-C wagadndiu LDL-C/HDL-C anauiowieu
fuduaviwen wiiusesay 25.4 (P < 0.001), 18.6 (P < 0.001), 22.9 (P < 0.001), 21.9 (P <
0.001) uay 28.1 (P < 0.001) sy Tudaid 12 fiheiiszdu LDL-C, TC, TG, Adndiu
TC/LDL-C wagAdndiu LDL-C/HDL-C anauilawfisufudunviusn wiriufosas 22.8 (P <
0.001), 13.1 (P < 0.001), 11.8 (P = 0.031), 12.1 (P = 0.009) waz 22.4 (P < 0.001) AIUGNU
warluduavid 18 AUaeilsediu LDL-C, TC, TG, Adnaiu TC/LDL-C uazrdndiu LDL-

C/HDL-C anasiofieuiuduaiviusn whiudesas 23.3 (P < 0.001), 15.0 (P < 0.001), 22.1

[

(P < 0.001), 16.2 (P < 0.001) uay 24.4 (P < 0.001) MUAU Teiinuin Sevarlnaiaisves

LDL-C, TC, TG, Andnd1u TC/LDL-C uavAdndiu LDL-C/HDL-C fmsiasundatanasogig

No o w aa | Y} sal o a X ° o Y & A a
HUYHAN quﬂaﬂmiunﬂ?jﬁﬂﬁﬂﬂqﬁquﬂ']i@]@@]']ll@]ﬂ'ﬂﬂ 119U 3¢¥mU HDL-C €U UAILRaY
-3 A

dnTu ludUa1ii 6 wazduansiii 12 iy Seeay 4.9 (P = 0.157) uag 2.1 (P = 0.288)

' (%
v oA al Y

ANUAIPU WANaULAIRAYARAILUAUAINN 12 WiNAU Sa8as 0.2 (P = 0.478) WAL NS

o w aa

Wasuwlaawessyeu HDL-C liflhjuddn1sana

<
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Tusgninsmsfamuginenasassezinan 18 §Uni Anslden ezetimibe wud &
Fruaufinedifisedu LDL-C anasnaufadminevesmsinunnngluiuludengsmanasi
93 NCEP/ATP Ill (LDL-C < 130 fa@nfusieln@dns) filndidssiulunsazdisveansnniy
nan133nw Ao Tudun1vid 6 1 19 518 (Gevay 59.4) dUn1idl 12 51 21 578 (Fevaz 65.6)
uay dUamii 18 31 18 318 ($evaz 56.3) AUy

devmsiieneingudos Wovinnusuifisuseduluiuludeaniendennd
funemyalden ezetimibe TUwdnduszozinanunu 4 dUnvi (sfivgalden ezetimibe Ll
3987 ezetimibe 99NINT1NY TEUINTUANT 18 wavdUnsiai 22; washout period)
wuin AszdvlviuludenynuiaGunduidignnzuninudumielndidssdisuduieunis
$nw Taagnuin Senedsvesseiuluiuludonudazviin ludunsii 22 IndiAssfuduam
usnroudulden ezetimibe doyaiuouiisuszauluiiludondunsii 18 uazdunsin 22

AILEAILUAITI9N 9
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M19197 9 WisususeaulviuluionvesrthesenindUavial 18 uagdunnmin 22

Anade Sovazlneiaie
Arszaulvdiuludon , o P-Value
+ ANUBUUNIATIIY Mmudsuulac*

LDL-C (fadnsusaLndans)

FUaidl 18 126.8 + 32.7 : ;

FUaidl 22 152.9 + 34.7 +26.1 <0.001"
TC (@adnsusanTans)

FUaidl 18 202.4 + 38.7 . .

FUaiii 22 226.7 + 353 +24.3 <0001"
HDL-C (fiadn3usandans)

FUaiil 18 585 + 15.0 - -

FUaidi 22 56.9 + 13.9 16 0.143
TG (faansusaLn@ans)

FUaiil 18 213 + 813 - -

FUaiidi 22 2263 + 83.8 +133 0.169
TC/HDL-C

FUaniiti 18 37+ 1.1 - -

FUpniiT 22 43+ 1.4 +0.6 <0001"
LDL-C/HDL-C

FUaidi 18 23409 . -

FUanidi 22 29+ 12 +0.6 <0.001"

* 4 = 1fiudy, - = anag, T = P-Value < 0.05

devinisiFeuiisunisussiiuanudswesnisiialsailaas vaoniden vo
faevis 32 918 $eaun13N13YiLIEYea Framingham 10-year risk score noukayndsaInd
fuaelden ezetimibe wuin fhefirazuuuanudssweinsiinlsaiilauazasnideniag
\ndey anasninfevar 6.9 + 5.5 1Judesay 5.1 + 3.5 eg1eled1Ayn19adn (P-value <

0.001) kaztiaUseiUAINULELIUBINISIAALSA LALALNADALEDA AI8A1EnEIY TC/HDL-C

wawednaIw LDL-C/HDL-C maugnulumie wud ardnaiu TC/HDL-C luwewne uaglune



41

N9 anagan 4.5 = 1.2 0w 3.7 + 1.3 (P = 0.04) wavan 4.3 + 1.4 100 3.6 + 1.0 (P =

a v LY o/

0.006) g HldEd1AYNISEDR A NEIGU wazAdadIl LDL-C/HDL-C Tuwnavie wazluina

a9 8na991n 3.2 + 0.9 19U 2.4 + 0.9 (P = 0.009) Lazan 3.0 = 1.1 10U 2.3 £ 0.8 (P =

a o [ o [y

0.002) g 9ddydIAYNNEDR AUaIRU [WWRAINU Taenusin1TUszidune A dndiues
szaulvdiunsaesyiiniaziinnuuandaiuesnluuazuiuinaresiUliemey (n1AKUIN %)
dmiutoyaSoumisunisusediuanudsavasnsiialsnrialiuas vaeniennouwasnadly

g1 ezetimibe AILAAIIUAITIN 10

A15199 10 WIgUNBUNISUTLIUANULELIUDINITHIALIATI LALAENADALADANDULAZ NG

1981 ezetimibe

naulden waslten
%’aga ezetimibe ezetimibe P-value
(fUaiusn) (EUniii 18)

CVD Framingham 10-year risk score

. y D 6.9 + 55 51+35 < 0.001*
(Sovazlaaiade + ATERUUINATIIN)
AdadIu TC/HDL-C TugfUreinevng

L o4 45+ 1.2 37+13 0.04*
(Anede + ALdetULLINIgIY)
Ardasu TC/HDL-C TugUasiwands

L 43+ 14 3.6 + 1.0 0.006*
(Aady + ALTJELUUNINTEIN)
A1das LDL-C/HDL-C TugUasinavney

LS Do 3.2+09 24+ 0.9 0.009*
(Anede + ALdeduuInIgIl)
Adadu LDL-C/HDL-C Tuguneimeamds

L o4 30+ 1.1 23+08 0.002*
(Anede + ALdeUuLINIgIY)

* P-value < 0.05
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5. dagandnauasnizvanislden ezetimibe luszezdusauivenigdqeldaginn

[
Y

nasaniguaelden ezetimibe Lusveriaa1visdu 18 dUani wasziinasvgalden
. . Id [} & 1 3.11 A a % 2N | =2
ezetimibe L JuLIa1 4 dUa1vnoanUu LwammmmmmﬂaamﬂsJﬂuammsm’ma'm’ﬁhmﬂ

UszasAannnislden ezetimibe Tuguaeiia 32 518 Neglulasanisidvauasu 22 dUam L

' '
o LY Y

PUIIBIUNISEAADINTS lITIU ST asARFuNUS AU NEU1elASU LazilioIAsIERAIULANANY

Y

YDINANTNTIINWIIUJURNsTIURRsAuUaendelunislden (Laun Liver function tests,

renal function tests wag complete blood count) s¥nI19naULarnaIlEE1 ezetimibe

o w a

wud LiflanuunnseiuegrelidedrAynsadlunngisduavinvinisianiugdig dauans

o

Tums1adi 11

' 1%
sl a

' 3 = K v e vy PN Y] | =2 =
@El’]\‘iiiﬂ@’m ELUﬂ'ﬁﬂﬂUWUN%IU'JEJ 135178 ‘V]IVT‘?J@?;IJ@LﬂEJ']ﬂUE]'m’ﬁlﬂWﬂUi%ﬁﬂﬂVlLﬂ@sﬂu

v

MenFanlden ezetimibe 1 2 Tu gUiengasudseniuen wazuduiTensuiui Jeya
| e say v o XY wa Y Y 1 av Yo =1 U o Voo
a1nsliaUszasanlaannisdunivaldnUseTagUae laun dlde asulleasudd uasddn
Urnllosnuds §UieiinAnuiang ngalden ezetimibe Wuil wasudwITensiu aends
NNITeNI U okugihgthendunnsasianiegiuil wudl nan13n$19519neUnd AHa
nsnsIaneesuuinisegluseauund Neseduteuleyl CK, AST way ALT agluseduund
5989 U926 liver function tests, renal function tests wag complete blood count agﬂu

SLAUUNG
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(Concomitant medications)

Ay o

M99 LARITIENITEINTVBINIA MUNIT LY TLNINNTINIFE*

a v v
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(Contraindication)

Ay Y [ o & 14 v
FYNITYINABITSUATSINNAINDT L‘LJL!G\ENGLGU

Ergotamine group (Ergotamine

tartrate, Methergin)

Alprazolam, Diazepam

Lovastatin, Simvastatin

Trazodone (14149 Trazodone ﬂsajt:;:ﬂ’wi"i’fm

Saquivavir)
Rivaroxaban Amitriptyline, Nortriptyline
Amiodarone Phenytoin, Phenobarbital

Corticosteroid (Fluticasone,

Budesonide)

Corticosteroid #28u ¢ wonuilean Fluticasone
way Budesonide @u Dexamethasone Taanie

