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FAska gk, ol 2lolw $-fo] mEH el SE IR RAL AYAEE A8t
AAZ BERGo] Yt A0 FeiZe, MDY FEI FE4E 13 Frerge]
Lrebeteh, WIEREIDS] S0l Febt AW 8910 R Hely]E e, Qul7h-39) 2 A
AmAE 25} vl Yrky HuE| T 9o}, 27hHel A7k Basie,
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4) Hio|2{A

Hpo| 2 A ZHel 2 & Wut ofy et Algholl A = G S o qivkar e fiet, sz o= odafxl vf
o7 At vio ] AQl Aol B olth, 19 il SHALO] FA oA FA7|8bol g A E Ee
shal, FUgt Hio| B AT H A2 E 2eE & TS POtk AR o] FHEIT, WY 7]H e
2 o] A T2 o] o] Kol H A3 o] Q= GAD Tl A o] 22 {AHY ufjZof Hio]
2 AT s Ao GAD A7FA| S ST Ao 2 434}, 3 f-AHd (antigen molecular

mimicry)®| o]2°o2 Ay}, Hpolg| A7t 7hx] A o] o Rgo] Alge] thildat 27t
AFE W= ol ] Ao T3t FHA7E A7) = FAof| A | et A= Ao BRI o]
Zolth, E thE upolg Az WY upel2A(EMC)7F Ytk =g F¥shs ofg o2 EMC-D
7F AL, St FEg EMC-B obgo] gleh. & Afelo] Zpol= dahd ofvlieit shbel Aoz &
AT a2 =0 HEtH 2] whole A gA T o] Rabs gishe g fXQl Aer
AT, webd EMC-De H= Al JFshs 90 oA s fdste o2 A%
Hrt, o]ejol= o5l i whol2] L el B A 5 ol P vhol B A & A HSEAL Qlrk. o] 2R o
vt 250 A= A2 &4 7L BETh FdshAlE ¢t vhelg s o] A e = A= ut
H7F ARt A e ok, HE= AlZ7F oFsi R A OOML ojoFgh Hhol B A Yo RE H ke A
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ERA| 7} A B = S = TR Q1T Zpol 7t ik, HEbA| = A H= A2 ofy o A B A4
Stz 58k 7HAAL ik, HepA| 2 o] A s A ES T oS A A7) w- gt ov
£ st vk, 19 o] 27] AehE XM?MH A F57F ol Ak oulE 7HE e 2
ok, 7H oJu) ol AR BRSE Akt o] A5 A FAlo] Bl k= 27 e’ &
7} HlBRA 22 75 A SHE sk 7P dlvlgt FAte|oh, dido] AAoloje 27] ¢lad wH|7} A
shE] o] QLo HEbA|E A4S SJu]gith(1d 2).
Environmental trigger
l Humoral autoimmunity appears
100 |IAAs present T I
ICAs present —Cell [eseenss
GADG65 Ab, IA-2 Ab present
Genetic Loss of first phase insulin response(as measured by IVGTT)

susceptibility

MHC iy -
Non-MHC gene

Glusose intolerance
(as measured by OGTT)

B cell mass(%)

Clinical onset

-——

10

Time

T1DM
33 2. M1 S El XjeAt

1. M=Y xp7HHY

WERAIE ] £A7] Mo R $A WEAEE sk 9T Yzl FHHE B
Aol AQAZ (macrophage)l BoVIE A& AR ALY T g2re) Y Yo
e, o] Aol HulEL AEEA Ao|E7}e] So] YmTel )

2 Aulo] e vl Bastel A7) Wasit,

2. M|HM X[7HHS
1) =M= SH|(ICA)
Mol ICALE d1Uo] 4|7} ol of 2] EHo] xp71akA| o] &34 el

O
= WH %‘E‘%/’ﬂ 27} FH e R GADGS, TA-2, ¢l&d, AA45EA(ZnT8)%5o] Tt

Al (islet cell antibodies, ICA)= 18 G o] A7pH Y Aglo|et= 7ld

Zo
3 o]
A7FGA ] &2 uf-e- theFeitt. A|Q] FF7F Wol e S G o2 ojojd 7}
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2) GAD(glutamic acid decarboxylase) X7+t

GAD fhe= AZA e} H wEtA 2o A L= 4155 =89l GABA(gamma-amino-
butyric acid)E YHETE, GADS] o}3 2l GAD65= 2 HER Zof| A drag ), 18 Tty Uy
2710 70~80% B = HAEHCE. WEAE 7510 o &3} 33} o] f-gict,

3) FIEret-2(1A-2) Xp7Fakx|

Alazat QL B2 Al QRS AR = 7hA] okgo] qltt, TA-29F TA-2boltt. o]52 H|&=A|
8ol §lolA geldt 7les o o= glok. A= e 8

o

ol
P
Hu
X
N

o2 Aol Blste] HiERA| Zo| MR UERd = Q= Sol dloltt. 54| o %ol =35t 90%° A
HEHARE, 11 o] 5o B P& Wol Holxint

5) OtHSH(ZnT8) X7 Fetx|

ot A = HIEbM| £ So] Aprietdolnt. et A stol oiste ofd 9| o] s F2{of olst
© wfdont, wigo] A12HE FAloll= 60~80%°1A HEET. e’ AVFEAT) gle Bl A &
A 4= QlojA A5 Hebx o g o] 4= Qlrt, 5A| o] Fof Bhyshd 25|18 e o wolritt,

<deloiM Xp7HHY s>

20~40A] Atololl W= T o] AL Hd5Hs 2ol ojeE i Wrt, #WelofAl= 354 o]
Aol IE5HH 90% o 13 Ferolth, ey sFlolA= 18 A gt 2357 23 T o]
L5 Bk, Ly o] Foll= 27 Yt tEA A7HHY FAI7E AEEE SR AT, 0]
315]' A7} oF 10%7t Hek, A7FIAIZE AEE ol A%l SAtek= vh=A F4351H ¢led 29

AR FT R o A= etk HlA =AY Ve ol Ak FAISHL QlojA s
o EH7F Al AstE= Hli= AlRbo] ARk, axofollA] W s 19 Wit A Qlo A st
2% G S FEH Y dATTE T G ele 53] "4 Add AHHY G (latent
autoimmune diabetes in adult, LADA)"o]2}al it} Fdlof A &3] WA A%l 5

I 2021 08
18 DRUG INFORMATION



Felel wlsto] A2 Holrt,

AAEAZIFH(WHO) M= LADAE 19 T o] ofg oz 73ttt Hds] A3oh= 13 T
wom ghekgch 304 olatel AslelA HsaL, 67 o)Ak Q1&d glo] WF Aol At 1
FgAl7E AZRICH, TE A ol Fol 23 Thewahs 98 AENEO] V)% £4o] A W
Al AWET. LADAS] Fopelat Aakelat f414, 53] HLA 24 el wejsbs 58 oyl
Tl el chal A ge Aol ale] GIIEkGE 1)

1. S MY F0lM LADAS| Hlw
S(0rAlof2)) i k{C4d))
LADAS| Hiz= 3.8~6.0% 4.2~10%
HIEIIZ 715 MY St x| 2 Yy 74 MY St x| 2 Yy 74
M| 23.9kg/m? 28.7 kg/m?
QlERIxEd M 28 St JA M 28 St 7AL
IL-6, LCN, FGF 21(x| 181t {AH IL-6. TNF-a. IL-10. §&F 2XHsE-selectin,
MAHE2 HI0|20F]  hs-CRP, adiponection(X 281t SAH SICAM-1, sVCAM-1), #IZ7I2(CCL2, CCL3,

CCLA)(M| 183t AN

M1 FeHn L ADAIM IAA, IA-2A, ZnTBAZ) M1 FeHu L ADAIM IAA, IA-2A, ZnTBAZ)
H

A=A o vl HI2H =2 v
o H 28 YeEct Th/The &2 Hl 28 S HE0HFN-y- and IL-13-444 T 4=

THE o Al 28 Blaurt 28 T HZ S =2
M1 G AR HLA LR - Mg g AR HLA LR -
F|okst IR : DQA1*03-DQB1*0303, DRB1*03/DRB1*04-DQB1*0302
DQA1*03-DQB1*0401, DQA1*05-DQB1*0201 HSH Auix : DQA1*0102-DQB1*0602

P H5 5 A : DOA1*0102-DOB1*0602 +1858T, ~1123G>C variants of PTPN22 :

= e -1123G>C promoter polymorphism of PTPN22 :  LADAR} Szt

=2 421 LADAR} ¢tE! M 28 S EHar A=l TCF7L2 SNP2 rs7903146T
A 28 S Har HetEl TCF7L2 SNP2 rs290487C CHE R XX}

R

IA-2A, insulinoma-associated protein-2 autoantibody; ZnT8A, zinc transporter 8 autoantibody; ICA, islet cell autoantibodies; IL, interleu-
kin; LCN2, lipocalin 2; FGF21, fibroblast growth factor 21; hs-CRP, high sensitivity C-reactive protein; TNF-a, tumor necrosis factor-a;
sE-selectin, soluble E-selectin; sICAM-1, soluble intercellular adhesion molecule-1; sVCAM-1, soluble Vascular cell adhesion mol-
ecule-1; IFN-g, interferon-g; Th, T helper cell; HLA, human leukocyte antigen; SNP, single nucleotide polymorphism

<@y LE>

@Gl o3k A FAE 23 Gt Apo|7t fiAEE, 1% G G AlEANS(dia-
betic ketoacidosis, DKA)& 5402 gith, ey 293 43 322 (57712, Z2HE, 4
Ao 22 FHE o) A5 o R Aok, IA = ArgEo] AR, HLol= 5% olsto|tt, 4
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Aol AEet Eee T

Ty AA e Fules AAR S5, AARFl wEkA jstete @] o] ofsto] wi-p- thek
SHA Wittt whebA dlad Hzof Aol ARl et Fo] FRERE oSS @ HeE =48]
7] og w7k Wk, ofof weh ohA| g whA 4% AEHEl A= ek, HAZ B 8=
Tf Ao @ AEE Jsto] 7)ol sk ded e FUshe HEZolth, AARleA 2vlEe
Aed ol AFs] FARtE e 2 5‘?% AFFHol A olek, eyt B 7HA] EA1H S A
Hafjof ghet. olet e A5 ey HEEs AEe| 7|EA] EAVE kT vE= A Eor =
© AT HEZO| 8o AT A algo] FRSlrh= Aot HE T2 2AI A3 AT A AN
H& =dsiA A dEAPdeletal stol e ARl A 71sS s '@e e jivke Aol
o ARl ded Fvle R ST 5 Qe ol 8.9lEol ofsto] AR E

2. Fi=ol2l(’ 4)

a7 4. HE 55014

19 Fue AEAET} gol Hol7] o] =S BEs) i Ao] FFAA Azyolrt,

A= HeE tilste ARMeR F2 ATHEE o8kl k. dAA 18 FgolA o8 7+
S 7P AR AR Etolnh, By AR 2 o] T A BRI 2ol ofe #ut ofyY
gt AT ez Aol fde Ue FASE fIAIET. o2t BxlEoAle AEE AF Had =
A B A= ol4wko] AmHolrt, HF o] 42 AREA ]l 7] o] Ao Edhe AmH o]0 A 7|9
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A 71eE ek, Hx of4lof weiA Rt Aushilt, #lk o] A2 Qle®l &ulo] Hagh Fwvt
= g 5te] 7H -71‘—‘?:1 off 7] wjZoll Hla A 7HATE Alsrbgolth, T1efal st of g §l HHEA|
%0] 7Hesk7] wZoll Mol mi- golsttt, Loyt H= o]Aof g o A= Uk, A F
e A T 5 glok A7) ol Aol A et thy = SRR ol o, o2 Al A Hl=E Rk
7lso| Zitkath, = EYol Adufshs Bk Wk, WA AA Aol oRtEE FASS e vE A
7] o Aol A A7) At mpzbrbR|oft, AFEE] He Y= Aol of# 7] wjZol| ol & thAISh= W
o2 A H=E 19 T ARof| o]&ste = AleE okal Ut ofF = o] A2 gh=o] A AlA
9] o]F = o] A& Aw=skaL QL
3. M= x4 x|=2(38! 5)
O3 5. 2 XRE 25t ME2 HEIMZ S8

E7|AZE o] &sto] A HIetZE 574171 WHo] dtt. o]&dh= E7IA|2= ol 714
E, = WeZE7]H2Z(induced pluripotent stem cell, iPS) 5°] itt. o5 E7|AEZE § =
=AY St SV Z7E Mt 22 231 o e ST, ATl A Feg o Het

TE 5730] %174 9] HetA|

AR 4= glrhe B Eel Almolth, et o] whEell Az
X FlshAl ohvh. AR Aol A8 5 Qs WAle] A7 Fusof & o

E ahute] nf el 2 Q] Wi 0 2 Fkx} 2pA19] HERA| T} obd A ZE WERN 2R 27 E3IA] 7] = uh
of Utt. A | Az, HE AlE, AR SOl YAR 2US T o5 AlE7} HiEkA| 2R W
AHE3Htransdifferentiation)7F 78tk Al o]},

2021 08
24 DRUG INFORMATION



& shbe] 7hs e A5 WEEY] FAS fEshs
IOl o Hl WP} ot sL Aol Y. 3
% Qlebe g MR 7H oA ol 8 4 91g Foltt. @

1. CHeM = Hets] Ml 147 &l 13 Si=Ho| Hefda|. Pt M5H. M2 HE0FAH0M; 2017. p167-184. Xl 41
¥ FA=0|A; pa55-461. 427 QIBHIE; pd63-470. MA3ZE MEIMR|Z; pd71-474.

2. Atkinson MA. The pathogenesis and naural history of type 1 diabetes. Cold Spring Harb Perspect Med
2012:a007641

3. Wilcox NS et al. Life and death of beta cells in Type 1 diabetes: A comprehenive review. J Autoimmun
2016;71:51-8.

4. Xiang Y et al. Latent autoimmune diabetes in adults in Asians: Similarities and differences between East
and West. J Eiabetes 2013;5:118-26.

o

5 4

FOAEEY SR0IM HEENE = Al H=MZ Xi7Ho[Ael Ea @i 2001; 28:88-100.

rio
on
[0}

6. Hering BJ et al. Phase 3 trial of transplantation of human islets in type 1 diabetes complicated by severe
hypoglycemia. Diabetes care 2016; 39:1230-40.

7. Kim KW et al. Is islet transplantaton a realistic approach to curing diabetes? Korean J Intern Med
2017;32:62-66.

8. Kim KW et al. First human trial of pancreatic islet allo-transplantation in Korea: Focus on re-transplan-
tation. Diabetes Res Clin Pract 2002;56:107-13.

9. Thabit H et al. Home use of an artificial beta cell in type 1 diabetes. N Engl J Med 2015; 373:2129-40.
10. Voelker R. “Artificial panvreas” is approved. JAMA 2016; 316:1957.

11. Baeyens L et al. Transient cytokine treatment induces acinar cell reprgramming and regenerates fun-
tional beta cell mass in diabetic mice. Nat Biotechnol 2014;32:76-83.

12. Benthuysen JR et al. Advances in b-cell replacement and regeneration strategies for treating diabetes.
J Clin Invest 2016;126: 3651-60.