BaNEU 9 Wt

Sildenafil

Tadalafil, Vardenafil

Midazolam, Triazolam

Finasteride

St.John’s Wort preparations

Cholestyramine

Cyclosporine, Sirolimus, Tacrolimus

Verapamil, Diltiazem

*n3ldesienisiana1ilieglunaeiiaseninaunmdideuas unme

va o ¢

Hvinn1sSnw




AMANUIN R

U= v Y
wuuuunnveyagUie

85



86

Case Record Form | Version 1.3 date 26/07/2557 | Patient Code:

SHORT-TERM EFFICACY AND SAFETY OF ADDING EZETIMIBE TO CURRENTLY USED LIPID-LOWERING DRUGS IN HIV-INFECTED PATIENTS RECEIVING PROTEASE INHIBITORS

Case Record Form

SHORT-TERM EFFICACY AND SAFETY
OF ADDING EZETIMIBE TO CURRENTLY USED
LIPID-LOWERING DRUGS IN HIV-INFECTED PATIENTS

RECEIVING PROTEASE INHIBITORS
[Research protocol code: SO03h/57]

Clinical Trial Site: Bamrasnaradura Infectious Diseases Institute
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Case Record Form | Version 1.3 date 26/07/2557 l Patient Code:

SHORT-TERM EFFICACY AND SAFETY OF ADDING EZETIMIBE TO CURRENTLY USED LIPID-LOWERING DRUGS IN HIV-INFECTED PATIENTS RECEIVING PROTEASE INHIBITORS

Visit 1: Screening

Screening Informed Consent Form singed CIN[OY 5 1 [ LN SR [——
Part 1: Demographic Data |
1.Gender []Male []Female 2.Age yr 3.Ht cm 4.Wt kg 5.BMI kg/m?

6.Right to health access 6.1 []UC 6.2 []SS56.3 L1 CSMBS 6.4 [ Insurance 6.5 L] Cash
7.Drug allergy (] NKDA [ Hx

8.Social History 8.1 Smoking habit [J No [ Yes rolls/day/week
8.2 Alcohol consumption [J No [ Yes servings/day/week
9.Food habit [ ] Vegetarian [J] Non-Vegetarian (Mix) [J Muslim
10.Waist circumference inches 11.Family Hx of CHDCON J Y
12.Vital signs BP mmHg P /min Temp °oc RR /min

Part 2: History of Present lliness
Medical history: Is there any relevant medical history in the following systems?

Code System *Yes | No Code System *Yes | No
2.1 | Allergy to any drugs or food 2.10 Cardiovascular
2.2 Allergy disorder 2.11 Dermatological
2.3 Drugs within last 1 month 2.12 Musculo-skeletal
2.4 Asthma 213 Haematological
2.5 Pulmonary tuberculosis 2.14 Neoplasia
2.6 Diabetes mellitus 2.15 Neurological
2.7 Hypo/ Hyperthyroidism 2.16 Psychological
2.8 Gastro-intestinal 2.17 | Eyes, ears, nose, throat
2.9 Hepato-biliary 2.18 Other

* If Yes for any of the above, enter the code for each condition in the boxes below; give further details
(including dates) and state if the condition is currently or potentially active. If giving details of surgery
please specify the underlying cause. Use a separate line for each.

ive?
Code Details Currently Active?

Yes No

Recorded by: ...
(Physician/Investigator/Nurse)

SHORT-TERM EFFICACY AND SAFETY OF ADDING EZETIMIBE TO CURRENTLY USED LIPID-LOWERING DRUGS IN HIV-INFECTED PATIENTS RECEIVING PROTEASE INHIBITORS
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Case Record Form | Version 1.3 date 26/07/2557 l Patient Code:
SHORT-TERM EFFICACY AND SAFETY OF ADDING EZETIMIBE TO CURRENTLY USED LIPID-LOWERING DRUGS IN HIV-INFECTED PATIENTS RECEIVING PROTEASE INHIBITORS

Part 3: Medicines Receiving Data | Current Medicines

Strengths 6 months Started/Changed/Stopped Detail*

Medicine Regimen =
(mg) 8! prior to study (& Lab i.e., CD4, VL, Lipid profiles, Renal function tests, LFTs)

3.1 ARV

aNgdy
ONDOY
ONDOY
ONOY

3.2 Lipid-lowering agents

aoNgy
ONDOY

3.3 Other medicines

ONDOY
aoNOy
ONDOY
aoNngy
ONDOY

(0](0] 0] ©](C] (O] N ©](C] N ©] 0] ©] O

aoNngdy

*Additional Note: ....

Recorded by: .........ccoooeeveeeeinercee e
(Physician/Investigator/Nurse)

Part 4: Physical examination (to be carried out by medical staff only)

Code System *Abnormal Normal
3.1 General Appearance O O
3.2 Head and Neck O O
3.3 Eyes, ears, nose, throat O O
3.4 Heart O O
3.5 Chest and Lungs O O
3.6 Breast O O
3.7 Abdomen O O
3.8 Pelvic O O
3.9 Neurologic O O
3.10 Mental status O O
3.11 Skin O O
3.12 Musculo-skeletal O O
3.13 Extremities and back O O

* If Abnormal enter the code for each condition in the boxes below and give brief details. Please
use a separate line for each condition.

SHORT-TERM EFFICACY AND SAFETY OF ADDING EZETIMIBE TO CURRENTLY USED LIPID-LOWERING DRUGS IN HIV-INFECTED PATIENTS RECEIVING PROTEASE INHIBITORS
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Case Record Form | Version 1.3 date 26/07/2557 l Patient Code: _ _—

SHORT-TERM EFFICACY AND SAFETY OF ADDING EZETIMIBE TO CURRENTLY USED LIPID-LOWERING DRUGS IN HIV-INFECTED PATIENTS RECEIVING PROTEASE INHIBITORS

. Currently Active?
Code Detail )
Yes No
Recorded BY: onmsnannnmnmnnnnnns
(Physician)
Part 5: Laboratory Test (Efficacy-related)
h
Labs invest. Unit Ref Range % e . Detail
prior to study | Screening
5.1 Lipid profile outcome
LDL-C mg/dL <130
TG mg/dL <150
HDL-C mg/dL > 40
TC mg/dL <200
TC/HDL-C - <45M,<40F
LDL-C/HDL-C - <3M,<25F
5.2 Virological outcome
3 > 200
cD4 cells/mm (> 350 is target)
: . <20,
Viral Load copies/mL undetectiiia

Recorded by: ........cccoccviiiniricciccnicnann
(Physician/Investigator/Nurse)

SHORT-TERM EFFICACY AND SAFETY OF ADDING EZETIMIBE TO CURRENTLY USED LIPID-LOWERING DRUGS IN HIV-INFECTED PATIENTS RECEIVING PROTEASE INHIBITORS
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SHORT-TERM EFFICACY AND SAFETY OF ADDING EZETIMIBE TO CURRENTLY USED LIPID-LOWERING DRUGS IN HIV-INFECTED PATIENTS RECEIVING PROTEASE INHIBITORS

Part 6: Laboratory Test (Safety-related)

3 months At Result
Labs invest. Unit Ref Range prior to - Detail
study Screening | Abnormal Normal
6.1 Liver Function Test
AST 1U/L 0-31
ALT 1U/L 0-31
ALP 1U/L 35-104
Total bilirubin mg/dL 0-1
direct bilirubin mg/dL 0-0.2
6.2 Renal Function Test
BUN mg/dL 7-20
Ser mg/dL 0.5-09
mL/min/1.73
eGFR (CK’lT)‘-ZEPI a S:: 4gse) -
equation)
6.3 Complete Blood Count
WBC 103/uL 45-8
RBC 108/uL 3.7-5
Hb g/dL 11-14
Hct % 35-41
Mcv fL 80 -97
MCH pg 25-35
MCHC g/dL 30-36
RDW % 13.9-16.1
MPV fL 7-115
PLT Count 10°/puL 140 - 400
PLT Smear - -
Neutrophil % 36-70
Lymphocyte % 23-57
Monocyte % 2-10
Eosinophil % 1-5
Basophil % 0-3
RBC morphology - -
6.4 Muscle related (As indicated)
ck | wn [ 38-17a | [ | | [
6.5 Pregnancy Test (Female Only)
Preg Test I - I Neg(O) I I I I I

All Final Lab Results: CINormal O Abnormal not contradict O Abnormal contradict study**
**Descriptions:

Recorded by: ..o e
(Physician/Investigator/Nurse)

SHORT-TERM EFFICACY AND SAFETY OF ADDING EZETIMIBE TO CURRENTLY USED LIPID-LOWERING DRUGS IN HIV-INFECTED PATIENTS RECEIVING PROTEASE INHIBITORS
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Case Record Form | Version 1.3 date 26/07/2557 l Patient Code:

SHORT-TERM EFFICACY AND SAFETY OF ADDING EZETIMIBE TO CURRENTLY USED LIPID-LOWERING DRUGS IN HIV-INFECTED PATIENTS RECEIVING PROTEASE INHIBITORS

Part 7: Inclusion & Exclusion criteria

1. Inclusion criteria Yes No*
1.1 Subject is competent and willing to sign consent form. a |
1.2 Ages 2 18 years old male or female who was HIV-infected with dyslipidemia (] (]
1.3 Receiving protease inhibitors which unchanged dosage and regimen within 6 o o

months prior to the study

1.4 Receiving lipid-lowering drugs (statins alone or combination therapy with
statins + fibrates) which unchanged dosage and regimen within 6 months prior a |
to the study

1.5 Has hyperlipidemia over 3 months prior to the study O O

* If any inclusion criteria are ticked No then the patient is not eligible for the study.

2. Exclusion criteria Yes*

i
O g

2.1 For female: pregnant or lactating

2.2 Abnormal laboratory values on the laboratory evaluations
2.2.1 LFTs (AST, ALT > 3X of ULN)
2.2.2 Renal function tests (CKD stage = stage 3B)
2.2.3 Complete blood count (PLT < 100,000 cell/mcL)
2.2.4 CD4 < 200 cell/mm3

2.3 Concomitant use of medicines or herbs that might interfere with lipid
metabolism such as corticosteroids, phenytoin, amiodarone

2.4 History/evidence of gastrointestinal disorders, Gl malabsorption

2.5 History/evidence of diseases or syndromes that might interfere with lipid
metabolism such as diabetes, liver diseases, thyroid disorders

2.6 Blindness or others disabilities that might affected the patient self-care

OO oo o|oooo
OO oo o|oooo

2.7 History of drug allergy to ezetimibe or its components

* |If any exclusion criteria are ticked Yes then the patient is not eligible for the study.