13. Pagliuca FW et al. Generation of functioal human pancreatic b cells in vetro. Cell 2014; 159:428-39.

14. Wang P et al. Diabetes mellitus-advances and challenges in human b-cell proliferation. Nat Rev Enco-
crinol 2015; 11:201-12.
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#3 AaPAo] WASHE 0= Aolrrh: Aololuh kegle| F2 AgksiA Huth,

= oll| A o] Aej7F HAkm A A axofo A 27 G XdE = H9E oHA

O B S 9lom 23 Gir 2 ATk Aolo] 5~10% AEAE YA EZTY (islet cell anti-
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Bl

@ =&5M &2l insulin lispro, insulin aspart, insulin glurisine

- BYFELETH: 9|5k 4L 304 Fol Liehby] MRS, 2~37ke] Y, 4~6A Y A4
Utk olHel 45 B Wi g o gol AGHAAT, ATelt 2454 A%
%ol o ol ALgE WA AL HIE sl gasta gt

@ XI&E 2l&3l: insulin glargine, insulin detemir, insulin degludec
- AL A AE] ZRgo] walstu] 24417F Bok A T WE FES UehA] 1 Fus A
et ARbd U AejstH o Rt 7)1 A4 Buleh AR Ao Agste] FEEY
o) 2o F2 AHgEUTE,
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3 °1€‘“d/ié“.—§’“ el %t e ‘L%%/i—i’“ e FEO HEE vy
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o] A= of lo] &

oo
=
Mo X

Q. 18 P2 FoIM &S B HIEL HE(R-cell)7t HMES| ZHoR
CU7bA WASICET BK| USLICH 0| XZHSISl TR S o
SloIAK= OffH 2IPI0 2 18 Hix'H0| MZICHT SHAIEIX| SZRILICL

19 G 9018 of ] 7bA7} 9o, 2 SHA A9l FHA AGloR s 5 9o
o] Fo] N2 HEHOR AgaATh s gt FHHL FEAS AEAE Arpr
IR gkt e 9191 $7 8.olo] whgste] Wi w7

=R S 7S] flou At Aol 18 dxre dAeS
30~50%= olgtd 5ol 10~19%Htt vkl d21A syt Fd4] 293t dsi=
]_

7P &8 (human leukocyte antigen, HLA)YO] 73 el o] B arEl v} 9larl, o]Qjof =
IL27, BAD, CD69, PRKCQ, CLEC16A 52 £HE0] Zagi ),

A 3097t 189 P8 o] FEE AR F7bskal et o2t Sk dF S ARl a4l
T 7R Ao ® HUth, 7MY Fast S A1 Q10 2= HAYRIAL, HiolglA Y| Alo] &
A =2 AT A3E, AAA 2B A 545E AeE & 55U 53] Aojacly
dAajA = BG rrixteluy Sfell gt k== Al7] == "ioke] 4 Al 7 AU #E AlSS 7
=5HS 2 FEolu BER] DO AF = 18 S f3 T B do] lokal A A=A QlE Y
tF, o]fof|l k= niol2 X ol o7t HIEA|L O] &4t Halw o] glof Futo]H A A E o]-&3t 1]
g o] ofiof] thk A MY UFUTE Fo 2 Aokt Welof thet A7t H ded Al
2 7Ry,

Q. 18 SxYoilM 7F X|=27} o{ECtar EHEkE|= All=E of'H Z2UX| SFE!LICh 2
2{et A7} UACHH 29 FEFEEILICE
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S A A5 o1, A4 e Q1
(o]
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Q. M MAIMLZ SxEa} H|RIQIFIL SII513L UL LH2| Sic'Ea} HBIQI 2HH 7
HE01| CHSHAM oA H2sk=X1?

ot B k3] of| A] W¥F3ESE Diabetes Fact sheet in Korea 20205 ®H -2yt Al 7TH=
19go] Gt Spxjo] i P it T HAAE ZIEE Q= 14409Hg 0] 0|23 Ql= AR Bl
A, B A 53.2% LA7F vIRe]| siRiaL, A A (BMI) 30kg/m* ol dE 11.7%
=4 o2 BuEy gty vk FHES 34 8% 104 Fof 2v) +E0 2712 S71E AL
|S= A= vk Q17 EHA G $Abe FHbR o 2 FTSE Z1 07 o AT

Q. ZIS E= H|To H S XLt S 27} HITX|ZE 2hH| 2SI oftH H
0] =20]| EIL}?

B Hk Bhate] A Qe Bul7k Z7bE o] Qe 4Ae B el A8 oh of
Aol BEtA ol ek Fugo] A 4 ek, YUORL A4AL 82 F74A7|m, A4t
o WA san, A 22o] ZAE A Balsh] GEA s AgoR FUR APHA F8
2 e g Q4] wu) shel e ulee] delo] B 4 e, 23 o]elet BAel A Yz A
£ ot osbEe AL U] 95 AFERE vEA Bast A% A B Pt FukEs
DR s BRSO DHY B THAA E EAE ve) dpshs makE 7| 2 4 et
o Wo] P ATAY GrB AT Tt SFEAME B3l AZUN 28F o7l =
Ae 9 BelB 53 MES0E AALE Tsta e ol ut o) HAE B3l F Uk AU §
A5he A Zt,

Q. &Hl 2ol 2AEX2E SaHA St xS0| 2l JHME A O]ATL A=X|?

504 ARFEAZE A5 Wl Al 8.3%2] FRFEMAE Holil BMI 28kg/m* A &=(7] 163cm -+
A 73kg) e, A HE Ak HHEFEHES P ofE A8 YT A} FENA6.7%,
BMI 25.5kg/m* == FA| 3L Ut =FEHES aet e Ao
T AE Tt Skg A AT HEE BRFEMAE vl SAEA QA g Rl FE,

24 59 ol ks jlo] T A=kl l= AEi ot

el

Q. 30I2 EXISof|A| H|2X| =27}t Bt ZL OIS Olof7IE W ol2HZ2 SU=XI?

rir

ol A et A% Tl 7k e Tha) ol d A F 0w Bobrhe 2. dte] B A of
3 Aol S715a 7] 2| Afake] EMA S50l Alo] S HlE Ao B A e of
7% go] e}, olel A AROAAE 2A ofell FAU A TAL Bl AFUFS A Es)
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Friisty ofstrifst (BS, MS, PhD)

St. John’s University (PharmD)

Albert Einstein 2|t 24821, NYU Bellevue Hospital Center a3
University of Utah Z{2I372

st oFstrlst w4
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1) HZLH L Ro{E=2

AR 9l&d Q] of| Ak HfE F A-chain®] 8, 10® B-chain® 30W o}u]izAto] threonine,
isoleucine, threonineo|w, 4o} Hf2]9] Ql&T-2 o] K97} Abeta} o=}, A 9 vighg <l
U2 gUdol I2 ¥ | F= ded2 Yol Ao, AFEE0l+= pro-insulin?}t gluca-

gon, somatostatin, polypeptide 5©°| 228%+=4| Pro-insulin &% 7|22 10 ppm ©|3}F

= &4 94 d(purified insulin), 1 ppm ©]3S 1% ¢l (highly purified insulin)o]2}
T BN Al 2713HAE AL tol ] HAls Al olgElS HH Ao B ALesith Y
]‘U UE T RSk | ]‘O L—q— O 1t

Kol 3t FAE-E FA9Y lipodystrophy, HulMHe, 14d A4 Fol gt A& F
Feldz s Asis A}omuk SRR QIS RS 441717 S5kl FUA Qe 5 oo

N
fol
5]
o
B rd
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z'.
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g
iy
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N
=
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TA}E ARg-2tet, TZJ"%?_] NPH (Neutral, Protamme, Hagedorn) A2 1~2A17F Fo
A7 UER 6~14 AE S Z[aLo] =Eekal 18~24A17F A|SE T

NPH®} regular QledlE 1Y 23] &3] Wao] @l 7|7F /dolAl AREE it ¢l&’l Fof
WAL (1)4AFlE ™ (bolus insulin), (2)7]A 214 ™ (basal insulin), (3)X4E A& (cor-
rection dose insulin)& 2 FE3l=], (1) YA & AW Qdedo] BHEHE= 253 FARHE

Folstm | (2)= A& ol AN F5AEEH] WAlo| B8 xHEeef 71| Tte|E st

T i

[&£] NEJM 2005;352:174-83
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3) &84 eladl, AAelagl(Bolus insulin)
&84 Qe 2-89rE A 7ol whe} rapid-acting® short-acting 5 27HA12 yth,

¢ lispro (Humalog®, Lilly)= B-chain 28, 29 £X|2] lysine, proline2 X|2t510d 2 nfetsint &

Rapid-acting et RS2t St StE LIEHATT
inslulin * Insulin aspart= prolineS aspart2 X|&, QlaZl+ax| 21512 =0 REAo|Ct

|
I
e Insulin glulisine2 AL A| 04510 AAZO| 5 SOfEFE ZFE 4~ Lt

e Hexamer2 Al LI5IFAL & dimer2t monomerZ £3f, 420 2t LIEFACE
e Lisprok= hexamer2 EX{stX|2F L|StFA £ monomerE O 2| £af], E—’.‘—E._“:f
Short-acting o Ql=2l 20| M| & LMt SASILL 2Kt 3! FAOICH FuMHS0| o 2R H0| 2Ot RF5HH OFt
regular insulin MY, 25 5 Mg Uiz St

Hofl E045HH 2 S0HE H0|22 FAFF 152 AASHOF S, AAHF, Z1S0f| E0{7+HS5IC.
ot EUO|2ZE QIaZIHI F0f W HMEO, LSRN 7tS3Ict.

4) 7|1X 2l&zl(Basal insulin)

Insulin glargine<> A-21%l o}v]lcAl asparagine glycine & X|2stal B-30°] 27 ar-
ginines F7RRF A o= FAF FQ| 8400 HolA AHH FHI= A4 5] WEEH= 1131“ A
ojt}, Insulin detemir, degludec® Z-&7|7to] Ao 7| A el&d o2 ALg3l=H|, 2ol 3
7 LS AL HE R HaFegio] EATHA] o FAF F9] 7 Apo] 7t A9 gl T7J°§
HQl NPH& 48A17FS 2|algkof =gal 12~14 A% 283k},

A1% FreAtol| glargine Foi5HH oftAdE 13 o] AaEal, A2y Gt Hd
F5AY} 7 glargineS TS W] NPHE T3S wje} 2pol7} gity, NPHS} glargine
= Folgt A2% F=ghAte] 60%°14 HbAL1C7E 8,604 T%o]5t= WobH AR NPHRO| A oFtt
A W= o =0k 22 7129 71AQled] Hlsl oftA Y AL HS A Al
(Degludec& t1/27}F 254172 7P 431, glargine U300 1413 Foj& HOJA Zf)o] 7|
e ik,

2
L
2
=

o, mlol

2. M1 Se8o| X232

Srre ARok gelzt Waroln] RN R ok §I5t melo] Wastth okRE giak ZAAL
aolli ol A, HBAS AFES S/ cle] ZyhE

24 G W ARAAE AASh 24 i R R ol WES BbwTh Biko] )
gRow AT BEDHE Aok WS Aot L, T A AL BA7EE ols
£% Sl ARESH] BIHON, 2T $iste] 34Le] 13] YUstel A%, Bk, A4
%, SRR ey, g, UR, AUGUEAAE AT, HbALCE 140 43 Z45hn, B
%) ol ARSI Trel sl S 19o] 2~33]8k 24Tt BE Py S 1dvitt 7|EA o
2 ZAupabelol AAAAL, RAALE A eEol ulAT AL A AZAL, AAAA,
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27197 ALY FeEts d9Azt vay & 3
0.2~0.5 U/kg/day)e] BRFAT, FolZe Hrke Aursol M1 FA%T, 4d 718 g%
° YFuEAo| YA §FO2 2T /| EFOR 3% ol H Aol FH 5] F5hA =
HgFe nd 7Y, A, £4 SO AP FHA/L BEARG 09 458 Y 50 mg/

iy

dLojeh Q14e 1~2 U Felshe | 447] daddus Zaa
7289 AT Foldl THUYGS 2UY i £74 LU REFFO R RojoTt R
mg/dLE 1~2 USE A3t}

28 50 mg/dLY 1~2 UZ A3k, weF 200 mg/dL oo A A 7HE 20~30
th, AARE dio] 60~70 mg/dL ofsto]™ AAFA ©
ARATMA] ==, AAF A o] 50 mg/dL Bk

2% dedafor HE2 23l e oo QR HIEARER o] AEHT}, o] & {8l AHEE S
At e S ik dxfugo] adhy, ©3HEY Al4H(Carbohydrate count), &
FF AAE asith, dedwe- 2T (Dose Adjustment for Normal Eating, DAFINE)
o] Tt} 410 AL NAAI7 = B ASE AT, Gt Qledl Y Wi o] 93-S v
A= 2EY A Y, AHREO|E AR Aol et Foif 24& T 4= Qlojof otz Qle’ld
Zo} 2| &YFEA o] 7H53t Sensor-augmented pump (SAP) 7]7)% AREE 4= Qlojof Sir},
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=
Az Ak & Fofst= oln 1 232 AJAstug ehabr) 23517 vt S84 2/35
2] , 1732 AYAAL Aol Bodsl=g], obd832 NPHE} regularg 2:1 H[ &2, A
Y& 1112 Fojgitt, of3 NPH7F AR QI3 @& 92 2dst=t F=3lioF 5

ARl Azl A4, A AARE st R AT A S osfof qtth, A AARFR} of R

o]
—
o
>
~
=
&)
—

| & A5 w57] Lekstn=E o] 2 ¢l FEH|Eo] ot "okl
SERfONA] ARG E AR, A1Y g ehabs AAF diuie) Qlad Foj7F asith, NPHEOF 874
et Ao uet 24t A oA &3k, AR 4= qlaz, mle] ke AlE?1 70/30
(70% NPH, 30% RI), 50/50 (50 NPH, 50 RDE AME3F == Qlc).

3, oMIERE ASATIE Dawn@A S 283 4E ek, 1% 35 Fols) z
Ao &4 B, ARA QAL Thrsl B3 A 47 T, ob Al &4
I FR S BUFASL, A A EEEL AL AL o} &

1 . J

@ HIUH, MALH

AAE A S84 dEedS 1Y 33] Folstar, 7|ARlE™ A a4 deds 19 13] off] £+ A
Yo Fogtt}, 7|AQled o R X ads Folshal mf Al Fojshs a4 adld AARY]
I} AJZFol] wh 5 . 2 A Aot 84 e, ofd, AY ke

ES
A ARY Qad s
3] Dawn @A 7H SxjollA| ek, 5149 Qladlo] of BxelA| o] 2 o}

Sh Azbejok 2L wjo] Mg Lehl7] wjRolc, 714 R A} Ql4dl Folm PAEG

=
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Roine “L]o]'_l‘/\]' e %*EE AAE Aol Fofal=t], AARE Bl A% 2A17F ] of His)

@ FMsHrY
AR ol AH5t Ay <l
gt} 71 A e TR BE 52
BTN A AR ST A

£ Ak glo] 197k dlad Baph A4 Hom
%% o] 40~50%0ch, A4} djuket EA A4S F

EL AEUHLE AEste] ALH 0w FaH
1970 712 vl o] M= 7] A G2 zxgaruq ORI AS ]3] g3kl Hrolli= v &2 27
siA, 1907E Wt AAkel Satel A Dawn @A 33]3k7] 918 vl &2 $7H12 4= Qe
AR 308 SEA AL FUSHE AL PA Ael7 5T vl Sste] A4} Aol Lt Alzke] whe}
FAE 7P, wheF AApAIZke] A H AL FAS s RS 2P, QurHoR A
@ Lunit B3 10 g& AeloAU AU} EAGT, Bakole] RAHS B/l
o QIR AP/ A4 HrhRFo Q13 Az ABgelth, Aele] FFHA b
A5t 2aple) s Aol Al A9, AARSol Folul | bz F9lo] 2.gjo] WA 4 qlrt
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3) Somogyi 12} Dawn 814

27| (Somogyi) Btek, @A 3A] Aol that BH2E- 0 2 AF5dhs obla s Al L8 At
i glucagon, cortisol, epinephrine AT 2R Sof gk grzgo s /\J,*ZJE]-. Somogy1 a2
Thof] thgt A 7= AY NPHE| 87 2~3 U E°|AY A9 H NPHE, % A NPHZ ol%
qheh, Qledlo] S oAl F3] A {P*“SHE ORtA E S A 4= St

A (Dawn) d/dolst, Ao A4 =20 S7Het ¢lasl A 571 2ol 24 34 89

o] A4 & F7IIAY oRsEd ol “7}°PL A, @8 5~8A]9l glucagon, cortisol,
epinephrine, &S 229 Bu|7} A|Z1E = /\Wﬂr Aol k. ozt Aol tiA 3] ¢
3 w3t 8559 ledS FoAstAY Aol d&d Ago] JEE d&d HEL o7 | 2S5
Eiie

AT
=
o
ﬂ&
zi
—l
o
H1
-{m
_&
E
el
olN
o
H1
il
b
u)
r
oX
o
o
u
o
Ry
QL
W,
rlr
>

o= e} UE
U8 U WP A 2T BRGNS GAH ol A SAAIT, AAT AL U 8%
= Eohl SRt 9 AR YT B AR A RSRRE ST
chopeh ol ¥ oA Batol A AR A AEsta @ 2AAkY, Foluhiu mu e )b
off stao] 243ty 7|22 1Y 33 o[ et T} 43 F5A 0] 7HssloF gt
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H]g-o] KT}, o] AA=<l

Eo
,T]:

LP-1 £8%) Z2H|
1Fas, AEY PPN}t gL 9]
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6) ?.'ﬁa.l GLP—1 2 22X SHA|
H k=X 27} 7 18]S SEAA(FRC, Fixed Ratio Combina-
tion)o]H -E—%@%ﬂ]r AsFTS = ]Oﬂ Z A3l Lixisenatide EHH] WA AAA o) AR