Part 8: Subject is SUITABLE /UNSUITABLE to participate in the study.
[0 SUITABLE (ENROLLMENT TO STUDY PERIOD, SUBJECTID __ )
[0 UNSUITABLE (Please specify)

Recorded BY: ....uumisasmasmsssisossiss
(Physician/Investigator/Nurse)

Checked by: .oonmnsnnnamnasmasas
(Physician/Investigator)

SHORT-TERM EFFICACY AND SAFETY OF ADDING EZETIMIBE TO CURRENTLY USED LIPID-LOWERING DRUGS IN HIV-INFECTED PATIENTS RECEIVING PROTEASE INHIBITORS
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Case Record Form | Version 1.3 date 26/07/2557 | Patient Code:

SHORT-TERM EFFICACY AND SAFETY OF ADDING EZETIMIBE TO CURRENTLY USED LIPID-LOWERING DRUGS IN HIV-INFECTED PATIENTS RECEIVING PROTEASE INHIBITORS

Visit 2: Study Period | (Week 6) Date ......../..cccce.f ceneneeee | SubjectID __
1.Starting date on Day 1 (Ezetimibe 10 mg OD): wsnsmonseflosrsonnsiflbssanssss
2.Ending date @Visit 1, Day 42 or Day ...... (Ezetimibe 10 mg OD): ORSNE LR— p—
3.Ht cm 4. Wt kg 5.BMI kg/m? 6.Waist circumference inches
7.Vital signs BP mmHg P /min  Temp °C RR /min

Part 1: Physical examination (to be carried out by medical staff only)

Code System *Abnormal Normal
1.1 General Appearance O O
1.2 Head and Neck O O
1.3 Eyes, ears, nose, throat O O
1.4 Heart O O
1.5 Chest and Lungs O O
1.6 Breast O O
1.7 Abdomen O O
1.8 Pelvic O O
1.9 Neurologic O O

1.10 Mental status O O
1.11 Skin O O
1.12 Musculo-skeletal O O
1.13 Extremities and back O O

* If Abnormal enter the code for each condition in the boxes below and give brief details. Please
use a separate line for each condition.

Code Detail Currently Active?
Yes No
Recorded BY: .....cuwaiimssmssmissmsisaies
(Physician)

SHORT-TERM EFFICACY AND SAFETY OF ADDING EZETIMIBE TO CURRENTLY USED LIPID-LOWERING DRUGS IN HIV-INFECTED PATIENTS RECEIVING PROTEASE INHIBITORS
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Case Record Form | Version 1.3 date 26/07/2557 l Patient Code:

SHORT-TERM EFFICACY AND SAFETY OF ADDING EZETIMIBE TO CURRENTLY USED LIPID-LOWERING DRUGS IN HIV-INFECTED PATIENTS RECEIVING PROTEASE INHIBITORS

Part 2: Medicines Receiving Data | Current Medicines

il*
Medicine Strengths Regimen Week 6 Detail

(mg) (& Lab i.e., CD4, VL, Lipid profiles, Renal function tests, LFTs)

2.1 ARV

aNgdy
ONDOY
ONDOY
ONOY

2.2 Lipid-lowering agents

aoNgy
ONDOY
aoNOdy

Ezetimibe 10 1x1

2.3 Other medicines

aoNOy
ONDOY
aoNngy
ONDOY
aNgy
ONDOY

O] OBl IPPIEE
5l

O Exclude [if I N found at ONCE! only 2.1 & 2.2] [ Continuing to the next visit
FAAAIIONAI NOTE: ......ooeeiiiecie ettt ettt s e e e ehs e b s ebs e bbb bse i bbbt s s ees s

Récorded bY: o
(Physician/Investigator/Nurse)

Part 3: Laboratory Test (Efficacy-related)

Labs invest. | Unit | Ref Range | At Screening | Week 6 I Detail
3.1 Lipid profile outcome
LDL-C mg/dL <130
TG mg/dL <150
HDL-C mg/dL > 40
TC mg/dL <200
TC/HDL-C - <45M,<40F
LDL-C/HDL-C = <3M,<25F
3.2 Virological outcome
cD4 cells/mm? & 3520 izs??rgen
Viral Load copies/mL und:tig,able

Recorded by: ............
(Physician/Investigator/Nurse)

SHORT-TERM EFFICACY AND SAFETY OF ADDING EZETIMIBE TO CURRENTLY USED LIPID-LOWERING DRUGS IN HIV-INFECTED PATIENTS RECEIVING PROTEASE INHIBITORS
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Case Record Form | Version 1.3 date 26/07/2557 l Patient Code:

SHORT-TERM EFFICACY AND SAFETY OF ADDING EZETIMIBE TO CURRENTLY USED LIPID-LOWERING DRUGS IN HIV-INFECTED PATIENTS RECEIVING PROTEASE INHIBITORS

Part 4: Laboratory Test (Safety-related)

Labs invest. Unit Ref Range | At Screening Week 6 Detail
4.1 Liver Function Test
AST 1U/L 0-31
ALT 1U/L 0-31
ALP 1U/L 35-104
Total bilirubin mg/dL 0-1
direct bilirubin mg/dL 0-0.2
4.2 Renal Function Test
BUN mg/dL 7-20
Ser mg/dL 0.5-0.9
mbL/min/1.73
m? <
eGFR (CKD-EPI SS Agse) -
equation)
4.3 Complete Blood Count
WBC 10°/uL 45-8
RBC 10%/uL 3.7-5
Hb g/dL 11-14
Hct % 35-41
MCV fL 80-97
MCH pg 25 -35
MCHC g/dL 30-36
RDW % 13.9-16.1
MPV fL 7-115
PLT Count 10%/uL 140 - 400
PLT Smear - -
Neutrophil % 36-70
Lymphocyte % 23-57
Monocyte % 2-10
Eosinophil % 1-5
Basophil % 0-3
RBC morphology - -
4.4 Muscle related (As indicated)
ck | wn ] 38-17a |
4.5 Pregnancy Test (Female Only, as indicated)
Preg Test I - | Neg(©O) |
4.6 Other
Blood Sugar I mg/dL | 100- 125 | I I

All Final Lab Results: ONormal [ Abnormal not contradict [ Abnormal contradict study**
**Descriptions:

Recorded bV: «o.cooinonmmmmnasans:

(Physician/Investigator/Nurse)

SHORT-TERM EFFICACY AND SAFETY OF ADDING EZETIMIBE TO CURRENTLY USED LIPID-LOWERING DRUGS IN HIV-INFECTED PATIENTS RECEIVING PROTEASE INHIBITORS
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Case Record Form | Version 1.3 date 26/07/2557 l Patient Code:
SHORT-TERM EFFICACY AND SAFETY OF ADDING EZETIMIBE TO CURRENTLY USED LIPID-LOWERING DRUGS IN HIV-INFECTED PATIENTS RECEIVING PROTEASE INHIBITORS

Part 5: Adverse drug events (ADEs) follows up | Check List

At

Signs & Symptoms Eoxeening Week 6 Detail
5.1 Gastrointestinal & urinary
1.Diarrhea aoNgy oNgy
2.Nausea/Vomiting oNOy [ ONOY
3.Increase liver enzymes oNOy [ ONOY
3L LT AST ot et ettt e e eee oNgay ONOy
3.2 I ALT oot e ONOY | ONOY
B THAP ssssivansnniwssinzins oNgy ONOY
3.40cCK e ONOY | ONOY
4.Cholelithiasis/cholecystitis oNOy [ ONOY
5.Jaundice aoNgy oNgy
6.Pancreatitis ONDOY oNQgy
7.Abdominal pain oNOy [ ONOY
8.Urine disorders oNOy oNgy
...................................................................................... ONOY | ONOY
5.2 Respiratory
1.Cough oNOy [ ONOY

2.Upper Respiratory tract symptoms;

Nasopharyngitis, Sinusitis, URI, ........ccoccevurerirevrncrinnen 0Tl CIMETY

5.3 Immunology

1.Anaphylaxis oNnOy [ ONOY
2.Angioedema aoNgy oNgay
3.Rash ONOY | ONOY
4.Urticaria aoNgy oNgy

...................................................................................... aoNgy OoNOy

5.4 Musculoskeletal system

1.Myalgia oNgy oNgy
2.Myopathy ONOy | ONOY
3.Rhabdomyolysis oNOy [ ONOY
4.Arthralgia ONOy | ONOY
5.Fatigue onNnOy oNgay
6.Back pain OonNOy [ ONOY

aonNgy aoNoy

5.5 Nervous system

1.Dizziness onNnOy oNgy
2.Paresthesia oNOyY oNOy
3.Headache onNOy oNOy
...................................................................................... oNOy oNgdy
5.6 Psychiatry
1.Depression oNOy OoNOdy
...................................................................................... ONOy | ONOY
5.7 Hematology
1.Thrombocytopenia ONOy | ONOY

.................................................................................... ONOy | ONOY

* If Abnormal (Y-YES) enter the code for each condition in the boxes (Next Page) and give brief details. Please
use a separate line for each condition.