TEE JFHE o= AxY 437t ZesEs S7H7I=, R 2557 A
= AHiolth. e vletA| ol = whd et @il 9ste] /== voltage-dependent Ca2+
channel (VDCCs)o] &Afgtty, 9HerE Hoigt #E=/dei(hyperpolarized, negative
membrane potential)ol F= Zlo] SFAATEIQIY], K+ channel¢] o] 22 H&-S =85t 3=
g8 7R o2 7FAE 4= S{lt ATP-sensitive K+ channel (KATP)¢] Ql&=d], KATPS &&
gt HE& ATP7L oA A elek= Aok, whehA] dido] W v, HWEA222 GLUT trans-
porters Eﬁﬁ A== Zego] SHA ATP o] fdasial, KATPO &/d3ste W= A+
Aok, e i led E8 YA AEE fAAZIS, B E s Alolli= KATP 9A], VDCCs &
A3} %L%Xd%“%“g, ZErddy se4ds, ded2rHH e exocytosisE o]o] %I},

wHlE et 24 A7y 229 Alxuke] £2sh= A8l (insulin receptor)o 23t

of AlZU| Al AE &AISHAZIT), Insulin receptor+ tyrosine kinase activityS 7FA|HA]
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insulin receptor substrates® E|ZA1S <l §]’ Al7]aL o] A o = RE| thefgt

A S AGA7F Al&F
Hop, AT 7R A= Qlewdo] gloj: ZEgrESA(GLUT-1, -2)7F Al3E

ol ERsiER
BN Fol W A Y2 Sole 4 oul L9 iR 2 AL Qlad Ago] glojopt ]z
b AESOR oSt ERGFEAGLUT-4)71 97 o], w8 A dgdlo] <-gsjof
SHA ALEW & 2o] o] RAIch, QA ol A sk vlFo] 2 ZAZI AlA o] 2 WsH: G
Hae] & JFS &
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r0|50mg/dL0|o+’WO|°|71L+315 a2
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15/15(min/g) TEIS B850 A&3| E4ul=
=2 =0 'F_f—F SetEE7t 70 mg/dL 0|5H0| 7Lt 2tX}7} OF2] 5440
APZER] 1AIZE Ol EHUSH 18] F7t 5

glucose 10~15 go| HUFAZ| EQ

2tof EHENO| AL HE, YA, FTLE0NT 27Fst BRE glucagonS FAL
HL MEYE glucoseE REIAZIE 2B SI1EZ MU MEE glucoseZt UZE

Et3HE 10~20g92 MFIeta 15~20
AbO| Lo} 9o

E
s SEoHH TS A

E0RE2 5M 0[5H= 0.25~0.5 mg. 5~10Ml= 0.5~1.0 mg. 10A| 0|42 1 mg

o=y
=71 TAE HES ALSSIH Uizt Lo
2= H
=

HHRALE SSIAEIRIA|, ABZ0|EE 24 EFEH

22 FALE 71D 222N BE0|

o
W
u
A
_>,'_

200jl XI2I50] LIEfFD 2120
Sl A 2 017 AIBOR UAED U
RILBISZE Qlal FARLLIOIA XILEH0| F71510f KEMZ} blcks
Ol LU= ZAF Al SZ0| KIS 72 ARSI Q1m A 85181 XIL8|$7} 3

9

ZetE 220 o

>
0z
do
I

=
&
=
T
ol

Bl oR XYt £

2 F0 SXolM R0 S5t 2t MotE 4~ US
2 ZEot 17t XMot=0f 5tF 2 U/kg 01 HRgt
= 7Lt iR Mo 2= XKl 25t LiEH 4~
SRl RAZM MESIIZ sl 2l 27| 57
A~5 kg B7ISHA|E Ti=st E7t2 EYRE0| of2E & S

=
k=)
i
k>
I
L
]
©

- Aerto] 7sEke AW Rl A 30U FE=rt A

- uE Aeelds WEeR fariA Bkekar, et Sole A
Al 3N E7HA] B3t 7

- Regular insulin &3}
AR AN AY FR7|7E0
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mL/mino|®, 7F 2482 300~400 mL/min,
- 32 AZoNo) BExshy &HaAdoledl uhrs HWEA ,
3} AEHFAE GALE BE2 6~8AZF B RstH AHFAL T Al B3k wE] A EY

o
o] dFgS v S ded AALEEE= 700~800
AA A 248 190~270 mL/min®
]_

314 %, SS1FAL 5 oF 5389

oF
2~3 A AEA Aol gleAl Felsfof 3 ﬁ
- Q&R o 2 E It 7] 7bol| HiSkE = fQlo R AU Y wET]of glo] Foj AR B g4
Erof upet G wron] HMzEAL 7P wEn 18 5lFEAL 4 ZL7|7E AL 7}
Ao TEFAL, TSR] AR B
- A& vgt7] B AdE GFE vA]= Q10 RE= AV]E, FAY EA, 7S 5
- AR Al 2AEo] Astsiar 2 ird o] XA Ey dtetanrt &
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ol =A% Fofl RIWoll =skal RIE WA 1L 5718 NPHE Wsol &+, RIWol NPH7}
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- AL Al S Ses HRoIA 7P wEm A giE R JEo] ¢ g =R
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0.8 g/kg/day)stal, T4 o= FSJHE 1L

- S A A E WA eket] HALE whgste] AW FE 256% olHE FASEAL EEIAARe] g
Ao s HH%‘.— HAste] FHAHE 300 mg vk, ZIAH-E FEF 7% vk, EHAAY

flo oft

o rlo

X

ol L rM pfL ooy b O~ ot

o[)l ol v

o mX
%

FE 4 L
e
@ Mooz oox o

> o
_,>i
3
>
0
it

it

O

©
= g0

|
m
R 2

—~

- *—.‘01’1‘3%9] SES AHFE d=dFeee] A A7IENA 12g/1,000 keal= A3}
= 149 2,000 mg(a= 5 g) o= Alks A

|
m U
ﬁ
N
i)
We,
ot
ok
olN
2
oz
40
ol
i
I
el
i2d
bl
Oﬁ

2021 08
48 I DRUG INFORMATION



[

T

sl

SERLETEL R

1=
e

< #5417

=7 AN, B @A EEE AATIH S8R LDL

= g

|

o]

o

7F= A

=
Q)

o] AHE ] U] 4w

ol

17H& 74207
Fl3of

A
L

ol A= A7 = 2}

.25 9

ez
=

o
=

\

k|
=

31 epofol

rJ

71e] &=

A

on
ﬂmo
el
mjn

ok AFA 2}

5ol ¢

sixjo] ¢

W_,_

Shzt X|2H HLSS

=2 |
S

V. 1

17k Z71stof

Bl

AV 2719 Aol Hulsky
i 2] =S 2ol 7

ool A} A]

5o &

1

3]

o
T

o

wa, e

=13
=

A

1) Pramlintide, amylin S|

v Aol itk ALY ol

A

A9 glucagon

A7 A,

=
=

YA ENE 9]

3t

g

= Alo]

A7)

= iz
=g

Fol W AA A

11 915

AE 215 o5

150l oJ3t o] 4]

wo] Arske Ae A7he oA

k|
=

| 29

2021 08

DRUG INFORMATION



3) Metformin

Al B7F QA FmRA, el F7she FEaye Qled BasE °F 6.6 Unit/day &°]
i, vk (Y] AFie), FULEE dh, A1CE 0,112 = F4R g3Fo] a4 sttt
A 19 PP EATE A5l 3= ersket

4) GLP-1 £52f, DPP-4 I
HEbA| 22 HE 9} S 27T 21| A a2 19 Gy sxtollA] F7F Folu 25502 371

A F2ATt

5) SGLT2 ||
ol y} st AlAFe] o Al &4 A2 dF A S 51| A28 Gy oA AlSy A a

1. ADA (American Diabetes Association, www.diabetes.org)

2. ACE (American Association of Clinical Endocrinologists, www.aace.com)
3. FSt™EE |(https: / /www.health.kr)

4. Kormedi (www.kormedi.com)

5. §=XA(www.damgwiz.com)

6. st sts|(www.diabetes.or.kr)

7. HLESHMAFE I (www. hira.or .kr)

8. AEOIHEOMMK(https://www.mfds.go.kr)

9. Mi Salud (www.misalud.com/diabetes-eng.html)

10. CHEHEH &S| (www.dangyo.or .kr)

1. AEXIZSHINHEE, MLSA)
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Gljos sz - 13 gey

Ryzodeg Flex Touch Injection® 3001U/3ml (2| =HIZ#IAE{X|F®)
- Insulin Aspart/Insulin Degludec

g2 ZAAEAF(AHEY Insulin Aspart/Insulin Degludec, ©]3} 2|24)+= 248
< (Insulin Aspart)¥} %% Q1< (Insulin Degludec) AES 3:7 H|&E 2351 L]
H e o] Sled AA ol

gl 2dlo] Q& F 30%E 5= 2584 ded Insulin Aspart+= dl&8 dl&d(Regular
insulin, RI)ofA B28W o}u|i=Akel L EF(Proline, P)o| o}~ EAH Aspartic acid, D)2.2
o A2k Aom Fof Al whEA dEgA| R EeEo] AL AFdEEdS 2E3, 2xde] 70
%S F5H= A4d 24wl Insulin Degludec 217t ¢l (Human insulin)e] B30 o}
n)i= Akl Ed) @ U (Threonine, T)o| W11, B29® ofu]izAikel gfo]Al(Lysine, K)ol 24
(Glutamic acid, E) C16 AH4ke 2 LA E Abgo] 2gtE Lxolth, Insulin Degludece &
o & uol 22 WY =84 Aa(depot)?]l He-SFA (multi-hexamer)E /dstaL, o] A%
Ao A SFAI7E A EH 02 A GHOoR WEE o] Ut @ 24S T @9 WeES Ha
sketct, o]t g o g 2|2l LAJ8H= Insulin Aspart®} Insulin Degludec ©efAl= A2
AT A s A SE o] 9low 717 4 A oA e’ EAeF A W EAIE S5l
o] X1 5 QIZk =T F U M| 2285 ST,

2™ BOOST! Intensify Premix I A3 Biphasic insulin aspart *|Z:0]

) ox
M o

il

=
2 i
e
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% rr

i

Hal] g)z2d 252 A 9 oprt A UAES v @opon 3RS it o2 A
o} 2 B3 2292 1Y 3~53] Foisk= BBIT 9} H]al 243 STEP BY STEP Intensification
studyoll Al B A& FAFS(1Y 1~23) 2 a3k Q] HbAlc'Zbst adtsE Helow ¥ E3E3>
A F3=9aL, ded A RE 7Y 3] HEE o] A AP WA EC] SAHSR {-on]
SHA| FastaS B obd et AlFE 7t Fx A9kt °

o] CEA
k35 w523 207 I71A SAIE RO S oA= 2014 3Y 20U A EZ Q] FEIA 2 RE
5171 dhol 2017 11Y 14 4RE A|Fo] AR Qi

" Brain Oxygen Optimization in Severe Traumatic brain injury: a comparative effectiveness study to test the efficacy of a prescribed treatment
protocol based on monitoring the partial pressure of brain tissue oxygen.
226F7H 447H| M| 28 Yl SIXIE MR 2|XHen} HIA®B|Asp 30, Biphasic insulin aspart 30)Z H|mdt G371, 2| x4 070 FEHEY2 S/Ho
2 |R2l5tA 20.52 mg/dL ZAZCM, 1 23| BiAsp 30 F0i= thH| MA| MY 32 %, Ot MEY 73 % 22 YME0| 3.
3 7|X-28A Q&2 2¥(basal bolus insulin therapy, BBIT); 40| Ql&2int £54 Ql&2lnto| =
[ =

&
¢ gatgMA(hemoglobin Atc); BT L AZ SMA ZEo| ZEE HE. 2~371 g BREY s22 WIstaz ol 1T SLHT ¥ X2 Z™S 2l &

° 7| Qlagint 78 SYLSHHIE HESHK| (7L B0l = &l X(22HS Zatelor h= 53282 M 28 g
2|x8| X222 &2l 22T U100+ &2l OFATITE X|ZZ20f thH| FAL &4 50%, 1€ & R0 10.7% A4, 30| SttE ofzt Xgdg
§ MEY LIYEO0| 2} 45%, 10% e, 5 MY £= SYRIZ 2AAE MIGS2| B2 2|24 = ZoIM &

232 N2RYS 3D, A&l 2217 U100+21&2! OtALIE iXtzo| 22 ER0| w2t 2lazl OtALE
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- A% AYY: EEge) 47 Fol BL o By AR AR
. 339 AYF: FTAR0.5~1mg) T&
Toll WgoHA) g A Lk YuFAlsie,

o o] ofo] F7kE BAL A& o
o Q0o Z7} Ei= ThE o

o TR H(ZHAE AL HT Smm Zo]e

o ThElo] 1~80 W91 AR 4 AT 1 W9 UAS 2HY 5 S
e ZejREML AF AT 5 Gom she] ML 3 Abgol s Agk AHgEolof &
o Eaka FAYQl Golo] ofd 79 AHgaAIL ohE

 YEHYUT Oh AS T S G S

o HE A AR @ YAEAH(2~8°0),
o T EL oJHo® 4% A] WAHIH(2~80C)
o ME F o 437 ARS- 7Hs

AR 913 W A wob u
22 30C ol stoll A MPHAY), A

Aoy EI.’F.':—‘IEE—‘IﬁlEﬁfI@ ) h:E“—'.I¢30/ 50/ 70%‘-‘!&*7.1@
(Ryzodeg Flex Touch Injection 100 unit/ml) (Novomix Flex pen 100 unit/ml)
M=d Insulin aspart, Insulin degludec Insulin aspart, Insulin aspart protamine $1&fet
- 2A EHSE 0| £ BFAHO| 7tSt H ZYL| FAKK| | - SFHS 0| E SHEHO0| 7ksH H Y| ALK
o -1 ml % insulin aspart 30 unit, insulin degludec 70| -1 ml & insulin aspart 100 unit(ZF2A insulin as-
Stak. IS -~
eE-HE unit part 30/50/70 %, insulin aspart-protamine Z2&&
70/50/30 %)
FDA/KFDA 20|
HSS ok 2 Ml Ol A0 FAHE & HolofAel EixrE X2 Q&2 QHS LR ol= Yl X|Z2
- E AARL B ot SHH = 5t F ¥ R - MY e SR 1Y QlsEl @72 BEE ME kg Y
- 5lR0f| et Ro{et= SRt 7HE FE AlALRL &7 & 0.5~1.0 unit
24.28¢ ootz 49 ZH0| w2t FOARHE TS - 2iXte| @7Eo| et JHEXNe R 82 AN 1N
o YxHEZ ol Y ZTLIEEa Qladl 8% 0|
HYE
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o 2|ZZYAE X i H9|A30/50/70SHAH®
o=S (Ryzodeg Flex Touch Injection 100 unit/ml) (Novomix Flex pen 100 unit/ml)
5 | MUBYUSAZE 14~ 218 AZHEISIAIZE 10 ~ 202
% | Bz | ¥zs0sT SUARE No Peak B DEE TYARE 1 ~ AR
=
o
st | AL | ZSXIZAIZE 42 A2t ZEX|EAIZE 24 A2
Ha | 2tzt7]: 25 Azt HIZE7]: 81 2(&5A)
of | Ml | 16,876 &/ 11,459 2 /H
7 | st peg) ey CE(56 &/ ) BIX} JiegRko) w2t Ot (38 ®/TH)
M= /Etoy Novo Nordisk A/S | =2 C|AT 2K
1. 5 71X BF2 elazlS S8t 2=2| 2lag! A 1. Dual-release insulin analog2AM =£&5 491 insu-
2. SOIEO| SSlHMA XX lin aspart 30 %2t SAIZFEQ! insulin aspart-pro-
3. Basal-bolus 2 tit| 7HHst o1&zl 25t @ tamine Z&d 70 %2 7+4E
Exl 2. A58 QSEI2 AE AZI0| 0lS 7HSE & ofL|2t A
S Y 2| 0E =S F thEA A== M2lE &
SO Il At SAl0 FAL 7FSEH AlE EYE
Eg St= ol J0jAM 217t QlERIRCt F e
X=X =
1. 2|ZE 0fH 2RI7}R?
o 25 D A5 A7 A4 FAARZA B L At FAA AU

A Eg 910 AT Folslok T
A FARESIOl A 24 1 om Wojzl 910 91X 8 uhpe] Fakgh
o Fof A BA MRS FAES Ao FUTH (A AAFGE AR B 1S ol w
i B Tt £olS Gure 4 glaUTh)
o AP0l 9 59 A A ) A A Al whefof gt
o WTANS WS BFO R Folsta] GES Fosok Tt
o EAFo] EATE 7ol A851R] eFotol Tk,

3. 0] 2k2 AIE £0i5H0F sH= AR =T0I7t27
o AT AT WEo] A A}
o] ok} SFBATA o] Gl QJOFES Kol Fl T}
. o ZejehE We o)

2021 08
DRUG INFORMATION I 57



I
=
12
10
4m
_9

He oA E|LtR?