SHORT-TERM EFFICACY AND SAFETY OF ADDING EZETIMIBE TO CURRENTLY USED LIPID-LOWERING DRUGS IN HIV-INFECTED PATIENTS RECEIVING PROTEASE INHIBITORS
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Case Record Form | Version 1.3 date 26/07/2557 l Patient Code:
SHORT-TERM EFFICACY AND SAFETY OF ADDING EZETIMIBE TO CURRENTLY USED LIPID-LOWERING DRUGS IN HIV-INFECTED PATIENTS RECEIVING PROTEASE INHIBITORS

Date, (Week) Code Detail Serious or Not?
OnOy

aon0Oy
OnOyY
ONOyY
ONOy
OnOy
OonNOy

Did any serious adverse event/adverse event occur during this period of the study? (If Yes fill serious
adverse event/adverse event record form) O ves OO No (At Week ...../Date ...
* If occurred AE, SAE, ADR please recorded and report to Principle Investigator

Recorded by: ..o
(Physician/Investigator/ Nurse)

Part 6: Drug Interactions & management
Drug Interactions [ Found [ Not found [ Clinical Significant [ Not Significant

Drug Interactions: + + .classJ1020304

ADRS (CAUISE TFONMY DY s s s s o s e s o S N e S S SR S S A TS 00
Management* [] Change/modified Lipid lowering agents [] Change/modified ARV [] Others

* If any changes in Dosage or Regimen of ARV or Lipid-lowering agent, patient must be excluded.

Recordet bye ...
(Physician/Investigator/Nurse)

SHORT-TERM EFFICACY AND SAFETY OF ADDING EZETIMIBE TO CURRENTLY USED LIPID-LOWERING DRUGS IN HIV-INFECTED PATIENTS RECEIVING PROTEASE INHIBITORS
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SHORT-TERM EFFICACY AND SAFETY OF ADDING EZETIMIBE TO CURRENTLY USED LIPID-LOWERING DRUGS IN HIV-INFECTED PATIENTS RECEIVING PROTEASE INHIBITORS

Part 7: Life Style screening

Life Style Screening At screening | Week 6 Detail
1 Smoking habit Note No or Yes
.................. rolls/day/week ONOY aoNOy
2 Alcohol consumption Note No or Yes
.............. drinks/day/week oNgdy oNgdy
3 Sedentary (Activities/work) Note (Routine life style) No or Yes

oNn0Oy OoNnOy

4 Exercise data Note No or Yes

. 2-3 days/week dation:
< 30 min/day/week oNngdy oNQgdy 2ys/week as fecommencation
30 - 45 min/day/week ONOY aoNOy
> 45 min/day/week oNgay oNgy
5 Diet control Note (Types of foods) No or Yes

Food ion behavior:

O High Fat onNdy |[OnOy
[J High Protein onNngdy oNnOdy
[ High Carbohydrate oNgay oNgay
[0 Vegetarian/Dietary fiber ONOY aoNOdy

Additional note: [Other medicines prescribed or Self-medication data included (Exception from research medicines)]

Recorded by: ....cunnunmnsisna
(Physician/Investigator/Nurse)

SHORT-TERM EFFICACY AND SAFETY OF ADDING EZETIMIBE TO CURRENTLY USED LIPID-LOWERING DRUGS IN HIV-INFECTED PATIENTS RECEIVING PROTEASE INHIBITORS
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SHORT-TERM EFFICACY AND SAFETY OF ADDING EZETIMIBE TO CURRENTLY USED LIPID-LOWERING DRUGS IN HIV-INFECTED PATIENTS RECEIVING PROTEASE INHIBITORS

Part 8: Medication Adherence follows up

B Strengths % Dispensed Remain % .
Medicine (m:; Regimen (")I'ab) (Tab) Adfiaranica Detail

8.1 ARV

©)

©

©)

©)

8.2 Lipid-lowering agents
O)
©)
Ezetimibe 10 1x1 O pc
O Exclude at Week ____[if participant has adherence levels less than 80%]

[ Continuing the Next Visit to Completed the Study [if participant has adherence levels more than 80%]

Medication Adherence Calculations: [Pills count method]

% Adhierence = Number of pills prescribed (or supposed to be taken)—Number of pills missed
° B Number of pills prescribed (or supposed to be taken)

x 100

Part 9: Risk Assessment for estimating 10-year Risk of Having a Heart Attack

9.1 10-Year CHD Risk Score (RAMA-EGAT Heart Score; Traditional risk factor, Simplified):

Score -2 0 2 3 4 5 6 8 10
Age 35-39 40-44 45-49 50-54 55-59 60-65 265
Gender Female Male
Chol (mg/dL) <280 >280

or drug
therapy
Smoking No Yes
DM No Yes
HT No Yes
Waist Below Above

circumference* " ¢
*Waist circumference: male 2 36 inches, female > 32 inches

::::-2012345678910111213141516171819220

10-yr

Rsk fO|JO|1 (|21 (f(1f1|1|1|2 (2 (23|44 )|5|6 |8 |9 |11(14|16| 20
(%)

10-year CHD Risk assesses. (RAMA-EGAT Heart Score)
At Screening (Week 0) SEOTE: v (asmsnsmvinns %)
Week 6 Y olo] (IR - %)
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SHORT-TERM EFFICACY AND SAFETY OF ADDING EZETIMIBE TO CURRENTLY USED LIPID-LOWERING DRUGS IN HIV-INFECTED PATIENTS RECEIVING PROTEASE INHIBITORS

9.2 10-Year CHD Risk Score (Framingham Risk Score):

Men Women
Age Points Age Points
20-34 9 20-34 7
35-39 4 35-39 -3
40-44 0 40-44 0
45-49 3 45-49 3
50-54 6 50-54 6
55-59 8 §5-59 8
60-64 10 60-64 10
65-69 1 65-69 12
70-74 12 70-74 14
75-79 13 7579 16
Total Points Total Points
Cholesterol Age 20-39 40-49 50-59 60-69 70-79 Cholesterol Age 20-39 40-49 50-59 60-69 70-79
<160 0 0 0 0 0 <160 0 0 0 0 0
160-199 4 3 2 1 0 160-199 4 3 2 1 1
200-239 7 5 3 1 0 200-239 8 6 4 2 1
240-279 9 6 4 2 1 240-279 1 8 5 3 2
280 1 8 5 3 1 280 13 10 7 4 2
Points Points
Age 20-39 40-49 50-59 60-69 70-79 Age 20-39 40-49 50-59 60-69 70-79
Nonsmoker 0 0 0 0 0 Nonsmoker 0 0 0 0 0
Smoker 8 5 3 1 1 Smoker 9 7 4 2 1
HDL Systolic BP HDL Systolic BP
(mg/dL) Points (mmHg) Untreated Treated (mg/dL) Points (mmHg) Untreated  Treated
60 | <120 0 0 60 =1 <120 0 0
50-59 0 120-129 0 1 50-59 0 120-129 1 3
40-49 1 130-139 1 2 40-49 1 130-139 2 4
<40 2 140-159 1 2 <40 2 140-159 3 )
160 2 3 160 4 6
Point Total 10-Year Risk % Point Total 10-Year Risk %
<0 <1 <9 <1
0-4 1 9-12 1
56 2 13-14 2
7 3 15 3
8 4 16 4
9 5 17 5
10 6 18 6
1 8 19 8
12 10 20 1
13 12 21 14
14 16 22 17
15 20 23 22
16 25 24 27
g 30 25 30
Week 0 (SBP mmHg) 10-Year Risk Score = % OOH Ch O
Week 6 (SBP mmHg) 10-Year Risk Score = % OOH Ch O

These categories are based on guidelines established by the National Cholesterol Education Program.

H > Highest risk: A greater than 20% risk that patient will develop a heart attack or die from coronary disease in the next 10 years.
This risk can be reduced by addressing and managing patient’s risk factors with the help of doctor.

1> Intermediate risk: A 10 to 20% risk that patient will develop a heart attack or die from coronary disease in the next 10 years.
This risk can be reduced by addressing and managing patient’s risk factors with the help of doctor.

L > Low risk: Less than 10% risk that patient will develop a heart attack or die from coronary disease in the next 10 years.
Continue to manage patient’s risk factors and visit doctor regularly to assess patient’s risk.

Recorded BY: ..o ismmmmmmmms
(Physician/Investigator/Nurse)
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9.3 5-Year Risk Score (D:A:D Score) based on DAD risk score equation:

Currently Smoker CINCIY  PreviousSmoker ONCJY DMONDOY Familial C(VWDHxONDOY

Currently IDVONLO Y yr Currently LPVONDOY yr Currently ABCONLO Y
Week 0 (SBP mmHg, TC mg/dL, HDL mg/dL) *5-Year Risk Score = %
Week 6 (SBP mmHg, TC mg/dL, HDL mg/dL) *5-Year Risk Score = %

[*calculated from DAD website (http://www.cphiv.dk/)]

SHORT-TERM EFFICACY AND SAFETY OF ADDING EZETIMIBE TO CURRENTLY USED LIPID-LOWERING DRUGS IN HIV-INFECTED PATIENTS RECEIVING PROTEASE INHIBITORS
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SHORT-TERM EFFICACY AND SAFETY OF ADDING EZETIMIBE TO CURRENTLY USED LIPID-LOWERING DRUGS IN HIV-INFECTED PATIENTS RECEIVING PROTEASE INHIBITORS

Visit 3: Study Period Il (Week 12) Date ......../c.c.ccce.f cvuueees | SubjectID __
1.Starting date on Day 1 (Ezetimibe 10 mg OD): wsnsmsnseflosrsonseifbsssnssss
2.Ending date @Visit 2, Day 84 or Day ........ (Ezetimibe 10 mg OD): ORSS L —
3.Ht cm 4. Wt kg 5.BMI kg/m? 6.Waist circumference inches
7.Vital signs BP mmHg P /min  Temp °C RR /min

Part 1: Physical examination (to be carried out by medical staff only)

Code System *Abnormal Normal
1.1 General Appearance O O
1.2 Head and Neck O O
1.3 Eyes, ears, nose, throat O O
1.4 Heart O O
1.5 Chest and Lungs O O
1.6 Breast O O
1.7 Abdomen O O
1.8 Pelvic O O
1.9 Neurologic O O

1.10 Mental status O O
1.11 Skin O O
1.12 Musculo-skeletal O O
1.13 Extremities and back O O

* If Abnormal enter the code for each condition in the boxes below and give brief details. Please
use a separate line for each condition.

Code Detail Currently Active?
Yes No
Recorded BY: .....cuwaiimssmssmissmsisaies
(Physician)
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Date@1* Visit / / Page 16

101



Case Record Form | Version 1.3 date 26/07/2557 l Patient Code:

SHORT-TERM EFFICACY AND SAFETY OF ADDING EZETIMIBE TO CURRENTLY USED LIPID-LOWERING DRUGS IN HIV-INFECTED PATIENTS RECEIVING PROTEASE INHIBITORS

Part 2: Medicines Receiving Data | Current Medicines

il*
Medicine Strengths Regimen Week 6 Detail

(mg) (& Lab i.e., CD4, VL, Lipid profiles, Renal function tests, LFTs)

2.1 ARV

aNgdy
ONDOY
ONDOY
ONOY

2.2 Lipid-lowering agents

aoNgy
ONDOY
aoNOdy

Ezetimibe 10 1x1

2.3 Other medicines

aoNOy
ONDOY
aoNngy
ONDOY
aNgy
ONDOY

O] OBl IPPIEE
5l

O Exclude [if I N found at ONCE! only 2.1 & 2.2] [ Continuing to the next visit
FAAAILIONA] NOTE: ..ot ettt ettt s e et e i ees e b eesebs b s eebees bbb eb s sebensens sescseene

Récorded bY: o
(Physician/Investigator/Nurse)

Part 3: Laboratory Test (Efficacy-related)

Labs invest. | Unit | Ref Range | At Screening | Week 6 I Detail
3.1 Lipid profile outcome
LDL-C mg/dL <130
TG mg/dL <150
HDL-C mg/dL > 40
TC mg/dL <200
TC/HDL-C - <45M,<40F
LDL-C/HDL-C = <3M,<25F
3.2 Virological outcome
cD4 cells/mm? & 3520 izs??rgen
Viral Load copies/mL und:tig,able

Recorded by: ............
(Physician/Investigator/Nurse)
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Part 4: Laboratory Test (Safety-related)

Labs invest. Unit Ref Range | At Screening Week 6 Detail
4.1 Liver Function Test
AST 1U/L 0-31
ALT 1U/L 0-31
ALP 1U/L 35-104
Total bilirubin mg/dL 0-1
direct bilirubin mg/dL 0-0.2
4.2 Renal Function Test
BUN mg/dL 7-20
Ser mg/dL 0.5-0.9
mL/min/1.73
2 <
eGFR (CKIS-E Pl B SS Agse) 3
equation)
4.3 Complete Blood Count
WBC 10°/uL 45-8
RBC 10%/uL 3.7-5
Hb g/dL 11-14
Hct % 35-41
MCV fL 80-97
MCH pg 25-35
MCHC g/dL 30-36
RDW % 13.9-16.1
MPV fL 7-115
PLT Count 10%/uL 140 - 400
PLT Smear - -
Neutrophil % 36-70
Lymphocyte % 23-57
Monocyte % 2-10
Eosinophil % 1-5
Basophil % 0-3
RBC morphology - -
4.4 Muscle related (As indicated)
ck | wn ] 38-17a |
4.5 Pregnancy Test (Female Only, as indicated)
Preg Test I - | Neg(©O) |
4.6 Other
Blood Sugar I mg/dL | 100- 125 | I
All Final Lab Results: ONormal [ Abnormal not contradict [ Abnormal contradict study**

**Descriptions:

Recorded bV: «o.cooinonmmmmnasans:

(Physician/Investigator/Nurse)

SHORT-TERM EFFICACY AND SAFETY OF ADDING EZETIMIBE TO CURRENTLY USED LIPID-LOWERING DRUGS IN HIV-INFECTED PATIENTS RECEIVING PROTEASE INHIBITORS
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Part 5: Adverse drug events (ADEs) follows up

| Check List

At

Signs & Symptoms Eoxeening Week 6 Detail
5.1 Gastrointestinal & urinary
1.Diarrhea aoNgy oNgy
2.Nausea/Vomiting oNOy [ ONOY
3.Increase liver enzymes oNOy [ ONOY
3L LT AST ot et ettt e e eee oNgay ONOy
3.2 LI ALT e e oNgay ONOYy
B THAP ssssivansnniwssinzins oNgy ONOY
3.40CK oNgay ONOY
4.Cholelithiasis/cholecystitis oNOy [ ONOY
5.Jaundice aoNgy oNgy
6.Pancreatitis ONDOY oNQgy
7.Abdominal pain oNOy [ ONOY
8.Urine disorders oNOy oNgy
...................................................................................... ONOY | ONOY
5.2 Respiratory
1.Cough oNOy [ ONOY
2.Upper Respiratory tract symptoms;
NasF:)F:)haryngitis, qusitis, SRI? 0Tl CIMETY
5.3 Immunology
1.Anaphylaxis oNnOy [ ONOY
2.Angioedema aoNgy oNgay
3.Rash ONOY | ONOY
4.Urticaria aoNgy oNgy
...................................................................................... ONOY | ONOY
5.4 Musculoskeletal system
1.Myalgia oNgy oNgy
2.Myopathy ONOy | ONOY
3.Rhabdomyolysis oNOy [ ONOY
4.Arthralgia ONOy | ONOY
5.Fatigue onNnOy oNgay
6.Back pain OonNOy [ ONOY
..| ONOYy | ONOY
5.5 Nervous system
1.Dizziness onNnOy oNgy
2.Paresthesia oNOyY oNOy
3.Headache onNOy oNOy
...................................................................................... oNOy oNgdy
5.6 Psychiatry
1.Depression oNOy OoNOdy
...................................................................................... ONOy | ONOY
5.7 Hematology
1.Thrombocytopenia ONOy | ONOY
ONOY | ONOY

* If Abnormal (Y-YES) enter the code for each condition in the boxes (Next Page) and give brief details. Please

use a separate line for each condition.

SHORT-TERM EFFICACY AND SAFETY OF ADDING EZETIMIBE TO CURRENTLY USED LIPID-LOWERING DRUGS IN HIV-INFECTED PATIENTS RECEIVING PROTEASE INHIBITORS
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Date, (Week) Code Detail Serious or Not?
OnOy

aon0Oy
OnOyY
ONOyY
ONOy
OnOy
OonNOy

Did any serious adverse event/adverse event occur during this period of the study? (If Yes fill serious
adverse event/adverse event record form) O ves OO No (At Week ...../Date ...
* If occurred AE, SAE, ADR please recorded and report to Principle Investigator

Recorded by: ..o
(Physician/Investigator/ Nurse)

Part 6: Drug Interactions & management
Drug Interactions [ Found [ Not found [ Clinical Significant [ Not Significant

Drug Interactions: + + .classJ1020304

ADRS (CAUISE TFONMY DY s s s s o s e s o S N e S S SR S S A TS 00
Management* [] Change/modified Lipid lowering agents [] Change/modified ARV [] Others

* If any changes in Dosage or Regimen of ARV or Lipid-lowering agent, patient must be excluded.

Recordet bye ...
(Physician/Investigator/Nurse)

SHORT-TERM EFFICACY AND SAFETY OF ADDING EZETIMIBE TO CURRENTLY USED LIPID-LOWERING DRUGS IN HIV-INFECTED PATIENTS RECEIVING PROTEASE INHIBITORS
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Part 7: Life Style screening

Life Style Screening At screening | Week 6 Detail
1 Smoking habit Note No or Yes
.................. rolls/day/week ONOY aoNOy
2 Alcohol consumption Note No or Yes
.............. drinks/day/week oNgdy oNgdy
3 Sedentary (Activities/work) Note (Routine life style) No or Yes
oNgay aoNgy
4 Exercise data Note No or Yes
. 2-3 days/week dation:
< 30 min/day/week oNngdy oNQgdy 2ys/week as fecommencation
30 - 45 min/day/week ONOY aoNOy
> 45 min/day/week oNgay oNgy
5 Diet control Note (Types of foods) No or Yes
Food ion behavior:
O High Fat onNdy |[OnOy
[J High Protein onNngdy oNnOdy
[ High Carbohydrate oNgay oNgay
[0 Vegetarian/Dietary fiber ONOY aoNOdy

Additional note: [Other medicines prescribed or Self-medication data included (Exception from research medicines)]

Recorded by: ....cunnunmnsisna
(Physician/Investigator/Nurse)
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Part 8: Medication Adherence follows up

B Strengths % Dispensed Remain % .
Medicine (m:; Regimen (")I'ab) (Tab) Adfiaranica Detail
8.1 ARV
©)
©
©)
©)
8.2 Lipid-lowering agents
O)
©)
Ezetimibe 10 1x1 O pc
O Exclude at Week ____[if participant has adherence levels less than 80%]

[ Continuing the Next Visit to Completed the Study [if participant has adherence levels more than 80%]

Medication Adherence Calculations: [Pills count method]

Number of pills prescribed (or supposed to be taken)—Number of pills missed

o -
% Adherence Number of pills prescribed (or supposed to be taken)

x 100

Part 9: Risk Assessment for estimating 10-year Risk of Having a Heart Attack

9.1 10-Year CHD Risk Score (RAMA-EGAT Heart Score; Traditional risk factor, Simplified):

Score -2 0 2 3 4 5 6 8 10
Age 35-39 40-44 45-49 50-54 55-59 60-65 265
Gender Female Male
Chol (mg/dL) <280 >280

or drug
therapy
Smoking No Yes
DM No Yes
HT No Yes
Waist Below Above

circumference*

*Waist circumference: male 2 36 inches, female > 32 inches

::::-2012345678910111213141516171819220

10-yr

Rsk fO|JO|1 (|21 (f(1f1|1|1|2 (2 (23|44 )|5|6 |8 |9 |11(14|16| 20
(%)

10-year CHD Risk assesses. (RAMA-EGAT Heart Score)
At Screening (Week 0) SEOTE: v (asmsnsmvinns %)
Week 6 Y olo] (IR - %)

SHORT-TERM EFFICACY AND SAFETY OF ADDING EZETIMIBE TO CURRENTLY USED LIPID-LOWERING DRUGS IN HIV-INFECTED PATIENTS RECEIVING PROTEASE INHIBITORS
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9.2 10-Year CHD Risk Score (Framingham Risk Score):