A FAE A3 AHE R gto] Sojgli o] A ErahA) Selghch
CFAEE e B 71 3 AR ok R FAE B2 GA WUt
L8 A tolde Sel 2 B9IE AlY F FYNES Be) of ojo] AR Zof U]
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251217] B,

- 2 R AET AR (15g) B BT (15mD), 8 EE(F100ml 718) 1), 8&
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8. O{=| HE5HOF 57

 oj2lo]9] o] Y| gk ol Hakghth

o % A 21X FEE Fojsn] YAnTH2~8°C) Bt

« % F ALBI(300C of3h) TTE. (HT) 457K ALg 7H5)
o ARPE 913 W A4S ol nut @

L]

ES

1. Giugliano D, Maiorino MI, Bellasterlla G, Chiodni P, Ceriello A, Esposito K. Efficacy of insulin analogs in
achieving the hemoglobin Alc target of <7% in type 2 diabetes: meta-analysis of randomized controlled
trials. Diabetes Care. 2011;34(2):510-517.

2. Fulcher G, Christiansen JS, Bantwal G, et al. on behalf of the BOOST: Intensify Premix | Investigators. Com-
parison of insulin degludec/insulin aspart and biphasic insulin aspart 30 in uncontrolled, insulin-treated
type 2 diabetes: a phase 3a. randomized, treat-to-target trial. Diabetes Care. 2014;37(8):2084-2090.

3. Cooper JG, Pieber TR, Cariou B, Endahl L, Zacho J, Rodbard HW. Treatment intensification with IDegAsp
BID vs IDeg OD plus |Asp in insulin-treated patients with type 2 diabetes: a randomized, controlled phase
3 trial. Diabetologia. 2014;57(Suppl 1.):S69.

4. De Rycke A, Mathieu C. Degludec - first of a new generation of insulins. European Endocrinology.
2011:7(2):84-87.

5. Zinman B, Philis-Tsimikas A, Cariou B, Handelsman Y. Rodbard HW, Johansen T, Endahl L, Mathieu C.
Insulin degludec versus insulin glargine in insulin-naive patients with type 2 diabetes: a 1-year, rand-
omized. treat-to-target trial (BEGIN Once Long). Diabetes Care. 2012;35(12):2464-2471.

6. Ryzodeg® Summary of Product Characteristics. Bagsveaerd, Denmark, Novo Nordisk A/S.

7. S WSS st 2l FAMWF XIEAM 2nd Edition. tetg e U KIS AL

2]:

8. AI7HR0] FAMQ| SHHE AL - MY FARSY(H MY L= Z2|ZEAZX| ). QfFetmLtzt

9. 2015 E=H ZI=X|E. tietd=Hst3

10. AIZO|OFEOIM X OUZESIHHA|AH! (http: //nedrug.mfds.go.kr)
11. Micromedex (http://www.micromedexsolutions.com)

12. UpToDate (http://www.uptodate.com)
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% T2A ol o BjEFT S W B

o= AR A e o] aAg WY wizl g dek A 5A A A AlofrY Z=HA Hho] it
(Provention Bio)= FDAZ} ZHAke] 18 iy 2|24 HE2]|F W (teplizumab)®] 817F1% 1S Rtk
20219 79 64 FERICE,

Bl E2 502 f1RA0] & olEolAIA 138 B o] T A

FDAZ} Hl&2|F e 8718A] &2 A2 oA At 58 & FD
7h 24 1039 TR 2 57 A Aok #4ANE WeS v
= W8oltt,

ojd I Hfo]le Z2 A 2 AY HEH FEZZ T AR AES e R et ¢

oFEAU-sE /2FSHPK/PD) 7FaLA]

«1 o el AlEE vlasg 7Rt 23 FEAlUlEE e vlalssdol ASEA Lt ANE FDAZE A ot

AA7 )= &=9] A ZA| o]t}
UEe] Al A e AEY LS| (EMDAC)

125 A71ek o) I3 a7t 7EA YA A S

§°>£

pSiL=

TR vho]2 5 Holo] SFRAEEL F AESY MIEEHS UFoN7] 2 W A3 P
0l B 483 NRAEL APATE AE Alo]o] SFEANEH Bl LEEHES A5 SRS, FRA
Sl vlESA0] BashA e AGE 23] UsHe THE AR AEY AL FDAT AMbe] 75Tk )
ol

olo] met 18 TS A2 AThES SA1ES 2904 gﬁg %91 A 34 ‘PROTECT Al oA 12 F2t )|
EUFUS Fole WHAERRE E2H SFRAWEE /o) 519148 (substudy) AHEE ol £7] w7 &
7}E e B Ao R TR Hio] @ 22 o ATt

o Atz FEPAN th2AHE] A A4S A5 913) AHe] ulB 7 (unblinded) Al 34 7|2 I3t £4jo] o]
Fo]A o Ho|t},

Z2HIA Hho] 2 52 o] sh9AIY Ay HES & AU vluseAdS SEHsHAU, ot =AW

SHl /0l BRI oF2 AHTE aist7] 1 FDASH A8 5l =25 7|28 AuE AET AU &

E2A vhol o 2o of SEut el ofn] AT SARANA Thgol ol RelAAL, VA el ThgE 4
e Ao et

A ol 2 2 ols} A 7L S S L AN COMO) B1254 A AN o4 A
o S WEES AR5 2SS FDA Q4 sicka Ak,

FDA bl HEelErio] R ARKE ol AT, AT ARSI Sl 3
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2 A3he Aok gheror] AokE HE R AETL 48 AYS AT ARH
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ol ISl A £ o138 Wk Aol 24
L EG HAARA R AL H B2l o ;
1 FDAS] AAbge] $-eloh 11Ustn st WS AastuA 7129 ol w
P i e 19 Gl ARUEZL 159 omAre] Uze] £33 Azl 2148 o
29 cumg Yo

Zoz To YRt HEAFR] HA/FE HEY S =S 5] o) HORE FDASH DT HElL olols}
190 tholl 1B w7 2 BAES I A9 19 Fy 82 A (disease-modifying therapy) 2 ]

A A5k 59 FDA WHEHA - thAlA 2k AHE US| (EMDAC)= #HJ 103 -8 732 13 T A&
A "l&e 5 (teplizumab)ell tall 31718 A X|ehe FAZTE Ue24} ot
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< 435t A EMDACE ‘TN-10 Al o4 =& 8% 9 Mg ARE IAR HEgaye 817% Ha
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Aol A HE TS ARl 14 B¢ 13] (5375 vl 7HE7] 27] 19 S A2 et 9
13 Sty WA o] EetAE 221G vlsl H4gk 2| AAE A S & Yepgt,
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1% Tt MEZX2A| FDA "W AE E&) 2|4
% WE X Z7|MZ {3 F 2=AZ A=A VX-880°

0]y djARSA 2 AR O 273 Aok Y HE A whobrE] A A QIA T | o] ] Ejit (Vertex Pharmaceu-
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I HE A shubRE A A F ALY 18 Gl ARG AEXE2A SREA ‘VX-880'0] FDA| 9] ‘)
~E B AR AUt 20219 39 109 ZHs) BAE o7 9l

‘VX-880"2 % AddE W AdY L RS (impaired hypoglycemic awareness)S S5t 18 o
=i A SRt A RAE o] Y Sl 7|tFolt
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o] dFolrt. ad S I A 2=A2Y 7 5E AFAA AU T ] 2HYS RS & &
T e 7 A A sk e,
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2 ZR10/RFH(AZLEIS )

1. Sy U 27} wgey
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24F710] 271 9] 9JoF thx THE QW Al A b= o] ¢F 1Y 13] 2. 5mg, Smg, HFS Fout
ek, 3719 24719] Q]oF v o] =7F MG oW AlFo] A==, 2 WEZER, 2olEe
do(deeee B 2AZHEE), SR 2o tiet 371 H-8 W Aldolqdrt, Al7HA] Al
HollA o] ¢F 2.5mg, Smg &2 9o R 7} HE oS e g R A= ek, AAEEE
10mg Foiot& =8l AlE 5 2 Aol 23t= Qo W Exarivte] 271 8 e Aol 23
AT, 10mge 37HEA] ¢ L;$ﬂﬁﬂﬂq

0o d=a] Al 3 HEX ﬂﬂ*aﬂd , YR s 27 ajor Foiglh Al
59 245 AR (S A 83t J; AP A E FREAONA, o] °F 2. 5mg
4 5mgg Fof Bk 2RAto] ARkl o L%%ﬁéiﬂﬁﬁ FAFSFATHZZY 72.0%, 72.2%
vs 70.6%). odREg o= Qg A7 9 oF 2 °F bmg, 91oF Fof kAol A 242k
2.2%, 3.3% L 1.8% Fct. A7 27| Tt HAH 7P &3t o)A vhg-(0] 2F 2.5mg O & A
TS 24 2789 SHAF E= 0] oF bmg o' AR 4> 278 9] Sl A HarH)S YA
(Z+2+0.1%, 0.5%, 0%), B7 (0.2%, 0.3%, 0.3%), 8% A oteld 57} (0.3%, 0%, 0%),
g2 agotd AL 571 (0.1%, 0.2%, 0%) Attt H ZF-EA A o] oF 5mg & Fof
2 32 5% ol doll A Hal 9l QJokS Fof HE2 Jhtol A Kt v EakA Bl o -g-(AEARE]
AA 7} WA Flo))-2 # 13} e},

-{n lru
rl; [
ol
ol
é
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of

1, {9 THZ LHAR0IM 0] 2 5mg 2= F0f 22 EHXI2| 5%0| Lol M B0 & 2(2fS Fof 2 SR MECH O] E5A| 21 E o]t

0l % 5mg ot

N=882 N=799

MESEIIUSE 68 (7.7) 61(7.6)
Hl 7|2 60 (6.8) 49 (6.1)
55 57 (6.5) 47 (5.9)

Smg & Fo] B2 SRpof| A F5(6.5%)> 5% ol HlE= KAl {3t o]0l
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2.6% vs. 1.6%), 55(2.4%, 1.7% vs. 0.5%), HFH(1.9%, 2.3% vs. 0.9%) ¥ TE
(2.2%, 2.3% vs. 1.3%). |otEejdr] o =71 Q8 A|FolA, Tx FEo AYES o] oF Smg
S okt vl wA] o A GERSTHZZ8 1% 9 4.3%). ©] &F 2. 5mgollA] Bx RFo HNES
3.1%AT. ARt TS 2eigh U2 52 BAUEA QST o] oF 2. 5mg ¥ o] ¢F 5mgo] &
Z2 BE 08-S A v|wA] G2 oA 3.6%, 2% vs. 3%, WEZET 27} @ o2 FEo

AN 2.1%, 2.1% vs. 2.2%, 28R =0] 37} QO BojA] 2 4%, 1.2% vs. 2.2% AT},

o] ¢K(2.5mg, 5mg ¥ 10mgoll gt FTFEA) L oA FHe YAHES 100 SA-H
(patients-year)@ 22 1.0 ¥ 0.69]%1tt. 10mg & 3|7[EA] 42 Fof &afFo|c}, o] oFS Fof
HES SpRZo| A AJZho] Ao whet 24 WA Eo| S7FekAl = 8kth, 1A= S A ke
] H] Aol A I i of] ThRh Ak |l o o] ik #HEFSHA] ST

S04 4 A AF o R XdE dauptago] dAFZRE oA gk 2 #EE Gl o]
oFvlo] T A LR A] ekt

ol o} 2 5mge FEF, F% AN B L W ANE 7H A 23 Frery Ak 1709
o gk 1257ke] AIROA okt vl E Tk, ST ol Jukg W ot o R 1 FEHS %
- =] E o

3 WY RN B LIS L GPLE2 AT FTE TR

2% F7bA0R AWE 247040] A ShEI AFOIA Fol B 5% o] Aol A] BLE ot
S(ATA Qb Boheh BAGlo) S AN Gtk o AL o] He] Wi xR0 7

H 2. 0|Hofl 2xd ASK|ZE U2 ZAE0| 3= EXI0AM 0] 2t HEZZTIS| HEEN: 0] 2f 5Smglt HEZZ[IS HEENSH &tXle|
5% O|AtOIA| EDEI(ESt HEX20I SHEEQ SHXHHCH 514 B0 E) I E'_*%
0|25 mg + HEZ=2DI HEZ=29]
N=320 N=328
== 57 (6.5) 47 (5.9)
FoEH 22(6.9) 13 (4.0)
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5. M=

A@o] ol 4te-e AF o] gt WE ® o] 2ARTE: BAA B 2HL 2 7EA gron
W o] FASo| A Aol Glth, THEE BE Bist AT ALTS vtk 24 Yelr)s

=755ttt

ZEF=e 7t Q¥ A4, BiiE G| AAA ¥lE= o] oF 2. 5mg ¥ ©] ¢F 5mg
(13.3%, 14.6%) 1A 19F2(10.1%) BInLA] =94tk 2 AR NA fingerstick 9 2|7}
50mg/dL o|sto|HA Ao FA o] SHbE | Sl AP k= 0] &2 5mg ¥ o] &F 5mg
oA 2.4% 2 0.8%¢|3L fJekollA 0. 7%k, ©] ¢F 2. 5mg 9 o] F 5mg oA HiiH A<
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04*1 2 Xﬂfﬂ%ﬂ MEE 3. 4%9.00, HEZ2Y GERe] oA 4.0%%t.
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(flngerstlck o 27} 50mg/dL o]sh)20] ¢F T = HIER] ke T;_-_LE]“JX}O]E

Fof 2ol A= 3578 0] HArEIth(8.1%) (p<0.0001).
To5 B 53Y Al =2 WAl E 7HR] gkl thEk 125 5Qe] Fofof| A HarE A
o] HHrA Q] WY& o] oF 2. 5mg FolTtollA 20%, 1oF FoltollA] 22% o] qiTt. o] ok F
WS 478 0] BhAH(4, T%) 9} f1of= Fo] vk 31 O] $RH(3.5%)7F Aojk 1 3]9] F4to] FHHE &
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ol digh =71 Ay A Aol BaE Ao HAAA vk o] 9] 5mg Fofoll A
18.4%9 1 YoFtoll A 19.9%°]30ct, I3y AR S0k 3hol ¥l A do] Wik =(fingerstick
A

@ 5417} 50mg/dL 18} o] oF 5mg FIZ(5.3%)ol 4] IoHE(3,3%) R} &3k}, W=z
o A EY Aol g o] o] o FrFh O] U4 AFOIA HIE AP T AAH vEE

o] oF 5mg FolZol A 10.1%, $IoFEelA 6.3%01%1ch. 1l AW WL o] of Fofito] 4
1.6%9.0M, SloFzel A et peret. @
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191 WA 0= 2 7% glolw 4
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o= XS ERe E 5 Us 273 AHAL 7| EARS] AT Aatol] tiste] 7]
ek, ol Tol= Au Ryt A2 Aol o] A EFA 7 Hea | tjste] a7lstarzt gt
2u|Eute} A7) Aol df7t e A7 75 A diste] @5 Fd 2|

Aol Bg& & 4 Qe AFORE TASte] 242t 512o) 4,270 9 371 o4 BEIlwE 3}
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1. An|22|L} (sprulina)

Ly ue etdo2 Wilolst Stoln 2 ddf A 2577t B2 259
ExE U o} 27 £22 39~42T0|w Ad7te]Ad oA 2 wAlgit
LU T SN et ARAIZ Ae YR wheo] IHE Fof 8w HA 3
B2 7hgsto] 83ttt

Ly R yols 45 YFLE vt 5001 7HA degdart e et 9, g

2 els oA 7V ol E 2R, algae)®] SR AlERo] ghe ThilE A Eolt,
%

H

PN

=, T84 AolARE HET AR AR (EREEL, JIEEko|E | F|aAtolobd) | HAEE

A (superoxide dismutase), fAuteEallil o] wol :Z3tE|o] Qrt, o]zt JEE0] €o7]

= 7ot 2HE-E SOl IRt RS 2 @R d, "oy A, S AHE Ad) J o
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1.1. AL22|Lte| DX[E=o 5t S}

2R U= a3RtoA Y AHEY 45 Wald ez dF S AHES At A7l Bt
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1.2, 2n|g2|Lte] I X|EE HEEX|=0 gt 2A

20 2y 1A E€F A Zade] thto] Pubmed Hlo|E W] AS o] &5to] ZALSH A= o}
o] 19 1o Yef AT, o] ZAFIA 977 2] =Fo] FE2EHA 2T o] F T2 2 A4AIE ATt
g =22 7] HAE T HAE TAL =7 FollA AuREute] 2 EF A RaT gt =
=279 A 4 AuE Asd ofejel

Literature search by PubMed
Keyword: spirulina and cholesterol. Title/abstract for search field

|

| 97 articles |

|

| Filter: randomized clinical trial |

l

| 7 articles |

J8 1. AL|FaLe] nX[EEs BEXX|= £S14M flow chart

1.2.1. 2714 1 (2HEZ 1b)

Hernandez-Lopez MA, Wall-Medrano A, Lopez-Diaz J et al. Hypolipidemic ef-
fect of Arthrospira (Spirulina) maxima supplementation and a systematic physical
exercise program in overweight and obese men: a double-blind, randomized, and
crossover controlled trial. Marine Drugs 2019:17:270-282.