Men Women
Age Points Age Points
20-34 9 20-34 7
35-39 4 35-39 -3
40-44 0 40-44 0
45-49 3 45-49 3
50-54 6 50-54 6
55-59 8 §5-59 8
60-64 10 60-64 10
65-69 1 65-69 12
70-74 12 70-74 14
75-79 13 7579 16
Total Points Total Points
Cholesterol Age 20-39 40-49 50-59 60-69 70-79 Cholesterol Age 20-39 40-49 50-59 60-69 70-79
<160 0 0 0 0 0 <160 0 0 0 0 0
160-199 4 3 2 1 0 160-199 4 3 2 1 1
200-239 7 5 3 1 0 200-239 8 6 4 2 1
240-279 9 6 4 2 1 240-279 1 8 5 3 2
280 1 8 5 3 1 280 13 10 7 4 2
Points Points
Age 20-39 40-49 50-59 60-69 70-79 Age 20-39 40-49 50-59 60-69 70-79
Nonsmoker 0 0 0 0 0 Nonsmoker 0 0 0 0 0
Smoker 8 5 3 1 1 Smoker 9 7 4 2 1
HDL Systolic BP HDL Systolic BP
(mg/dL) Points (mmHg) Untreated Treated (mg/dL) Points (mmHg) Untreated  Treated
60 | <120 0 0 60 =1 <120 0 0
50-59 0 120-129 0 1 50-59 0 120-129 1 3
40-49 1 130-139 1 2 40-49 1 130-139 2 4
<40 2 140-159 1 2 <40 2 140-159 3 )
160 2 3 160 4 6
Point Total 10-Year Risk % Point Total 10-Year Risk %
<0 <1 <9 <1
0-4 1 9-12 1
56 2 13-14 2
7 3 15 3
8 4 16 4
9 5 17 5
10 6 18 6
1 8 19 8
12 10 20 1
13 12 21 14
14 16 22 17
15 20 23 22
16 25 24 27
g 30 25 30
Week 0 (SBP mmHg) 10-Year Risk Score = % OOH Ch O
Week 6 (SBP mmHg) 10-Year Risk Score = % OOH Ch O

These categories are based on guidelines established by the National Cholesterol Education Program.

H > Highest risk: A greater than 20% risk that patient will develop a heart attack or die from coronary disease in the next 10 years.
This risk can be reduced by addressing and managing patient’s risk factors with the help of doctor.

1> Intermediate risk: A 10 to 20% risk that patient will develop a heart attack or die from coronary disease in the next 10 years.
This risk can be reduced by addressing and managing patient’s risk factors with the help of doctor.

L > Low risk: Less than 10% risk that patient will develop a heart attack or die from coronary disease in the next 10 years.
Continue to manage patient’s risk factors and visit doctor regularly to assess patient’s risk.

Recorded BY: ..o ismmmmmmmms
(Physician/Investigator/Nurse)
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9.3 5-Year Risk Score (D:A:D Score) based on DAD risk score equation:

Currently Smoker CINCIY  PreviousSmoker ONCJY DMONDOY Familial C(VWDHxONDOY

Currently IDVONLO Y yr Currently LPVONDOY yr Currently ABCONLO Y
Week 0 (SBP mmHg, TC mg/dL, HDL mg/dL) *5-Year Risk Score = %
Week 6 (SBP mmHg, TC mg/dL, HDL mg/dL) *5-Year Risk Score = %

[*calculated from DAD website (http://www.cphiv.dk/)]
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Visit 4: Study Period 11l (Week 18) Date ......../..ccccce./eeuuucens | SubjectID __
1.Starting date on Day 1 (Ezetimibe 10 mg OD): wsnsmsnseflosrsonseifbsssnssss
2.Ending date @Visit 3, Day 126 or Day ........ (Ezetimibe 10 mg OD): R C— | —
3.Ht cm 4. Wt kg 5.BMI kg/m? 6.Waist circumference inches
7.Vital signs BP mmHg P /min  Temp °C RR /min

Part 1: Physical examination (to be carried out by medical staff only)

Code System *Abnormal Normal
1.1 General Appearance O O
1.2 Head and Neck O O
1.3 Eyes, ears, nose, throat O O
1.4 Heart O O
1.5 Chest and Lungs O O
1.6 Breast O O
1.7 Abdomen O O
1.8 Pelvic O O
1.9 Neurologic O O

1.10 Mental status O O
1.11 Skin O O
1.12 Musculo-skeletal O O
1.13 Extremities and back O O

* If Abnormal enter the code for each condition in the boxes below and give brief details. Please
use a separate line for each condition.

Code Detail Currently Active?
Yes No
Recorded BY: .....cuwaiimssmssmissmsisaies
(Physician)
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Part 2: Medicines Receiving Data | Current Medicines

il*
Medicine Strengths Regimen Week 6 Detail

(mg) (& Lab i.e., CD4, VL, Lipid profiles, Renal function tests, LFTs)

2.1 ARV

aNgdy
ONDOY
ONDOY
ONOY

2.2 Lipid-lowering agents

aoNgy
ONDOY
aoNOdy

Ezetimibe 10 1x1

2.3 Other medicines

aoNOy
ONDOY
aoNngy
ONDOY
aNgy
ONDOY

O] OBl IPPIEE
5l

O Exclude [if I N found at ONCE! only 2.1 & 2.2] [ Continuing to the next visit
FAAAILIONA] NOTE: ..ot ettt ettt s e et e i ees e b eesebs b s eebees bbb eb s sebensens sescseene

Récorded bY: o
(Physician/Investigator/Nurse)

Part 3: Laboratory Test (Efficacy-related)

Labs invest. | Unit | Ref Range | At Screening | Week 6 I Detail
3.1 Lipid profile outcome
LDL-C mg/dL <130
TG mg/dL <150
HDL-C mg/dL > 40
TC mg/dL <200
TC/HDL-C - <45M,<40F
LDL-C/HDL-C = <3M,<25F
3.2 Virological outcome
cD4 cells/mm? & 3520 izs??rgen
Viral Load | copies/mm? und:tig,able

Recorded by: ............
(Physician/Investigator/Nurse)
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Part 4: Laboratory Test (Safety-related)

Labs invest. Unit Ref Range | At Screening Week 6 Detail
4.1 Liver Function Test
AST 1U/L 0-31
ALT 1U/L 0-31
ALP 1U/L 35-104
Total bilirubin mg/dL 0-1
direct bilirubin mg/dL 0-0.2
4.2 Renal Function Test
BUN mg/dL 7-20
Ser mg/dL 0.5-0.9
mL/min/1.73
2 <
eGFR (CKIS-E Pl B SS Agse) 3
equation)
4.3 Complete Blood Count
WBC 10°/uL 45-8
RBC 10%/uL 3.7-5
Hb g/dL 11-14
Hct % 35-41
MCV fL 80-97
MCH pg 25-35
MCHC g/dL 30-36
RDW % 13.9-16.1
MPV fL 7-115
PLT Count 10%/uL 140 - 400
PLT Smear - -
Neutrophil % 36-70
Lymphocyte % 23-57
Monocyte % 2-10
Eosinophil % 1-5
Basophil % 0-3
RBC morphology - -
4.4 Muscle related (As indicated)
ck | wn ] 38-17a |
4.5 Pregnancy Test (Female Only, as indicated)
Preg Test I - | Neg(©O) |
4.6 Other
Blood Sugar I mg/dL | 100- 125 | I
All Final Lab Results: ONormal [ Abnormal not contradict [ Abnormal contradict study**

**Descriptions:

Recorded bV: «o.cooinonmmmmnasans:

(Physician/Investigator/Nurse)
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Part 5: Adverse drug events (ADEs) follows up

| Check List

At

Signs & Symptoms Eoxeening Week 6 Detail
5.1 Gastrointestinal & urinary
1.Diarrhea aoNgy oNgy
2.Nausea/Vomiting oNOy [ ONOY
3.Increase liver enzymes oNOy [ ONOY
3L LT AST ot et ettt e e eee oNgay ONOy
3.2 LI ALT e e oNgay ONOYy
B THAP ssssivansnniwssinzins oNgy ONOY
3.40CK oNgay ONOY
4.Cholelithiasis/cholecystitis oNOy [ ONOY
5.Jaundice aoNgy oNgy
6.Pancreatitis ONDOY oNQgy
7.Abdominal pain oNOy [ ONOY
8.Urine disorders oNOy oNgy
...................................................................................... ONOY | ONOY
5.2 Respiratory
1.Cough oNOy [ ONOY
2.Upper Respiratory tract symptoms;
NasF:)F:)haryngitis, qusitis, SRI? 0Tl CIMETY
5.3 Immunology
1.Anaphylaxis oNnOy [ ONOY
2.Angioedema aoNgy oNgay
3.Rash ONOY | ONOY
4.Urticaria aoNgy oNgy
...................................................................................... ONOY | ONOY
5.4 Musculoskeletal system
1.Myalgia oNgy oNgy
2.Myopathy ONOy | ONOY
3.Rhabdomyolysis oNOy [ ONOY
4.Arthralgia ONOy | ONOY
5.Fatigue onNnOy oNgay
6.Back pain OonNOy [ ONOY
..| ONOYy | ONOY
5.5 Nervous system
1.Dizziness onNnOy oNgy
2.Paresthesia oNOyY oNOy
3.Headache onNOy oNOy
...................................................................................... oNOy oNgdy
5.6 Psychiatry
1.Depression oNOy OoNOdy
...................................................................................... ONOy | ONOY
5.7 Hematology
1.Thrombocytopenia ONOy | ONOY
ONOY | ONOY

* If Abnormal (Y-YES) enter the code for each condition in the boxes (Next Page) and give brief details. Please

use a separate line for each condition.
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Date@1* Visit / /

Page 28

113



Case Record Form | Version 1.3 date 26/07/2557 l Patient Code:
SHORT-TERM EFFICACY AND SAFETY OF ADDING EZETIMIBE TO CURRENTLY USED LIPID-LOWERING DRUGS IN HIV-INFECTED PATIENTS RECEIVING PROTEASE INHIBITORS

Date, (Week) Code Detail Serious or Not?
OnOy

aon0Oy
OnOyY
ONOyY
ONOy
OnOy
OonNOy

Did any serious adverse event/adverse event occur during this period of the study? (If Yes fill serious
adverse event/adverse event record form) O ves OO No (At Week ...../Date ...
* If occurred AE, SAE, ADR please recorded and report to Principle Investigator

Recorded by: ..o
(Physician/Investigator/ Nurse)

Part 6: Drug Interactions & management
Drug Interactions [ Found [ Not found [ Clinical Significant [ Not Significant

Drug Interactions: + + .classJ1020304

ADRS (CAUISE TFONMY DY s s s s o s e s o S N e S S SR S S A TS 00
Management* [] Change/modified Lipid lowering agents [] Change/modified ARV [] Others

* If any changes in Dosage or Regimen of ARV or Lipid-lowering agent, patient must be excluded.