- o] AT 20179 HAlse] Q= B HEEUCIA 18A] o) ARt Fo] ulukel AU 5272
]

A
mRske] AAIRE cross-over ol A A R SAIE A
o [e]

= o] A F O Fofdt A UAk= A-FAF(BMD 7} 25 o402 vl 4] FE3t Holl &8k A

- Sl dFYol dERH 100ml (F-2ue &5 21 Ak) oo R BEE S A B
RHdAgte] 9l Al Al AT ot

- AAA el Fhef et A dAhs &5 R ot Bl 0. R VHRAL 2470 2 ThA A
ofat fleft o gl (11 2)

- AR Av RS W 4,54, oS B} gto] FLA| vhE oks 65 T 58
gt ok (171 AR, 25 B9 wash-out 717He AR T AP §JoF o 9okt
S Aot oR wat wjgate] 65§k A~u e B flofE S85hs ddAIRE A
& (27] EAE)
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- U7 o] QARAI RN Folat =
B 2n TS B3 Ho] 9
- o] YYAE A £F T2 IHS AASAA 25T S ) 4. 5gH 6% Fob Bgaku 65

Aol W34 % 223} LDL-Co| 44513 HDL-CE Z7hsheom 1 fsizhe 544
o2 S Goa AR LehgE(E-1)

& ZRIYL AAHHA AuFeus 5854 32 45, LDL-Ce 24 A A3k
ARt F FE A8 23 HDL-Cofl f-24 9= 2ol7t 813

& ZEIYS AAISHA] gfal Av Ry B8t 3 F9-, F ZeEl&EHE% LDL-C, HDL-C
TFollA {94 = Aol 7t Sl

& ZRIYE AuRUY B8k 5 o 844 9 A 9-olle e A llA 794 °1hi}°l7}%2218
E-2% A ALA FoA & 2 2EHE, FAAY, LDL-C, HDL-C 5 A Foj|A 12| &Zo0]
e AdAe] HolE o I‘HOHHUPE 13t Ak

aAEFo] e APAY A, 25 Z2IOHS AAR Fee 2801l &% RIS A4
SHA] g2 7 pollte L7 E’M«l < ¥ &HET FAAY A 44 9 HDL-C S7F 837t &
AH O foido] e AR el

o] 2= & uj Au|ReUE H85HH IAIT A A S AHE W SR A7 A E
53] B FolHA aAEFo] e Aeole 1 2t U 3R Ao R FUHE S

O 2. ALZ2|L UAMAIEC| 2K} HHE AHE
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H-1, M| XIHxe| S| AH|

T

A X Ex}

SSXE X
28, An|2a|L 23, AY HI2S, An|E2|Lt HIZ2S, {1
VSN 196+35 197438 20139 190+31
TC 6% 163+33 177+36 183+37 186+31
p-ZH(KIEXL) 0.001 (14) 0.053 (14) 0.103 (12) 0.619 (12)
VSN 157+47 139+44 141+37 131+
TG 6% 13537 124+42 127134 125+
p-ZH(KI&XL) 0.070 (14) 0.212 (14) 0.176 (12) 0.517 (12)
VS 128+36 137438 138+37 131+
LDL-C 6% 93+34 115+36 117+38 127+
p-ZH(XI&XL) 0.001 (14) 0.046 (14) 0.062 (12) 0.680 (12)
VS 34£9 319 35%£10 35+
HDL-C 6% 42+10 36%9 40+11 37+
P-ZA(XIRX) 0.005 (14) 0.059 (14) 0.071 (12) 0.655 (12)

TC: total cholesterol; TG: triglyceride; LDL-C: low density lipoprotein cholesterol; HDL-C: high density lipoprotein cholesterol;

p-akt: 7| Chd]

H-2. TRES U= KKt SHAHE U AR 4% W

0]

x| X[&X S

IXHES0| Y= X[AX}

28, An|Z2|Lt 28, AL HI2S, An|Ea|L} HI2S, ¢l2f
7| X%| 226422 232423 233421 219+16
TC 65 189420 208+28 212423 213+18
p-ZHKIZAt) 0.000 (7) 0.025 (6) 0.029 (6) 0.412 (6)
7|IMR| 184440 180425 167+11 16046
TG 65% 156429 164421 148419 153+12
p-ZHKIZAt) 0.043 (7) 0.096 (7) 0.001 (7) 0.156 (6)
7|18 141429 148+33 148433 140429
LDL-C 5= 101434 124433 128432 135427
P-ZA(XIXL) 0.001 (10) 0.030 (10) 0.060 (9) 0.650 (9)
7| X%] 3046 2846 29+6 28+8
HDL-C 65 40+10 3346 35+10 3145
P-TH(KIRX) 0.001 (10) 0.019 (10) 0.010(8) 0.172(7)

TC: total cholesterol; TG: triglyceride; LDL-C: low density lipoprotein cholesterol; HDL-C: high density lipoprotein cholesterol;

p-ak: 7|MX] ChH]
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1.2.2. 27 2 (271=Z& Ib)

Torres-Duran PV, Ferreira-Hermosillo A, Juarez-Oropeza MA. Antihyperlipemic
and antihypertensive effects of Spirulina maxima in an open sample of Mexican

population: a preliminary report. Lipids Health Dis. 2007:;6:33.

- o] AT 20074 WA SLAIE o] 3 Thshg el Al 184] o4 A7 A4 36 (24 167, o
4 20%) 2 Bshe] AR BT PAAEY
- o] YAl Fold A WAk HATATIL G 5 Al YFFTo] Gl AT A
- ABEROI TUe) SIE AHE B
| F

3 717

»Q—J&OM *“ﬂ»s—ﬂr% e

- AR} 36S o2 AT UE 5f
A A4 HDL-C, LDL-CE #2192 (3 3)

- 202y 6537 B8 3 2 FYAHES 19 mg/dL Fastgon SRS 66 mg/dL 7
25 HYoH o] Aut= FAHORE o4 (zlt— t&f‘z}ﬁ%(p@.oon

- 29 Ey 657 58 ¢ HDL-C2
o] =AM = Fo4 = BT e

- 2R Y= ﬁlxqoiv#é QA LDL-C, TC, TG 441712 HDL-CO] 3= F7H]
7188 DA EF SAA 147 5AFo R AFstEE A 4= s Ao R FUHE S

H 3, AL|R2[L} 652 58 = ESX|E 23 £x[2] Hat

total cholesterol TG HDL-C LDL-C
baseline 182£37 2341178 43+14 103£30
6FF 163+34 168+101 50+19 86+28
p value <0.001 <0.001 <0.01 <0.013

2. #2| Alo]MS(Avena sativa)

(B-glucan)elgt= &0 Fg3lct.
Ao wep 77 AR FAEE, FASEE, FHAES St gEA ok, B3 F FH A
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&3 LDL-S&HE #A& W3e doe a3 o, AxEFo] €5 T4 Ee =¥
HlEo] v A o2 S AHdE 1 o 712 Aol e A E T AR HEABAZA &

S A2 4= 3Tt

azl-3. #Ha| (21%: plant, 2E%: Hif)

2] o] et TR HEE LDL-09} & 2 A8E 315 Wit Talrh Qekn 2ol itk
webA] Fle] Aojd g 1A 4

= gy
LAY AT AL Al b Ees € 7 e AR 7|HdEd

F1E o] AT A Zadte] tiste] Pubmed H|oJE|#|o] 5 0]-8-35te] 2ARE Aik= of#fof T1F
4o GeRfi gik. o] ZAMA] “oat and cholesterol”olgh= 7| Y ERE 338719] =&0] F2HAL
L o] & AR Al Aol et =2 9370l qlek, 93719 =it 5 A Sl tiEgt AP A
Eadof tigh 2749 ol tisto] R B AvS aofsh tha)

Literature search by PubMed
Keyword: oat and cholesterol. Title/abstract for search field

|

| 338 articles |

|

| Filter: randomized clinical trial |

|

| 93 articles |

a8 4. #2|e] 2X|EE ExX|z 2HM flow chart
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2.2.1. 271 1 (E2H%+Z= Ib)

Cicero A, Fogacci F, Veronesi M et al. A randomized placebo-controlled clinical

trial to evaluate the medium-term effects of oat fibers on human health: The be-

ta-

glucan effects on lipid profile, glycemia and intestinal health (BELT) study.

Nutrients, 2020;12:686-696.
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l°JZ}L 17] AAIE 717 E= 27] SAAIE7IZE S 85 52t A8
A =l S (1™ 5)
01@ L] AGAIE Zho] A Yo] | A%, slElEdl, 8 52 E-49) YEr

tlo o
2
F—r’

X rln

=

u
o Y

=

o
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ox i
>

% ZY2HEY A drates FARCE fo3t AeR YEREoH(p<0.05) 452 ol
7)Aol ¥lall 6.5% (95% A1=+7k: -10.95 € -1.9 H$)), 8FApolli= 7|# Ao H]2l 8.9%
(95% A=|+7k: -12 65-¢8 2.3 He]) 7443 202 et

53] LDL-CY] Z$ #aaiyt AH & uf$- Fo)5h Ao &2 el on 453 ol = 7] 2 Z] o
H|3 12.2% (95% _ﬂ?Lﬂ -15.45¥ -3.8 He)), 853 oll= 7IA Aol vl3l 15.1% (95%
ARzt 17 8578 5.9 M9 {4t A= Yebd S

gk A2 wer 2520 % % éxvﬂhlr HDL-C =215 o7t 4 A]7]= AL &2 et 1 A3t
et 794 e A7 oIS

Ael= Aol /7t F5gt ‘%Ol‘ji AFAIE 717 & A S5 3k o 7ol e
g o] fiof gt Hrte AAIF= Yokdtel vt 24 A= 2kel7t §llS(3E-6)

o] AWM= & o Fel= 5 Fvkzholv vyl B EH-E ek o

U= HlE 2571 2t & ZE2HE 9 LDL-C A&

LDL-C Zaaa7p F35 202 F7hE S
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H-4, QAR HO Al #xie| Lio] S LAl x|

X|= AHIX| = Xz ke PAETS
Ltol 52.3x4.4 EZ|2HEZE (mmol/L) 5.7540.49
HZE (kg) 74.5417.4 SMX|E (mmole/L) 1.51+0.80
SEEE] 91.3+14.6 LDL-C (mmole/L) 3.78+0.42
2712 (mmHg) 128.3+£15.3 HDL-C (mmole/L) 1.28£0.29
O|27|82 (mmHg) 81+9.6 22 &g (mmole/L) 4.97+0.73
LDL-C: low density lipoprotein cholesterol; HDL-C: high density lipoprotein cholesterol
O 5. 2| HEISRZH YYAIRL| 2t il AAIE
#-5. SYAHE X XL x| Ht (2 mmol/L)
XE 72 Slorz Aoz
VSN 5.75£0.77 5.77+0.68
TC 4= EEF 5.84+0.73 5.38+0.58*
8F E8% 5.75+0.75 5.24+0.57*
VAVSPS| 1.48+0.70 1.48+0.81
TG 4F E8% 1.46+0.88 1.60+0.89
8F =8% 1.40+0.78 1.62+1.10
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xIE 7 Slof2 NERE:

71X 3.76+0.75 3.80£0.64
LDL-C AF 585 3.84+0.65 3.33+0.60"*
8F =8% 3.80+0.65 3.21+£0.65**

VAVSHS| 1.31+0.29 1.29+0.33

HDL-C A 58S 1.33+0.29 1.32+0.29
8F =8= 1.31+0.30 1.30+0.29

TC: total cholesterol; TG: triglyceride; LDL-C: low density lipoprotein cholesterol; HDL-C: high density lipoprotein cholesterol
*p-value<0.05 versus
**p-value<0.01 versus 2+

H-6. YAAF 717t 5 b 2 X|E

xE Slor? Algiorz

e EERS 7 !

chHol 7 teHxiE Lt Afe 3 3

HiHo| &7 Lies H= 4 3

O] CHSt FgH =7 3 4

2 suz Y 2 2

CER RIEE<T 3 3

Charlton KE, Tapsell LC, Batterham MJ et al. Effect of 6 weeks’ consumption of

B-glucan-rich oat products on cholesterol levels in mildly hypercholesterolaemic

overweight adults. Br J Nutr. 2012;107:1037-1047.

- o] A= 9] Wollongong s A4l 204 oAkl A7eE A1 ¥R} 95 37 o=
o] Arjet gy 29 2 UAAH Y

- XA o] Zode 4= Q= AL F ZEAHE =5 mmole/L, AAFAS 20-32 kg/m29]
I AZAE 7Y Fs st Al Y

- Sy, AR 7HRE)

HZ A AASHA| E& fish oil 5 5
2 5 =
- A ol A YA = Rt (A Holdw7t FREA 2 cereal AEF 58), A

& (A= Aoldw7t o cereal AlE H&, 1.5g/day), LA FI2|t (e 4ol4
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 gepa A2l Aol

08 |

7t o cereal AlsF 58, 3g/day) 22 FAH9] vgstal 65 S IAIHS WY
S (19 6)

AIAE At 7| Aol 78 B8] oW F FTYAHEC] 5.549.3% A% vhH # ]
Alo] & MY 1.5g & 3gX 677 B85 & FULHEC] 7.2412.4%, 7.8413.8%
daE Aow eyl

g LDL-C9] %ol A AoldfE 58314 oW 5.5+12.4% 44 vhdo] 2] 4]
ol RS i 1.5g T= 3gX 657 H8351H 8.5+18.5%, 8.4+18.5% HAH o2 e}
fra=s

HDL-C2] Z$-ol%= #g| 4ol da7F thxtol vl §94 sle &35 YetliAl= 3L

o] Aug & uf g 4o|df+= F FH2HEY LDL-CE ASAIA F+= &7} AT A4
Al ’4046} A QA= Atololl HAR7E U a1 B3 th 2341} vl E of o042 gle Aoz
B7HE L

Zd| 227 LDL-C @ HDL-Col| §-23t a3t 9 A9k 114

kol =
= =
T A7 FFHoR 558 & 4 A AR BEAE ks @

O3 6. H2| Ao|MdF LI ALY AHE
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LDL-C Total cholesterol

M placeho
m low B- glucan

 high B- glucan

% difference from baseline

-9 4 -85 -84

O 7. M2 Ao|dR 6 58 = LDL-C2 & S AHIE x| Hst

n2s

1. Hernandez-Lopez MA, Wall-Medrano A, Lopez-Diaz J et al. Hypolipidemic effect of Arthrospira (Spir-
ulina) maxima supplementation and a systematic physical exercise program in overweight and obese
men: a double-blind, randomized, and crossover controlled trial. Marine Drugs 2019;17:270-282.

2. Mazokopakis EE. Starakis IK, Papadomanolaki MG et al. The hypolipidaemic effects of Spirulina (Ar-
throspira platensis) supplementation in a Cretan population: a prospective study. J Sci Food Agric.
2014;94:432-437.

3. Torres-Duran PV, Ferreira-Hermosillo A, Juarez-Oropeza MA. Antihyperlipemic and antihyperten-
sive effects of Spirulina maxima in an open sample of Mexican population: a preliminary report. Lipids
Health Dis. 2007;6:33.

4. Ngo-Matip ME, Pieme CA, Azabji-Kenfack M et al. Effects of Spirulina platensis supplementation on
lipid profile in HIV-infected antiretroviral naive patients in Yaounde-Cameroon: a randomized trial
study. Lipids Health Dis. 2014;13:191.
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5. Juarez-Oropeza MA, Mascher D, Torres-Duran PV et al. Effects of dietary Spirulina on vascular re-

activity. J Med Food. 2009;12:15-20.
6. Park HJ, Lee YJ, Ryu HK et al. A randomized double-blind, placebo-controlled study to establish the

effects of spirulina in elderly Koreans. Ann Nutr Metab. 2008;52:322-328.
7. Samuels R, Mani UV, lyer UM et al. Hypocholesterolemic effect of spirulina in patients with hyperlipi-

demic nephrotic syndrome. J Med Food. 2002;5:91-96.

8. Cicero A, Fogacci F, Veronesi M et al. A randomized placebo-controlled clinical trial to evaluate the
medium-term effects of oat fibers on human health: The beta-glucan effects on lipid profile, glycemia

and intestinal health (BELT) study. Nutrients. 2020;12:686-696.

9. lbrugger S, Kristensen M, Poulsen MW et al. Extracted oat and barley 3-glucans do not affect choles-

terol metabolism in young healthy adults. J Nutr. 2013;143:1579-1585.

10. Wolever TM, Gibbs AL, Brand-Miller J et al. Bioactive oat 3-glucan reduces LDL cholesterol in Cau-
casians and non-Caucasians. Nutr J. 2011;10:130.

11. Charlton KE, Tapsell LC. Batterham MJ et al. Effect of 6 weeks' consumption of B-glucan-rich
oat products on cholesterol levels in mildly hypercholesterolaemic overweight adults. Br J Nutr.

2012;107:1037-1047.
12. Wolever TM, Tosh SM, Gibbs AL et al. Physicochemical properties of oat -glucan influence its

ability to reduce serum LDL cholesterol in humans: a randomized clinical trial. Am J Clin Nutr.

2010;92:723-732.

13. Beck EJ, Tapsell LC, Batterham MJ et al. Oat beta-glucan supplementation does not enhance the
14. Theuwissen E, Plat J, Mensink RP. Consumption of oat beta-glucan with or without plant stanols

effectiveness of an energy-restricted diet in overweight women. Br J Nutr. 2010;103:1212-1222.

did not influence inflammatory markers in hypercholesterolemic subjects. Mol Nutr Food Res.

2009;53:370-376.
15. Biorklund M, Holm J, Onning G. Serum lipids and postprandial glucose and insulin levels in hyper-

lipidemic subjects after consumption of an oat beta-glucan-containing ready meal. Ann Nutr Metab.

2008;52:83-90.
16. Queenan KM, Stewart ML, Smith KN et al. Concentrated oat beta-glucan, a fermentable fiber, lowers
serum cholesterol in hypercholesterolemic adults in a randomized controlled trial. Nutr J. 2007;6:6.
17. Theuwissen E, Mensink RP. Simultaneous intake of beta-glucan and plant stanol esters affects lipid

metabolism in slightly hypercholesterolemic subjects. J Nutr. 2007;137:583-588.
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CKD-205 25mg CKD-205 14 (FE2
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DATA

sii2| Hfo|2elefE

OlAL
(=N =

(2021.6.14~2021.7.11)

o= 1234 £X{: ClinicalTrials.gov

NCT Number | Title | Interventions | Phases

NCT04809467 A Study Evaluating Safety, PK, and Efficacy of Drug: tafasitamab|Drug: parsaclisib Phase 1
Tafasitamab andParsaclisib in Participants With [Phase 2
Relapsed/Refractory Non HodgkinLymphoma
(R/R NHL) or Chronic Lymphocytic Leukemia (CLL)

NCT04060407 CD24Fc With Ipilimumab and Nivolumab to Drug: CD24Fc|Drug: Ipilimumab|Drug:Nivolumab |Phase 1
Decrease irAE (CINDI) |Phase 2

NCT04780217 A Clinical Study of Intravenous T3011 Given asa | Biological: T3011|Combination Product:T3011 + | Phase 1
Single Agent and inCombination With Intravenous | pembrolizumalb [Phase 2
Pembrolizumab in Participants WithAdvanced or
Metastatic Solid Tumors

NCT04928287 Parkinson’s Disease (Early and Moderate) Biological: HB-adMSCs|Other: Placebo Phase 2

NCT04899232 Antithrombin IIl in Infectious Disease Caused by Drug: Antithrombin Il Phase 2
COVID-19

NCT04892277 CD19-Directed CAR-T Cell Therapy for the Biological: Chimeric Antigen ReceptorT-Cell Phase 1
Treatment ofRelapsed/Refractory B Cell Therapy|Drug:Cyclophosphamide
Malignancies |Drug: Fludarabine

NCT04602117 Evaluating the Safety of Weekly Paclitaxel With Drug: Vic-trastuzumab duocarmazine(SYD985) Phase 1
TrastuzumabDuocarmazine (SYD985) in Patients
With Metastatic Cancer

NCT04119830 Rintatolimod and Pembrolizumab for the Treatment | Biological: Pembrolizumab|Other:Questionnaire | Phase 2
of RefractoryMetastatic or Unresectable Colorectal | Administration|Drug:Rintatolimod
Cancer

NCT04093323 Polarized Dendritic Cell (aDC1) Vaccine, Biological: Alpha-type-1 PolarizedDendritic Cells | Phase 2
Interferon Alpha-2.Rintatolimod., and Celecoxib for | [Drug: Celecoxib|Drug:PD-1 Ligand Inhibitor
the Treatment of HLA-A2+ RefractoryMelanoma |Drug: PD1Inhibitor|Biological: Recombinantint-

erferon Alfa-2b|Drug: Rintatolimod

NCT04699461 Study to Evaluate the Efficacy and Safety of Lon- Drug: Loncastuximab Tesirine|Drug:ldelalisib Phase 2
castuximab TesirineVersus Idelalisib in Participants
With Relapsed or Refractory FollicularLymphoma

NCT04894994 FLX475 in Combination With Ipilimumab in Drug: FLX475|Drug: Ipilimumab Phase 2
Advanced Melanoma

NCT04912063 Study to Evaluate Adverse Events and Movement | Drug: Lemzoparlimab|Drug:Azacitidine Phase 1
of Lemzoparlimab inBody When Used Intrave- |Drug: Venetoclax
nously (IV) With Azacitidine Subcutaneouslyor IV
and Venetoclax Orally in Participants With Acute
MyeloidLeukemia and With Azacitdine With or
Without Venetoclax inParticipants With Myelodys-
plastic Syndrome
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NCT04762875 MGTA-145 + Plerixafor in the Mobilization of Biological: MGTA-145|Biological:Plerixafor Phase 2
HSCs for AllogeneicTransplant in Hematologic
Malignancies
NCT04704843 A Study of Guselkumab in Adult Participants With | Drug: Guselkumab|Drug: Placebo Phase 1
Celiac Disease
NCT04912869 A Study Evaluating the Safety, Pharmacokinetics, | Drug: CrovalimablDrug: Placebo Phase 1
Pharmacodynamicsand Efficacy of Crovalimab
for the Management of AcuteUncomplicated
Vaso-Occlusive Episodes (VOE) in Participants
WithSickle Cell Disease (SCD)
NCT04916470 Research Study to Look at How Well Semaglutide | Drug: Semaglutide|Drug: Placebo(Semaglutide) | Phase 3
Works in PeopleLiving With Heart Failure, Obesity
and Type 2 Diabetes
NCT04896606 SARS-CoV-2 CTLS for Mild to Moderate Other: Standard of Care|Biological:SARS-CoV2- | Phase 1
COVID-19 Disease CTLS |[Phase 2
NCT04327986 Immune Checkpoint Inhibitor M7824 and the Drug: M7824|Drug: M9241|Radiation:SBRT Phase 1
Immunocytokine M9241in Combination With |Phase 2
Stereotactic Body Radiation Therapy (SBRT)
inAdults With Advanced Pancreas Cancer
NCT04877691 Subcutaneous Anifrolumab in Adult Patients With | Drug: Medi-546|Drug: Placebo Phase 3
Systemic LupusErythematosus
NCT04364178 Viral Specific T-Lymphocytes to Treat Adenovirus, | Biological: Adenovirus Specific T-Lymphocytes Phase 1
CMV and EBV |Biological:Cytomegalovirus Specific T- |Phase 2
Lymphocytes|Biological: Epstein-BarrVirus
Specific T-Lymphocytes
NCT04722003 Mucosal Immunity Against Neisseria Gonorrhoeae | Biological: Meningococcal Group BVaccine Phase 2
After 4CMenBVaccination |Other: Placebo
NCT04660201 Anthrax AV7909 Liquid vs Lyophilized Biological: AV7909 Phase 1
NCT04329065 Concurrent WOKVAC Vaccination, Chemotherapy, | Biological: pUMVC3-IGFBP2-HER2-IGF1R Phase 2
and HER2-TargetedMonoclonal Antibody Therapy | Plasmid DNA Vaccine
Before Surgery for the Treatment ofPatients With |Drug:Paclitaxel|Biological: Trastuzumab
Breast Cancer |Biological: Pertuzumab
NCT04442581 Cabozantinib and Pembrolizumab for the Drug: Cabozantinib S-malate Phase 2
First-Line Treatment ofAdvanced Liver Cancer |Biological:Pembrolizumab
NCT04840394 Clinical Study of BDB018: Monotherapy and in Drug: BDB018|Drug: Pembrolizumab Phase 1
Combination WithPembrolizumab in Subjects With
Advanced Solid Tumors
NCT04861259 A Study Evaluating the Efficacy, Safety, Drug: Crovalimab Phase 3
Pharmacokinetics andPharmacodynamics of
Crovalimab in Adult and Adolescent
ParticipantsWith Atypical Hemolytic Uremic
Syndrome (aHUS)
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NCT04629248 A Study Evaluating the Efficacy and Safety of Drug: Obinutuzumab|Drug:Tacrolimus Phase 3
Obinutuzumab inParticipants With Primary |Drug:Methylprednisolone
Membranous Nephropathy |Drug:Acetaminophen|Drug:Diphenhydramine

NCT04790903 A Study Evaluating the Safety, Efficacy and Drug: Venetoclax Phase 1
Pharmacokinetics ofVenetoclax in Combination [Drug: PolatuzumabVedotin|Drug: Rituximab
With Polatuzumab Vedotin Plus Rituximab(R) and |Drug:Cyclophosphamide|Drug:Doxorubicin
Cyclophosphamide, Doxorubicin, Prednisone |Drug: Prednisone
(CHP) inParticipants With Untreated BCL-2
Immunohistochemistry (IHC)-Positive Diffuse Large
B-Cell Lymphoma (DLBCL)

NCT04883346 | Liraglutide (Saxenda(R)) in Adolescents With Drug: Liraglutide Phase 2
Obesity After SleeveGastrectomy

NCT04579523 211At-OKT10-B10 and Fludarabine Alone or in Procedure: Allogeneic HematopoieticStem Phase 1
Combination WithCyclophosphamide and Low- Cell Transplantation|Biological:Astatine At 211
Dose TBI Before Donor Stem CellTransplant for Anti-CD38 MonoclonalAntibody OKT10-B10
the Treatment of Newly Diagnosed, Recurrent, or |Drug:Cyclophosphamide|Drug: Fludarabine
Refractory High-Risk Multiple Myeloma Phosphate|Radiation: Total-Bodylrradiation

NCT04526288 CPX-351 Versus Immediate Stem Cell Transplan- | Procedure: Allogeneic HematopoieticStem Cell Phase 2
tation for theTreatment of High-Grade Myeloid Transplantation|Drug:Liposome-encapsulated
Cancers With Measurable ResidualDisease Daunorubicin-Cytarabine

NCT04441047 Universal Anti-Viral Vaccine for Healthy Elderly Drug: AlloStim Phase 1
Adults |Phase 2

NCT04652479 Avexitide Safety and Efficacy to Treat Acquired Drug: Avexitide Phase 2
HyperinsulinemicHypoglycemia

NCT04925934 A Phase 2 of VIB7734 for the Treatment of Drug: VIB7734|0ther: Placebo Phase 2
Moderate to SeverelyActive SLE

NCT04594707 A Study to Evaluate Long Term Safety and Drug: PRM-151 Phase 3
Efficacy of RecombinantHuman Pentraxin-2
(rhPTX-2; PRM-151) in Participants With
IdiopathicPulmonary Fibrosis

NCT04783181 A Study of Gene Therapy for Classic Congenital Biological: AAV BBP-631 Phase 1
Adrenal Hyperplasia(CAH) [Phase 2

NCT04256148 ALXN1830 in Patients With Warm Autoimmune Biological: ALXN1830|Other: Placebo Phase 2
Hemolytic Anemia

NCT04348747 Dendritic Cell Vaccines Against Her2/Her3, Biological: Anti-HER2/HER3 DendriticCell Phase 2
Cytokine ModulationRegimen, and Pembrolizumab | Vaccine|Drug: Celecoxib|Biological:Pembrolizum
for the Treatment of Brain MetastasisFrom Triple ablBiological:Recombinant Interferon Alfa-2b
Negative Breast Cancer or HER2+ Breast Cancer | |Drug:Rintatolimod

NCT04696575 Lamivudine in Combination With Chemoimmuno- Biological: Atezolizumab|Drug:Carboplatin Phase 2
therapy for theTreatment of Extensive Stage Small | [Drug: Etoposide|Drug:Lamivudine
Cell Lung Cancer
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NCT04919382 Temozolomide and Atezolizumab as Second Line Biological: Atezolizumab|Drug:Temozolomide Phase 2
for the Treatmentof Metastatic or Recurrent Small
Cell Lung Cancer
NCT04919369 All-Trans Retinoic Acid (ATRA) and Atezolizumab | Biological: Atezolizumab|Drug:Tretinoin Phase 1
for the Treatmentof Recurrent or Metastatic
Non-Small Cell Lung Cancer
NCT03258658 Safety and Feasibility Study of Autologous Biological: Autologous Engineered Urethral Phase 1
Engineered UrethralConstructs for the Treatment Construct
of Strictures
NCT04573140 A Study of RNA-lipid Particle (RNA-LP) Vaccines | Biological: Autologous total tumormRNA and Phase 1
for NewlyDiagnosed Pediatric High-Grade Gliomas | pp65 full length (fl)lysosomal associated
(pHGG) and AdultGlioblastoma (GBM) membraneprotein (LAMP) mRNA loaded DOTAPIi-
posome vaccine administeredintravenously (RNA
loaded lipidparticles, RNA-LPs)
NCT04881240 Study of CD19-directed Allogeneic Memory T-cell | Biological: CD19-CAR(Mem) T-cells|Drug: Cyclo | Phase 1
Therapy forRelapsed/Refractory CD19+ Leukemia | phosphamide|Drug:Fludarabine|Drug: MesnalDe
vice:CliniMACS|Procedure: Leukapheresis
NCT04804891 Using T-Cell Alloreactivity and Chimerism to Biological: Cell Therapy Phase 1
Guidelmmunosuppression Minimization in Intestinal
Transplantation
NCT04864054 ECT204 T-Cell Therapy in Adults With Advanced | Biological: ECT204 T cells Phase 1
HCC |[Phase 2
NCT04598477 A Study to Assess the Long-term Safety and Biological: efgartigimod PH20 SC Phase 3
Efficacy of aSubcutaneous Formulation of |Drug:prednisone
Efgartigimod PH20 SC in Adults WithPemphigus
(Vulgaris or Foliaceus)
NCT04920331 Study of Intravenous Erenumab in Patients With Biological: Erenumab Phase 2
Status Migrainosus
NCT04066348 TNF-a Treatment of Blast-Induced Tinnitus Biological: Etanercept|Other: Saline Phase 2
NCT04899336 A Study of Vaccination With 9-valent Extraintes- | Biological: ExXPEC9V|Other: Placebo Phase 3
tinal PathogenicEscherichia Coli Vaccine (Ex-
PEC9V) in the Prevention of InvasiveExtraintestinal
Pathogenic Escherichia Coli Disease in Adults
Aged 60Years And Older With a History of Urinary
Tract Infection in the Past2 Years
NCT04945772 Efficacy and Safety of of vMCO-010 Optogenetic | Biological: Gene Therapy Product-vMCO-010 Phase 2
Therapy in AdultsWith Retinitis Pigmentosa |Procedure: Sham Injection
[RESTORE]
NCT04741984 Monocyte Antigen Carrier Cells for Newly Biological: MT-201-GBM monocytevaccine Phase 1
Diagnosed GBM
NCT04712851 Pembrolizumab for the Treatment of Cervical Biological: Pembrolizumab Phase 2