Recordet bye ...
(Physician/Investigator/Nurse)
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Part 7: Life Style screening

Life Style Screening At screening | Week 6 Detail
1 Smoking habit Note No or Yes
.................. rolls/day/week ONOY aoNOy
2 Alcohol consumption Note No or Yes
.............. drinks/day/week oNgdy oNgdy
3 Sedentary (Activities/work) Note (Routine life style) No or Yes
oNgay aoNgy
4 Exercise data Note No or Yes
. 2-3 days/week dation:
< 30 min/day/week oNngdy oNQgdy 2ys/week as fecommencation
30 - 45 min/day/week ONOY aoNOy
> 45 min/day/week oNgay oNgy
5 Diet control Note (Types of foods) No or Yes
Food ion behavior:
O High Fat onNdy |[OnOy
[J High Protein onNngdy oNnOdy
[ High Carbohydrate oNgay oNgay
[0 Vegetarian/Dietary fiber ONOY aoNOdy

Additional note: [Other medicines prescribed or Self-medication data included (Exception from research medicines)]

Recorded by: ....cunnunmnsisna
(Physician/Investigator/Nurse)
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Part 8: Medication Adherence follows up

B Strengths % Dispensed Remain % .
Medicine (m:; Regimen (")I'ab) (Tab) Adfiaranica Detail
8.1 ARV
©)
©
©)
©)
8.2 Lipid-lowering agents
O)
©)
Ezetimibe 10 1x1 O pc
O Exclude at Week ____[if participant has adherence levels less than 80%]

[ Continuing the Next Visit to Completed the Study [if participant has adherence levels more than 80%]

Medication Adherence Calculations: [Pills count method]

Number of pills prescribed (or supposed to be taken)—Number of pills missed

o -
% Adherence Number of pills prescribed (or supposed to be taken)

x 100

Part 9: Risk Assessment for estimating 10-year Risk of Having a Heart Attack

9.1 10-Year CHD Risk Score (RAMA-EGAT Heart Score; Traditional risk factor, Simplified):

Score -2 0 2 3 4 5 6 8 10
Age 35-39 40-44 45-49 50-54 55-59 60-65 265
Gender Female Male
Chol (mg/dL) <280 >280

or drug
therapy
Smoking No Yes
DM No Yes
HT No Yes
Waist Below Above

circumference*

*Waist circumference: male 2 36 inches, female > 32 inches

::::-2012345678910111213141516171819220

10-yr

Rsk fO|JO|1 (|21 (f(1f1|1|1|2 (2 (23|44 )|5|6 |8 |9 |11(14|16| 20
(%)

10-year CHD Risk assesses. (RAMA-EGAT Heart Score)
At Screening (Week 0) SEOTE: v (asmsnsmvinns %)
Week 6 Y olo] (IR - %)
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9.2 10-Year CHD Risk Score (Framingham Risk Score):

Men Women
Age Points Age Points
20-34 9 20-34 7
35-39 4 35-39 -3
40-44 0 40-44 0
45-49 3 45-49 3
50-54 6 50-54 6
55-59 8 §5-59 8
60-64 10 60-64 10
65-69 1 65-69 12
70-74 12 70-74 14
75-79 13 7579 16
Total Points Total Points
Cholesterol Age 20-39 40-49 50-59 60-69 70-79 Cholesterol Age 20-39 40-49 50-59 60-69 70-79
<160 0 0 0 0 0 <160 0 0 0 0 0
160-199 4 3 2 1 0 160-199 4 3 2 1 1
200-239 7 5 3 1 0 200-239 8 6 4 2 1
240-279 9 6 4 2 1 240-279 1 8 5 3 2
280 1 8 5 3 1 280 13 10 7 4 2
Points Points
Age 20-39 40-49 50-59 60-69 70-79 Age 20-39 40-49 50-59 60-69 70-79
Nonsmoker 0 0 0 0 0 Nonsmoker 0 0 0 0 0
Smoker 8 5 3 1 1 Smoker 9 7 4 2 1
HDL Systolic BP HDL Systolic BP
(mg/dL) Points (mmHg) Untreated Treated (mg/dL) Points (mmHg) Untreated  Treated
60 | <120 0 0 60 =1 <120 0 0
50-59 0 120-129 0 1 50-59 0 120-129 1 3
40-49 1 130-139 1 2 40-49 1 130-139 2 4
<40 2 140-159 1 2 <40 2 140-159 3 )
160 2 3 160 4 6
Point Total 10-Year Risk % Point Total 10-Year Risk %
<0 <1 <9 <1
0-4 1 9-12 1
56 2 13-14 2
7 3 15 3
8 4 16 4
9 5 17 5
10 6 18 6
1 8 19 8
12 10 20 1
13 12 21 14
14 16 22 17
15 20 23 22
16 25 24 27
g 30 25 30
Week 0 (SBP mmHg) 10-Year Risk Score = % OOH Ch O
Week 6 (SBP mmHg) 10-Year Risk Score = % OOH Ch O

These categories are based on guidelines established by the National Cholesterol Education Program.

H > Highest risk: A greater than 20% risk that patient will develop a heart attack or die from coronary disease in the next 10 years.
This risk can be reduced by addressing and managing patient’s risk factors with the help of doctor.

1> Intermediate risk: A 10 to 20% risk that patient will develop a heart attack or die from coronary disease in the next 10 years.
This risk can be reduced by addressing and managing patient’s risk factors with the help of doctor.

L > Low risk: Less than 10% risk that patient will develop a heart attack or die from coronary disease in the next 10 years.
Continue to manage patient’s risk factors and visit doctor regularly to assess patient’s risk.

Recorded BY: ..o ismmmmmmmms
(Physician/Investigator/Nurse)
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9.3 5-Year Risk Score (D:A:D Score) based on DAD risk score equation:

Currently Smoker CINCIY  PreviousSmoker ONCJY DMONDOY Familial C(VWDHxONDOY

Currently IDVONLO Y yr Currently LPVONDOY yr Currently ABCONLO Y
Week 0 (SBP mmHg, TC mg/dL, HDL mg/dL) *5-Year Risk Score = %
Week 6 (SBP mmHg, TC mg/dL, HDL mg/dL) *5-Year Risk Score = %

[*calculated from DAD website (http://www.cphiv.dk/)]
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Visit 5: Follow-up & Off Study (Week 22) Date ......../........./........ | SubjectID

1.Starting date on Day 1 (Ezetimibe 10 mg OD): wsnsmsnseflosrsonseifbsssnssss
2.Ending date @Visit 3, Day 126 or Day 135 (Ezetimibe 10 mg OD): ORSS L —
3.Ht cm 4. Wt kg 5.BMI kg/m? 6.Waist circumference inches
7.Vital signs BP mmHg P /min  Temp °C RR /min

Part 1: Physical examination (to be carried out by medical staff only)

Code System *Abnormal Normal
1.1 General Appearance O O
1.2 Head and Neck O O
1.3 Eyes, ears, nose, throat O O
1.4 Heart O O
1.5 Chest and Lungs O O
1.6 Breast O O
1.7 Abdomen O O
1.8 Pelvic O O
1.9 Neurologic O O

1.10 Mental status O O
1.11 Skin O O
1.12 Musculo-skeletal O O
1.13 Extremities and back O O

* If Abnormal enter the code for each condition in the boxes below and give brief details. Please
use a separate line for each condition.

Currently Active?

Code Detail
Yes No

Recorded BY: .....cuwaiimssmssmissmsisaies
(Physician)
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Part 2: Laboratory Test (Efficacy-related)

Labs invest. | Unit | Ref Range | Week 18 | Week 22 | Detail
2.1 Lipid profile outcome
LDL-C mg/dL <130
(] mg/dL <150
HDL-C mg/dL >40
TC mg/dL <200
TC/HDL-C - <45M,<4.0F
LDL-C/HDL-C - <3M,<25F
2.2 Virological outcome
cD4 cells/mm? " 3520 izs(::)rget)
Viral Load copies/mL und:(ﬁg’able

Recorded by: ...
(Physician/Investigator/Nurse)

Part 3: Laboratory Test (Safety-related)

Labs invest. Unit Ref Range Week 18 Week 22 Detail
3.1 Liver Function Test
AST 1U/L 0-37
ALT 1U/L 0-41
ALP 1U/L 20-140
Total bilirubin mg/dL 03-13
direct bilirubin mg/dL 0-0.3
3.2 Renal Function Test
BUN mg/dL 7-20
Scr mg/dL 0.5-0.9
mL/min/1.73
\2
eGER (c«rg-svl g SS%:) o
equation)
3.3 Complete Blood Count
WBC 103/pL 4.5-8
RBC 10/uL 3.7-5
Hb g/dL 11-14
Hct % 35-41
MCV fL 80-97
MCH pg 25-35
MCHC g/dL 30-36
RDW % 13.9-16.1
MPV fL 7-115
PLT Count 103/pL 140 - 400
PLT Smear - -
Neutrophil % 36-70
Lymphocyte % 23-57
Monocyte % 2-10
Eosinophil % 1-5
Basophil % 0-3
RBC morphology - -
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3.4 Muscle related (As indicated)

ck | wn ] 38-17a |
3.5 Pregnancy Test (Female Only, as indicated)
PregTest | - [ Neg(©) |

3.6 Other

BIoodSugarl mg/dL | 100 - 125 | | |

All Final Lab Results:  CONormal O Abnormal not contradict O Abnormal contradict study**

Recorded bV: ...cooinnmmmmnnsni
(Physician/Investigator/Nurse)

Part 4: Adverse drug events (ADEs) follows up | Check List

Signs & Symptoms I Week 18 | Week 22 Detail
4.1 Gastrointestinal & urinary
1.Diarrhea ONOY [ ONDOY
2.Nausea/Vomiting ONOY | ONOY
3.Increase liver enzymes ONOy | ONOY

3.1 CJAST.. ONOyYy | ONDOY

ONOY | ONOY

= TN ONOY | ONOY

o T — ONDOyY | ONDOY
4.Cholelithiasis/cholecystitis ONOy | ONOY
5.Jaundice ONOy | ONOY
6.Pancreatitis ONOy | ONOY
7.Abdominal pain ONOy | ONOY
8.Urine disorders ONOyYy | ONOY
.................................................................................... ONOyYy | ONOY

4.2 Respiratory

1.Cough ONOy | ONOY

2.Upper Respiratory tract symptoms;

ONOy | ONDOY
Nasopharyngitis, Sinusitis, URI, ......c.coccoevruemrivrcrinnen

4.3 Immunology

1.Anaphylaxis ONDOyYy | ONOY
2.Angioedema ONOy | ONDOY
3.Rash ONOYy | ONOY
4.Urticaria ONOyYy | ONDOY

...................................................................................... ONOy | ONOY

4.4 Musculoskeletal system

1.Myalgia ONOyYy | ONOY
2.Myopathy ONDOyYy | ONDOY
3.Rhabdomyolysis ONOy | ONOY
4.Arthralgia ONOyYy | ONOY
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5.Fatigue ONOy | ONOY
6.Back pain ONOy | ONOY
...................................................................................... oNOy oNOdy
4.5 Nervous system
1.Dizziness ONOy | ONOY
2.Paresthesia ONOy | ONOY
3.Headache ONOy | ONOY
.................................................................................... ONOYy | ONOY
4.6 Psychiatry
1.Depression ONOy | ONOY
... | ONOY | ONOY
4.7 Hematology
1.Thrombocytopenia ONOy | ONOY
ONOYy | ONOY

* If Abnormal (Y-YES) enter the code for each condition in the boxes (Next Page) and give brief details. Please
use a separate line for each condition.

Date, (Week) Code Detail Serious or Not?
onOy
OnOy
OnOY
OnOyY
aonOy
OonOy
OnOy

Did any serious adverse event/adverse event occur [ Yes [ No (At Week ...../Date .......ccooecuee..... )
during this period of the study? (If Yes fill serious adverse event/adverse event record form)
* If occurred AE, SAE, ADR please recorded and report to Principle Investigator

Recovded b wvnsnssnnsnmmss
(Physician/Investigator/ Nurse)
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Part 5: Risk Assessment for estimating 10-year Risk of Having a Heart Attack

5.1 10-Year CHD Risk Score (RAMA-EGAT Heart Score; Traditional risk factor, Simplified):

Score -2 0 2 3 4 5 6 8 10
Age 35-39 40-44 45-49 50-54 55-59 60-65 265
Gender Female Male
Chol (mg/dL) <280 >280

or drug
therapy
Smoking No Yes
DM No Yes
HT No Yes
Waist Below Above
circumference*

*Waist circumference: male 2 36 inches, female > 32 inches

:;‘:-2012345678910111213141516171819220

10-yr

Rsk |O(O0O|1|1|1(1|1|1(2|2|2(3(|[4)|4|5(|6|8]|9|11|14|16| 20
(%)

10-year CHD Risk assesses. (RAMA-EGAT Heart Score)
Week 18 SCOTE wvassussanusina {ssavmmomsnd %)
Week 22 SCOre v (orrerenrrerenene %)

5.2 5-Year Risk Score (D:A:D Score) based on DAD risk score equation:

Currently Smoker CINIY  PreviousSmoker ONCJY DMONDOY Familial C(VDHxONDOY

Currently IDVONDO Y yr Currently LPVONDOY yr Currently ABCONDO Y
Week 18 (SBP mmHg, TC mg/dL, HDL mg/dL)  *5-Year Risk Score = %
Week 22 (SBP mmHg, TC mg/dL, HDL mg/dL)  *5-Year Risk Score = %

[*calculated from DAD website (http://www.cphiv.dk/)]
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5.3 10-Year CHD Risk Score (Framingham Risk Score):

Men Women
Ade  Paints: Age  FPointy
20-34 -9 20-34 7
35-39 -4 35-39 -3
40-44 0 40-44 0
45-49 3 45-49 3
50-54 6 50-54 6
55-59 8 §5-59 8
60-64 10 60-64 10
65-69 1 65-69 12
70-74 12 70-74 14
75-79 13 7579 16
Total Points Total Points
Cholesterol Age 20-39 40-49 50-59 60-69 70-79 Cholesterol Age 20-39 40-49 50-59 60-69 70-79
<160 0 0 0 0 0 <160 0 0 0 0 0
160-199 4 3 2 1 0 160-199 4 3 2 1 1
200-239 7 5 3 1 0 200-239 8 6 4 2 1
240-279 9 6 4 2 1 240-279 1 8 5 3 2
280 1 8 5 3 1 280 13 10 7 4 2
Points Points
Age 20-39 40-49 50-59 60-69 70-79 Age 20-39 40-49 50-59 60-69 70-79
Nonsmoker 0 0 0 0 0 Nonsmoker 0 0 0 0 0
Smoker 8 5 3 1 1 Smoker 9 7 4 2 1
HDL Systolic BP HDL Systolic BP
(mg/dL) Points (mmHg) Untreated Treated (mg/dL) Points (mmHg) Untreated  Treated
60 | <120 0 0 60 =1 <120 0 0
50-59 0 120-129 0 1 50-59 0 120-129 1 3
40-49 1 130-139 1 2 40-49 1 130-139 2 4
<40 e 140-159 1 2 <40 2 140-159 3 )
160 2 3 160 4 6
Point Total 10-Year Risk % Point Total 10-Year Risk %
<0 <1 <9 <1
0-4 1 9-12 1
56 2 13-14 2
7 3 15 3
8 4 16 4
9 5 17 5
10 6 18 6
1 8 19 8
12 10 20 1
13 12 21 14
14 16 22 17
15 20 23 22
16 25 24 27
g 30 25 30
Week 18 (SBP mmHg) 10-Year Risk Score = % OOH Ch O
Week 22 (SBP mmHg) 10-Year Risk Score = % OOH Ch O

These categories are based on guidelines established by the National Cholesterol Education Program.

H > Highest risk: A greater than 20% risk that patient will develop a heart attack or die from coronary disease in the next 10 years.
This risk can be reduced by addressing and managing patient’s risk factors with the help of doctor.

1> Intermediate risk: A 10 to 20% risk that patient will develop a heart attack or die from coronary disease in the next 10 years.
This risk can be reduced by addressing and managing patient’s risk factors with the help of doctor.

L > Low risk: Less than 10% risk that patient will develop a heart attack or die from coronary disease in the next 10 years.
Continue to manage patient’s risk factors and visit doctor regularly to assess patient’s risk.

Recorded by: .....oooviiiiiiciiecciice s
(Physician/Investigator/Nurse)
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Part 6: Off Study Summary

Subject’s status: [ Normal
LT ABNOIMAL ...t e ettt ettt s b st et sns s e

Date Off Study: 1/ /

Date Last Study Medication Taken: __ / i

Reason Off Study

(Please mark only the primary reason. Reasons other than Completed Study require explanation
next to the response)

[0 Completed study
[ AE/SAE (complete AE CRF & SAE form, if applicable)
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Serious Adverse Event (SAE) Report

1.5valesans 5003h/57
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anguiudaieulwTTUsit od (SHORT-TERM EFFICACY AND SAFETY OF ADDING EZETIMIBE TO CURRENTLY USED LIPID-LOWERING DRUGS
IN HIV-INFECTED PATIENTS RECEIVING PROTEASE INHIBITORS)
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¢ a = a Y a Y .
Ny 1 Lﬂﬂ«l‘VﬂUﬂ'ﬁﬂi%L?,Juﬂ'l']llLﬁ?NSU@Qﬂ'ﬁLﬂ@Iﬁﬂ‘VT'ﬂ‘{lLLaB‘Via@ﬂLa@ﬂWﬂﬁJ Frammgham

10-year risk score

[12, 13, 51]

Risk category

Framingham 10-year risk score (%)

LDL-C goal (mg/dL)

Low risk < 10% < 160
Intermediate risk 10 - 20% < 130
High risk > 20% < 100

¢ o a = a L A v | v '
LNEUNN 2 Lﬂmsﬂ‘IUﬂ’ﬁﬂigLMU?]’ﬂiJLﬁﬁlﬂﬂ@ﬂﬂ’]imﬂiiﬂ‘ﬁ’ﬂf\]LL’ﬁ%‘VTﬁE}@Lﬁ@@@ﬁ]ﬁlﬂ’]ﬁﬂﬁ"}u

TC/HDL-C 5%

Risk category

ANEAEIY TC/HDL-C

ANAAEIU TC/HDL-C Tuweye Tuiweanegs
Very low risk (1/2X average risk) <34 <33
Low risk -3.44.0 - 3.33.8
Average risk -4.15.0 -3.945
Moderate risk (2X average risk) 51-96 4.6-7.0
High risk (3X average risk) > 23 > 11
Target: TC/HDL-C <45 <4.0

WNU9IN 3 LNaluNsUsEEiUANULEEIYINTSARls ATl e aRR e ANEREIY

L DL-C/HDL-C B%]

Risk category

ANEAEIU LDL-C/HDL-C

AAAEIU LDL-C/HDL-C Tuiweng Tuwenggs
Very low risk (1/2X average risk) <1 <15
Average risk 1.1-36 1.6 -3.2
Moderate risk (2X average risk) 37-63 33-50
High risk (3X average risk) > 8 > 6.1
Target: LDL-C/HDL-C <3.0 <25
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