Intraepithelial Neoplasia
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NCT04904302 Sitravatinib and Nivolumab for the Treatment Biological: Nivolumab|Other: Quality-of-Life Phase 2
of Metastatic orAdvanced Clear Cell Renal Cell Assessment|Other :Questionnaire Administration|
Cancer Drug:Sitravatinib

NCT03399773 Infusion of Expanded Cord Blood Cells in Biological: Omidubicel|Drug:Cyclophosphamide | Phase 2
Addition to Single CordBlood Transplant in Treat- | |Drug:Fludarabine|Drug: Thiotepa
ing Patients With Acute Leukemia, ChronicMyeloid | [Radiation:Total-Body Irradiation|Procedure:
Leukemia, or Myelodysplastic Syndromes Umbilical Cord BloodTransplantation

|Other: LaboratoryBiomarker Analysis

NCT02194751 Oncoguest-L Vaccine in Patients With Previously | Biological: Oncoquest-L vaccine Phase 2
Untreated Stage lllor IV, Asymptomatic, Non-
bulky Follicular Lymphoma

NCT04895722 Evaluation of Pembrolizumab (MK-3475) or Biological: Pembrolizumab|Biological:Pembrolizu | Phase 2
Co-formulated Pembrolizumab/Quavonlimab (MK- | mab/Quavonlimab
1308A) in Participants WithMicrosatellite
Instability-High (MSI-H) or Mismatch Repair
Deficient(dMMR) Stage IV Colorectal Cancer
(CRC) (MK-1308A-008)

NCT04690699 LUMINOS-103: A Basket Trial Evaluating the Biological: PVSRIPO|Biological: Anti-PD-1 / L1 Phase 1
Safety and Efficacy ofPVSRIPO and PVSRIPO in |Phase 2
Combination With Anti-PD-1/L1Checkpoint
Inhibitors in Patients With Advanced Solid Tumors

NCT04315246 177Lu-DTPA-Omburtamab Radioimmunotherapy | Biological: radiolabeled DPTA-omburtamab Phase 1
for LeptomeningealMetastasis From Solid Tumors |Phase 2

NCT04554914 A Study to Evaluate Tabelecleucel in Participants | Biological: Tabelecleucel Phase 2
With Epstein-barrVirus-associated Diseases

NCT04948619 Immune Function and Response to Vaccination Biological: Vaccine Phase 2
After Cancer Therapyin Pediatric Patients

NCT04634435 Phase 1 Study of Autologous Memory-like NK Cell | Combination Product: CIML NK Cellsplus KP1237 | Phase 1
Therapy WithKP1237, Low Dose IL-2 in Multiple and low dose IL-2 |Phase 2
Myeloma Patients

NCT04167618 177Lu-DTPA-Omburtamab Radioimmunotherapy | Drug: 177Lu-DTPA-omburtamab Phase 1
for Recurrent orRefractory Medulloblastoma |Phase 2

NCT04765111 Acalabrutinib and Rituximab for the Treatment of Drug: Acalabrutinib|Biological:Rituximab Phase 2
PreviouslyUntreated Mantle Cell Lymphoma

NCT04920383 ALPN-202 With PD-1 Inhibition in Advanced Drug: ALPN-202|Drug: PD-1 Inhibitor Phase 1
Malignancies

NCT03597594 Haplocompatible Transplant Using TCRa/8 Drug: Anti-thymocyte globulin(rabbit) Phase 1
Depletion Followed byCD45RA-Depleted Donor |Drug: Busulfan|Drug:Fludarabine |Phase 2
Lymphocyte Infusions for Severe Combined |Drug: Thiotepa|Device:CliniMACS
Immunodeficiency (SCID) |Other: Donor Lymphocytelnfusion
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NCT04943627 Balstilimab in Patients With Recurrent Cervical Drug: Balstilimab (BAL)|Drug:Topotecan Phase 3
Cancer [Drug: Vinorelbine|Drug:Gemcitabine
[Drug: Irinotecan|Drug:Pemetrexed
NCT04923776 Liver Directed RT + Chemo-immunotherapy for Drug: Carboplatin|Drug:Etoposide|Drug:Atezo Phase 2
ES-SCLC lizumabl|Radiation: StereotacticBody Radiation
Therapy (SBRT)
NCT04929392 Chemoradiation and Pembrolizumab Followed by | Drug: Carboplatin|Procedure:Endoscopic Phase 2
Pembrolizumaband Lenvatinib Before Surgery for | Biopsy|Radiation: ExternalBeam Radiation
the Treatment of Non-metastaticEsophageal or Therapy|Drug:Lenvatinib Mesylate
Esophageal /Gastroesophageal Junction Cancer |Drug:Paclitaxel|Biological:Pembrolizumab
|Procedure: Resection
NCT04230031 Phase Il Study of Daratumumab Pre-Mobilization Drug: Daratumumab Phase 2
and Post-ASCT inMultiple Myeloma
NCTO04775550 DARA RVD For High Risk SMM Drug: Daratumumab|Drug:Bortezomib Phase 2
|[Drug: Lenalidomide|Drug:Dexamethasone
NCT03872505 Pre-operAtive Non-Anthracycline Chemotherapy, | Drug: Durvalumab|Radiation: RadiationTherapy | Phase 2
Durvalumab +/-RAdiation Therapy in Triple |Drug: Carboplatin|Drug:Paclitaxel
Negative Breast Cancer
NCT04303559 The Hemophilia Inhibitor Prevention Trial Drug: Eloctate Injectable Product Phase 3
|Drug:Emicizumab Injection [Hemlibra]
NCT04303572 The Hemophilia Inhibitor Eradication Trial Drug: Eloctate ITI|Drug: Emicizumab Phase 3
NCT04918147 Elotuzumab in Immunoglobulin G4-Related Drug: elotuzumab|Drug: placebo forelotuzumab | Phase 2
Disease (IgG4-RD) |Drug:methylprednisolone
|Drug:diphenhydramine|Drug:acetaminophen
|Drug: famotidine|Drug:prednisone
NCT04634357 ET140203 T Cells in Pediatric Subjects With Hepato- | Drug: ET140203 T Cells Phase 1
blastoma, HCN-NOS, or Hepatocellular Carcinoma |[Phase 2
NCT03617445 Fecal Microbiota Transplantation for C. Difficile Drug: FMT oral capsule|Drug: OralVancomycin Phase 2
Infection in SolidOrgan Transplant Recipients [Drug: FMT oralplacebo
[Drug: Oral Vancomycinplacebo
NCT04843852 TLR-9 Adjuvanted Vaccination for Chronic Drug: Hepatitis B VaccineRecombinant, Phase 2
Hepatitis B Adjuvantedintramuscular Solution [HEPLISAV-B]
NCT04781855 Ipilimumab, Ibrutinib, and Nivolumab for the Drug: lbrutinib|Biological:lpilimumab Phase 1
Treatment of ChronicLymphocytic Leukemia and |Biological: Nivolumab
Richter Transformation
NCT04935879 A Study to Assess the Safety and Efficacy of Drug: Inclacumab|Drug: Placebo Phase 3
Inclacumab inParticipants With Sickle Cell Disease
Experiencing Vaso-occlusiveCrises
NCT04933903 BrUOG 397: NEO Rad (LOW): Neoadjuvant Low Drug: Ipilimumab|Drug:Nivolumab Phase 2
Dose StereotacticBody Radiotherapy, Ipilimumab | [Radiation: SBRT
and Nivolumab
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NCT04835129 Isatuximab, Pomalidomide, Elotuzumab and Drug: Isatuximab (for run-inportion)|Drug: Phase 2
Dexamethasone inRelapsed and/or Refractory Isatuximab (forexpansion)|Drug: Pomalidomide
Multiple Myeloma |Drug:Elotuzumab|Drug: Dexamethasone
NCT04887805 Lenvatinib and Pembrolizumab Maintenance Drug: Lenvatinib Mesylate Phase 2
Therapy for theTreatment of Patients of Advanced | |Biological:Pembrolizumab
Unresectable Pancreatic Cancer
NCT04949113 Neoadjuvant Ipilimumab Plus Nivolumab Versus Drug: Neoadjuvant ipilimumab +nivolumab Phase 3
Standard AdjuvantNivolumab in Macroscopic |Drug: Adjuvant nivolumab
Stage Il Melanoma
NCT04688658 Duvelisib in Combination With Nivolumab in Drug: Nivolumab|Drug: Duvelisib Phase 1
Patients With AdvancedUnresectable Melanoma |Phase 2
NCT04643379 Olaparib in Combination With Pembrolizumab and | Drug: Olaparib|Drug:Pembrolizumab Phase 2
Carboplatin asFirst-Line Treatment of Recurrent |Drug:Carboplatin
or Metastatic Head and NeckSquamous-Cell |Procedure: Peripheralblood draw
Carcinoma
NCT04660760 Ramucirumab and Trifluridine/Tipiracil or Pacli- Drug: Paclitaxel Phase 2
taxel for the Treatmentof Patients With Previously |Other: Quality-of-LifeAssessment
Treated Advanced Gastric orGastroesophageal |Biological:Ramucirumab
Junction Cancer |Drug: Trifluridine andTipiracil Hydrochloride
NCT04865887 Pembrolizumab and Lenvatinib in Advanced Drug: Pembrolizumab|Drug: Lenvatinib Phase 2
Cervical Cancer
NCTO03760575 Pembrolizumab in Combination With Chemo- Drug: Pembrolizumab|Procedure:Indocyanine Phase 1
therapy and Image-Guided Surgery for Malignant | Green (ICG) Image-GuidedSurgery
Pleural Mesothelioma (MPM) |Drug: Cisplatin|Drug:Pemetrexed
NCT04897022 A Study of Pembrolizumab and Radiation Therapy | Drug: Pembrolizumab|Radiation:IMPRINT Phase 1
in People WithMesothelioma
NCT03361852 A Pilot Study of a Personalized Neoantigen Cancer | Drug: Rituximab|Biological: Neo Vax Phase 1
Vaccine FollowingFront-Line Rituximab in
Follicular Lymphoma
NCT04138875 A Risk Stratified Sequential Treatment With Drug: Rituximab|Drug: BrentuximabVedotin Phase 2
Rituximab, BrentuximabVedotin and Bendamustine | [Drug: Bendamustine
(RBVB)
NCT04724018 Sacituzumab Govitecan Plus EV in Metastatic UC | Drug: Sacituzumab Govitecan(SG) Phase 1
|Drug: Enfortumab vedotin-ejfv(EV)
NCT04703426 | Sargramostim (GM-CSF) + PD-1 Drug: Sargramostim (GM-CSF) Phase 2
|Drug:Pembrolizumab (anti-PD-1)
NCT04741074 Effect of Subcutaneous Semaglutide on Kidney Drug: Semaglutide 2 mg/1.5 ml (1.34mg/ml). Phase 3
Transplant Candidacy prefilled pen-injector forsubcutaneous injection
solution|Drug:Placebo 1.5 ml, prefilled
pen-injectorfor subcutaneous injection solution
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NCT04692155 Clinical Trial of Ublituximab and Umbralisib With Drug: Ublituximab|Drug: Umbralisib Phase 1
CHOP (U2-CHOP)Followed by U2 Maintenance |[Phase 2
(U2-CHOP-U2) in Previously UntreatedMantle Cell
Lymphoma (MCL)
NCT04791839 Safety and Efficacy of Zimberelimab (AB122) in Drug: Zimberelimab|Drug:Domvanalimab Phase 2
Combination WithDomvanalimab (AB154) and [Drug: Etrumadenant
Etrumadenant (AB928) in Patients WithPreviously
Treated Non-Small Cell Lung Cancer
NCT04637763 CRISPR-Edited Allogeneic Anti-CD19 CAR-T Cell | Genetic: CB-010|Drug:Cyclophosphamide|Drug: | Phase 1
Therapy forRelapsed/Refractory B Cell Non- Fludarabine
Hodgkin Lymphoma
NCT03552796 sEphB4-HSA in Treating Participants With BCG- Other: PharmacokineticStudy|Biological: Phase 1
Unresponsive orRefractory Bladder Cancer Recombinant EphB4-HSA Fusion Protein
NCT04605614 64Cu-DOTA-pembrolizumab PET for the Study of | Radiation: Copper Cu 64-DOTA-pembrolizumab | Phase 1
PD1 Expression |Biological:Pembrolizumab|Procedure: Positron
Emission Tomography
NCT04620603 Low-Dose-Rate Brachytherapy Combined With Radiation: Low Dose RateBrachytherapy Phase 1
Immune Checkpointinhibition in Cancer (LDR)IDrug: Nivolumab |Phase 2
NCT04443348 Pre-op Pembro + Radiation Therapy in Breast Radiation: Radiation TherapyBoost|Drug: Pembro | Phase 2
Cancer (P-RAD) lizumab|Drug:Paclitaxel|Drug: Carboplatin
|Drug:Cyclophosphamide|Drug:Doxorubicin
[Drug: Capecitabine
NCT04603742 Anakinra, COVID-19, Cytokine Storm Drug: AnakinralDrug: 0.9% Saline Phase 2
NCT04832971 Study of ARO-ANG3 in Adults With Mixed Drug: ARO-ANG3|Drug: Placebo Phase 2
Dyslipidemia
NCT03607955 Paclitaxel + Carboplatin With AVB-S6-500 in Drug: AVB-S6-500|Drug:Paclitaxel|Drug: Phase 1
Women With Stage Illor IV Epithelial Ovarian, Carboplatin|Procedure:Tissue from Diagnos
Primary Peritoneal, or Fallopian Tube Cancer ticLaparoscopy|Procedure: Tissue fromCore
Receiving Neoadjuvant Chemotherapy biopsy|Procedure: IntervalDebulking|Procedure:
Peripheralblood|Procedure: Ascites collection
NCT04943900 A Study of BMS-986416 With and Without Drug: BMS-986416|Drug: Nivolumab Phase 1
Nivolumab in Select SolidTumors
NCT04398524 A Phase I Study of Cemiplimab and ISA101b in Pa- | Drug: ISA101B Phase 2
tients WithRecurrent/Metastatic HPV16 Positive OPC
NCT04925947 A Study of KNO46 in Patients With Thymic Carci- Drug: KNO46 Phase 2
noma Who Failedimmune Checkpoint Inhibitors
NCT04544293 Clinical Trial of Inhaled Molgramostim Nebulizer Drug: Molgramostim|Drug: Placebo Phase 3
Solution inAutoimmune Pulmonary Alveolar
Proteinosis (aPAP)
NCT04936178 A Study of NBOO3 in Patients With Advanced Drug: NBOO3 tablets Phase 1

Malignancies
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NCT04899115 VE303 for Treatment of Hepatic Encephalopathy Drug: Placebo|Drug: VE303 Phase 2
(HE) |Drug: oralvancomycin

NCT04594707 A Study to Evaluate Long Term Safety and Drug: PRM-151 Phase 3
Efficacy of RecombinantHuman Pentraxin-2
(rhPTX-2; PRM-151) in Participants Withldiopathic
Pulmonary Fibrosis

NCT04344860 Prevent Postpartum Hemorrhage in Women With Drug: Recombinant Von Willebrandfactor Phase 3
Von WillebrandDisease: The VWD-WOMAN Trial |Drug: Tranexamic Acid Injection[Cyklokapron]

NCT04692493 RA-PRO PRAGMATIC TRIAL Drug: tsDMARD class|Drug: TNFi-biologic class | Phase 2

NCT04896320 Tucatinib With Chemotherapy and Trastuzumab in | Drug: Tucatinib Phase 1
Advanced Her-2-neu Overexpressing, Previously |Phase 2
Treated Breast Cancer

NCT04956575 A Study of mMRNA-1010 Seasonal Influenza Biological: mRNA-1010|Biological:Placebo Phase 1
Vaccine in Healthy Adults |Phase 2

NCT04809467 A Study Evaluating Safety, PK, and Efficacy of Drug: tafasitamabl|Drug: parsaclisib Phase 1
Tafasitamab andParsaclisib in Participants With |Phase 2
Relapsed/Refractory Non HodgkinLymphoma (R/R
NHL) or Chronic Lymphocytic Leukemia (CLL)

NCT04242264 Phase 2 Shigella Vaccine and Challenge Other: Placebol|Biological: Shigellasonnei strain | Phase 2

53GIBiological: WRSs2

NCT04910568 A Study Evaluating the Safety, Pharmacokinetics, | Drug: Cevostamabl|Drug: Tocilizumab Phase 1
and Activity ofCevostamab in Participants With
Relapsed or Refractory MultipleMyeloma

NCT04899232 Antithrombin Ill in Infectious Disease Caused by Drug: Antithrombin IlI Phase 2
COVID-19

NCT04944901 28-Day Daily-dose Crossover Study of the Safety | Drug: SB-121|Drug: Placebo Phase 1
and Tolerability ofSB-121 (Lactobacillus Reuteri
With Sephadex® and Maltose) inSubjects, Ages
15 to 45 Years, Diagnosed With Autistic Disorder

NCT04693715 Safety of RNS6E0 in Large Vessel Occlusion Stroke | Drug: RNS60|Drug: Placebo Phase 2
PatientsUndergoing Endovascular Thrombectomy

NCT04951778 Study to Evaluate Safety and Tolerability of CC- Drug: CC-91633 Phase 1
91633 (BMS-986397)in Participants With Relapsed
or Refractory Acute Myeloid Leukemiaor Relapsed
or Refractory Higher-Risk Myelodysplastic
Syndromes

2021 08
122 | brRUG INFORMATION



@z 8
NCT Number
NCT04912063

Title

Study to Evaluate Adverse Events and Movement
of Lemzoparlimab inBody When Used Intravenously
(IV) With Azacitidine Subcutaneouslyor IV and
Venetoclax Orally in Participants With Acute
MyeloidLeukemia and With Azacitdine With or
Without Venetoclax inParticipants With
Myelodysplastic Syndrome

£X{: ClinicalTrials.gov

Interventions

Drug: Lemzoparlimab|Drug:Azacitidine
|Drug: Venetoclax

Phases

Phase 1

NCT04916470

Research Study to Look at How Well Semaglutide
Works in PeopleLiving With Heart Failure. Obesity
and Type 2 Diabetes

Drug: Semaglutide|Drug: Placebo(Semaglutide)

Phase 3

NCT04850898

Study of SAB-176 in Healthy Adult Participants

Biological: SAB-176|0Other: Placebo

Phase 2

NCT04899336

A Study of Vaccination With 9-valent Extraintesti-
nal PathogenicEscherichia Coli Vaccine (ExPECIV)
in the Prevention of InvasiveExtraintestinal
Pathogenic Escherichia Coli Disease in Adults
Aged 60Years And Older With a History of Urinary
Tract Infection in the Past2 Years

Biological: ExPEC9V|Other: Placebo

Phase 3

NCT04785820

A Study of RO7121661 and RO7247669 Compared
With Nivolumabin Participants With Advanced

or Metastatic Squamous CellCarcinoma of the
Esophagus

Drug: RO7121661|Drug:RO7247669
[Drug: Nivolumab

Phase 2

NCT04315246

177Lu-DTPA-Omburtamab Radioimmunotherapy
for Leptomeningeal Metastasis From Solid Tumors

Biological: radiolabeled DPTA-omburtamab

Phase 1
|Phase 2

NCT04167618

177Lu-DTPA-Omburtamab Radioimmunotherapy
for Recurrent orRefractory Medulloblastoma

Drug: 177Lu-DTPA-omburtamab

Phase 1
|Phase 2

NCT04657289

A Study of the Efficacy, Safety, and
Pharmacokinetics of A 36-WeekRefill Regimen

for the Port Delivery System With Ranibizumab
inPatients With Neovascular Age-Related Macular
Degeneration(Velodrome)

Drug: PDS Implant filled with 100mg/mL
Ranibizumab

Phase 3

ZYA 157

NCT Number
NCT04912869

Title

A Study Evaluating the Safety, Pharmacokinetics,
Pharmacodynamicsand Efficacy of Crovalimab for
the Management of AcuteUncomplicated Vaso-
Occlusive Episodes (VOE) in Participants With
Sickle Cell Disease (SCD)

£X{: ClinicalTrials.gov

Interventions

Drug: Crovalimab|Drug: Placebo

Phases

Phase 1

NCTO04704843

A Study of Guselkumab in Adult Participants With
Celiac Disease

Drug: Guselkumabl|Drug: Placebo

Phase 1
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NCT Number Title Interventions Phases

NCT04747054 Study on the Efficacy of Radiotherapy Added to Drug: Pembrolizumab|Radiation: Loco-regional Phase 3
Pembrolizumab inNewly Diagnosed Metastatic radiotherapy
Head and Neck Cancers

NCT04790903 A Study Evaluating the Safety, Efficacy and Drug: Venetoclax|Drug: Phase 1
Pharmacokinetics ofVenetoclax in Combination PolatuzumabVedotin|Drug: Rituximab
With Polatuzumab Vedotin Plus Rituximab(R) and IDrug:Cyclophosphamide
Cyclophosphamide, Doxorubicin, Prednisone |Drug:Doxorubicin|Drug: Prednisone
(CHP) inParticipants With Untreated BCL-2
Immunohistochemistry (IHC)-Positive Diffuse Large
B-Cell Lymphoma (DLBCL)

NCT04861259 A Study Evaluating the Efficacy, Safety, Pharma- | Drug: Crovalimab Phase 3
cokinetics andPharmacodynamics of Crovalimab
in Adult and Adolescent ParticipantsWith Atypical
Hemolytic Uremic Syndrome (aHUS)

NCT04629248 A Study Evaluating the Efficacy and Safety of Drug: Obinutuzumab|Drug:Tacrolimus Phase 3
Obinutuzumab inParticipants With Primary |Drug:Methylprednisolone
Membranous Nephropathy |Drug:Acetaminophen|Drug:Diphenhydramine

NCT04812535 Non-comparative Study of IFX-1 Alone or Drug: IFX-1|Drug: IFX-1 +pembrolizumab Phase 2
IFX-14+Pembrolizumab inPatients With Locally combination therapy
Advanced or Metastatic cSCC

NCT04166656 Research Trial Assessing the Immunogenicity and | Biological: Trumenba®|Biological:Bexsero® Phase 3
Safety of ThreeMeningococal B Vaccine Strategies
Among Patients With Asplenia

NCT03274375 Immunoadsorption Therapy in Managing NMDAR Drug: IA session|Drug: Rituximab Phase 2
AntibodiesEncephalitis

NCT04629833 Treatment Of Steroid-Refractory Acute Graft- Biological: MC0518|Biological: BAT Phase 3
versus-host DiseaseWith Mesenchymal Stromal
Cells Versus Best Available Therapy

NCT04554914 A Study to Evaluate Tabelecleucel in Participants | Biological: Tabelecleucel Phase 2
With Epstein-barrVirus-associated Diseases

NCT04785820 A Study of RO7121661 and RO7247669 Compared | Drug: RO7121661|Drug:RO7247669 Phase 2
With Nivolumabin Participants With Advanced |Drug: Nivolumab
or Metastatic Squamous CellCarcinoma of the
Esophagus

NCT04598477 A Study to Assess the Long-term Safety and Biological: efgartigimod PH20 SC Phase 3
Efficacy of aSubcutaneous Formulation of |Drug:prednisone
Efgartigimod PH20 SC in Adults WithPemphigus
(Vulgaris or Foliaceus)

NCT04594707 A Study to Evaluate Long Term Safety and Drug: PRM-151 Phase 3
Efficacy of RecombinantHuman Pentraxin-2
(rhPTX-2; PRM-151) in Participants Withldiopathic
Pulmonary Fibrosis

2021 08

124 | brUG INFORMATION



NCT Number

Interventions

NCT04657289

A Study of the Efficacy, Safety, and
Pharmacokinetics of A 36-WeekRefill Regimen

for the Port Delivery System With Ranibizumab
inPatients With Neovascular Age-Related Macular
Degeneration(Velodrome)

Drug: PDS Implant filled with 100mg/mL
Ranibizumab

Phase 3

NCT Number
NCT04803994

Title

The ABC-HCC Trial: Atezolizumab Plus Bevaci-
zumab vs. TransarterialChemoembolization (TACE)
in Intermediate-stage HepatoCellularCarcinoma

£%]: ClinicalTrials.gov

Interventions

Drug: Atezolizumab|Drug:Bevacizumab
|Procedure: TACE

Phases

Phase 3

NCT04912063

Study to Evaluate Adverse Events and Movement
of Lemzoparlimab inBody When Used Intravenously
(IV) With Azacitidine Subcutaneouslyor IV and
Venetoclax Orally in Participants With Acute
MyeloidLeukemia and With Azacitdine With or
Without Venetoclax inParticipants With
Myelodysplastic Syndrome

Drug: Lemzoparlimab|Drug:Azacitidine
|Drug: Venetoclax

Phase 1

NCT04861259

A Study Evaluating the Efficacy, Safety, Pharma-
cokinetics andPharmacodynamics of Crovalimab
in Adult and Adolescent ParticipantsWith Atypical
Hemolytic Uremic Syndrome (aHUS)

Drug: Crovalimab

Phase 3

NCT04594707

A Study to Evaluate Long Term Safety and Efficacy
of RecombinantHuman Pentraxin-2 (rhPTX-2;
PRM-151) in Participants With IdiopathicPulmonary
Fibrosis

Drug: PRM-151

Phase 3

NCT04939480

Window of Opportunity Study of Preoperative
Immunotherapy WithAtezolizumab in Local SCCHN

Drug: Atezolizumab

Phase 2

NCT04922827

Infliximab in the Treatment of Patients With Severe
COVID-19Disease

Drug: Infliximab|Other: Standard ofCare

Phase 2

NCT04838652

Pembrolizumab in Combination With Salvage
Chemotherapy forFirst-relapsed or Refractory
Classical Hodgkin Lymphoma

Drug: Pembrolizumab plusChemotherapy (ICE or
DHAP)

Phase 2

NCT04629833

Treatment Of Steroid-Refractory Acute Graft-
versus-host DiseaseWith Mesenchymal Stromal
Cells Versus Best Available Therapy

Biological: MC0518|Biological: BAT

Phase 3

NCT04598477

A Study to Assess the Long-term Safety and
Efficacy of aSubcutaneous Formulation of
Efgartigimod PH20 SC in Adults WithPemphigus
(Vulgaris or Foliaceus)

Biological: efgartigimod PH20 SC
|Drug:prednisone

Phase 3
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NCT Number Title Interventions Phases
NCT04785820 A Study of RO7121661 and RO7247669 Compared | Drug: RO7121661|Drug:R0O7247669 Phase 2
With Nivolumabin Participants With Advanced |Drug: Nivolumab
or Metastatic Squamous CellCarcinoma of the
Esophagus
NCT04594707 A Study to Evaluate Long Term Safety and Drug: PRM-151 Phase 3

Efficacy of RecombinantHuman Pentraxin-2
(rhPTX-2; PRM-151) in Participants Withldiopathic
Pulmonary Fibrosis

NCT04657289 A Study of the Efficacy, Safety, and Drug: PDS Implant filled with 100mg/mL Phase 3
Pharmacokinetics of A 36-WeekRefill Regimen Ranibizumab
for the Port Delivery System With Ranibizumab
inPatients With Neovascular Age-Related Macular
Degeneration(Velodrome)

NCT04840667 A Study of Replagal in Treatment-nafve Adults Drug: REPLAGAL Phase 3
With Fabry Disease

539U £X{: ClinicalTrials.gov
NCT Number | Title | Interventions | Phases
NCT04912843 Gene Therapy Clinical Trial for the Treatment Of Drug: NR082 injection Phase 1
Leber’s HereDitaryOptic Neuropathy Associated [Phase 2

With ND4 Mutations

NCT04893980 Efficacy of Low-dose Interleukin-2 Treatment in Drug: Recombinant human interleukin-2 (rhiL- Phase 2
Chronic SpontaneousUrticaria 2)|Drug: Control group [Phase3

NCT04916119 Study of IBI323 in Patients With Advanced Malig- Drug: IBI323 Phase 1
nancies

NCT04912466 IBI322 Monotherapy or Combination Therapy in Drug: Biological: IBI322 Phase 1

Subjects WithAdvanced Malignant Tumors

NCT04904913 A Study of IBI362 in Participants With Obesity or Drug: IBI362|Other: placebo Phase 2
Overweight forWeight Loss

NCT04895345 A Study of TQB2450 in Combination With Intensity- | Drug: TQB2450|Radiation: Intensitymodulated Phase 2
modulatedRadiotherapy in Patients With Inoperable | radiotherapy
Locally RecurrentNasopharyngeal Carcinoma

NCT04907344 Study of Camrelizumab Plus Chemotherapy as Drug: Camrelizumab|Drug: Nab-Paclitaxel|Drug: |Phase 2
Neoadjuvant Therapy inParticipants With Triple Carboplatin [Phase3
Negative Breast Cancer (TNBC)

NCT04797442 Effect of Akkermansia Muciniphila WSTO1 Strain in | Drug: WSTO1 strain product|Drug:placebo Phase 2
Overweight orObese Patients With Type 2 Diabetes | powder

NCT04649710 A Study to Evaluate the Drug Levels and Safety Biological: BMS-986036|0ther: Placebo Phase 1
of Pegbelfermin inHealthy Overweight and Obese
Chinese and Korean Participants
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Y= 6
NCT Number
NCT04875533

Title

20-valent Pneumococcal Conjugate Vaccine
Safety andimmunogenicity Study in Pneumococcal
Vaccine-Naie Adults 60 Yearsof Age and Older in
Japan, Korea, and Taiwan

£X{: ClinicalTrials.gov

Interventions

Biological: 20vPnC|Other:Saline
|Biological: 13vPnC|Biological :PPSV23

Phases

Phase 3

NCT04882072

A Study of Ustekinumab in Participants With
Takayasu Arteritis (TAK)

Drug: Ustekinumab|Other:Placebo
[Drug: Glucorticoid TaperRegimen

Phase 3

NCT04916470

Research Study to Look at How Well Semaglutide
Works in PeopleLiving With Heart Failure, Obesity
and Type 2 Diabetes

Drug: Semaglutide|Drug: Placebo(Semaglutide)

Phase 3

NCT04937153

GEN1046 Safety and PK in Subjects With
Advanced Solid Malignancies

Biological: GEN1046

Phase 1

NCT04861259

A Study Evaluating the Efficacy, Safety, Pharma-
cokinetics andPharmacodynamics of Crovalimab
in Adult and Adolescent ParticipantsWith Atypical
Hemolytic Uremic Syndrome (aHUS)

Drug: Crovalimab

Phase 3

NCT04899336

A Study of Vaccination With 9-valent
Extraintestinal PathogenicEscherichia Coli
Vaccine (ExPEC9V) in the Prevention of Invasive
Extraintestinal Pathogenic Escherichia Coli
Disease in Adults Aged 60Years And Older With
a History of Urinary Tract Infection in the Past2
Years

Biological: EXPEC9V|Other: Placebo

Phase 3

2021 08

DRUG INFORMATION I 127



Culture

Dr

r
n
(Vp)
m
O

ok=#] g 7)

Gr
T

-

et

~H

o|/

"0

oH

o

Njo

o

1_A_|O

o7



o=z e QAER|o} HI
SHolA XIZlet Hio|S2IE &

i

Q

Huorr 4> 12 n

Ot=g|

k=g 7

E |

1L

oK

ol MADRIOH FOIR| 24 T
o SxEKIe CE QAlASa}
RIZIXIZ @iQisHt It BiX

0%

> 1z
Jon

o >~
bal
El
N

Il
ofn

Johannes Brahms(1833_1897)

ol 710
(=

o AT Fai 4

b, LM|:|-’)

= AL

H2C|off CHet ofsH

AT} 4] ohf Fetehs ERPE By oo S Ajmo R &
WeERE Sohut HYAS FolstAR?. A WYH ST ARo] &
o AR Qo4 HYAS FolsH R T AUH O R mas

3

HEope A& A7 AR hgotr] el vl

w2

IL
=

N
H 3o

ol
=
£ oo

2

Mo B om f2odle
|z
o
[~
TSy
oot
19 M
—
|z &
—
=
o3
o
ot
—Hr
Ql',
=)

rot

o
=
O
LU
Y
)
o

N
2
T
@
>

AN
X
f

o
=)

u

a
d

o

£ riu

o

i
o ofn

S~
o

i1t

mo

£y

1o
e
re

1p

)

o

ot (&

i

g

lo &
H1

>

illfg

o,

PL

o e

L
XN

Bl A

o=

[

g}

3}

of, 1
—Hz

15/

10
i
rir
DL
N S

1~

R
N

-

o
)
we, N

E

2 li
o, J
[~
N

i)
e ¢

=t
©

[1124_‘ ro, 5
s

=TS S D S (Bl (o]
e o
O
>
é
Fu
!

T
m
N
1o
o
12
flo |
)
dz |
=i
+
=2
D
EN
FTI‘
3
[>
4
Mo

u
a
N

jiaA
Y
o
o

2021 08
DRUG INFORMATION I 129



08 Culture
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